Dossier zur Nutzenbewertung — Anhang 4-G zu Modul 4 A Stand: 15.02.2024

Medizinischer Nutzen, medizinischer Zusatznutzen, Patientengruppen mit therap. bedeutsamem Zusatznutzen

Momelotinib (Omjjara)

GlaxoSmithKline GmbH & Co. KG
Anhang 4-G zu Modul 4 A

Behandlung von krankheitsbedingter Splenomegalie oder Symptomen bei erwachsenen
Patienten mit moderater bis schwerer Andmie, die an primdrer Myelofibrose, Post-
Polycythaemia Vera-Myelofibrose oder Post-Essentieller Thrombozythdmie-Myelofibrose
erkrankt sind, und die nicht mit einem Januskinase (JAK)-Inhibitor vorbehandelt sind oder
die mit Ruxolitinib behandelt wurden

Stand: 15.02.2024

Momelotinib (Omjjara)



Inhaltsverzeichnis

Anhang 4-G SubgruppenanalySEN ...............ccc.iiiiiiieioe et 1
Inhaltsverzeichnis

01 G-BA Subgruppenanalysen der HauptanalySen ..................cccooiiiiiiiiiiiiic e 4

LU 1Y 0 1 SRS 4

01 GesamtUDETIEDEN ...........ccooiiiiiiii e 4

02 Leukdmische Transformation ..................ccoooviiiiiiiiiie e, 15

03 MIlZANSPIECREN .........ooiiieiiiei et 26

04 SymptomanSPIECREN ............ccoiiiiiii i 48

01 MPN-S A e, 48

02 MM PN-S AF TS e 59

O5 FAtIZUE ...ttt ettt 103

00 TTanSTUSIONEN .........cciiiiiiiiie et e et ere et eeeaeeenees 169

0 0 1 U 169

(022200 1 D U RORRRROTI 248

03 SONSTIZE ...ttt ettt ettt ettt 270

017 = 3 (R 281

08 EQ SD-V A S et 316

09 SF30 V2 oo 448

1O SIChETREIt ..., 668

01 ZusammenfasSUNG .............cccooiiiiiiiie et 668

02 UE nach SOCUNA PT ... 756

03 UE nach Schweregrad nach SOC und PT ..., 778

04 SUE nach SOC Und PT ... ..o, 822

OS5 UEST Lo et 831

01 GESAMITALE .......ooiieiiiiiiec et 831

(02 o0\ P 875

03 PN Studienabbruch .................ccoooiiiiiiiicce e 915

04 NH e 933

05 KAtaraKt ..........ooiieiiiiee e 977

LOLC S B 1 SRR 1017

L0 10V o 51 TR 1061

01 Gesamtiberleben ...............ocooiiiiiiiie e 1061

02 Leukdmische Transformation ................c..ccoooeeiiiiiiie e, 1072

03 MIIZANSPIECHEI .......oviiiieiie e et 1083

04 SymptomManSPIECHEN ............ccoiiiiiieiiie et 1105

01 MPN-S A et 1105

02 MMPN-SAF TSS oo 1116

05 FALIGUR ..o ettt e et e ete et e e 1171

06 TranSTUSIONEN ............occiiiiiiiiii ettt 1237

[0 U SRR 1237

(02270 SR 1314

L0 AN T0) 41 o TR 1336

07 PGIC ..ttt bbbttt 1347



08 EQ SD-V A S et 1382

09 SE30 V2 oottt 1514

LU T 134 o 3 L AT PRSORORN 1734

01 ZusammenfasSUNG ..............ccoooiiiiiiiiiie e 1734

02 UE nach SOC UNA PT ... 1811

03 UE nach Schweregrad nach SOCund PT ..., 1833

04 SUE nach SOC und PT ... ..o, 1864

OS5 UEST ..ot e e 1873

01 GESAMLIALE ........ooiviiieice e 1873

(02 o S 1917

03 PN Studienabbruch ...............ccooiiiiiiieeeeeee e 1957

04 NH Lo 1997

05 Katarakt ..........cooiiiii i 2041

00 FDS oo 2081

02 Weitere SubGruppenanalySeN ..............coouiiiuiiiii oot 2121
(O 01 0 51 RS 2121
01 MilZanSPpreChen ............ccoooiiiiiiie e, 2121

02 SymptomanSPreChen .............cc.ooiiiiiiii it 2147

03 TranSTUSIONEI .........ooouiiiiieiie e e e e e e e e e e eae e 2176

0N o] 1 1S3 d 1 S L RN 2260

(N 1Y 0 51 L SR 4816
01 MIlZanSPIECREN ........c.oiiiiii e e 4816

02 SymptomanSPIECEN ..............ccooiuiiiiiieee et 4839

03 TranSTUSIONEN ..........coiiiiiiieie et e et eeeaeeenee s 4863

04 SICHETIEIL ... e, 4936



GSK Oncology
Study GS-US-352-0101
Table 2.5502: Overall Survival Analysis by Age
Double-blind Treatment Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value

Subjects with Event

Death, n(%) 2 ( 8.3%) 0 3 ( 4.8%) 1 1.7%)
Censor
Subjects Censored, n(%) 22 ( 91.-7%) 36 (100.0%) 59 ( 95.2%) 57 ( 98.3%)
Kaplan-Meier Estimate of Overall Survival (Months)

25-percentile (95% Cl) NE (2.14, NE) NE (NE, NE) NE (5.68, NE) NE (NE, NE)

Median (95% CI) NE (NE, NE) NE (NE, NE) NE (5.68, NE) NE (NE, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (5.68, NE) NE (NE, NE)

Min, Max 1.18, 5.75 3.19, 6.01 0.72, 6.54 2.92, 6.54
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose + 30 days, or the 1st OL dose -1 day.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-age.pdf 24AUG2023:11:04 Page 1 of 1



Table 2.5504: Overall Survival Analysis by Region

Double-blind Treatment Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Western Countries

Eastern Countries

MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Subjects with Event
Death, n(%) 3 ( 5.7%) 1( 2.0%) 2 ( 6.1%) 0
Censor
Subjects Censored, n(%) 50 ( 94.3%) 50 ( 98.0%) 31 ( 93.9%) 43 (100.0%)
Kaplan-Meier Estimate of Overall Survival (Months)
25-percentile (95% Cl) NE (5.68, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (5.68, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (5.68, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.05, 6.54 2.92, 6.54 0.72, 5.78 4.67, 5.88
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no)
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with

Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

+ 30 days, or the 1st OL dose -1 day.
and baseline platelet count
covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-geo.pdf 24AUG2023:11:04

Not estimable.

Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.5507: Overall Survival Analysis by Baseline Hemoglobin Level
Double-blind Treatment Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value

Subjects with Event

Death, n(%) 1 ( 3.6%) 1 ( 4.8%) 4 ( 6.9%) 0
Censor
Subjects Censored, n(%) 27 ( 96.4%) 20 ( 95-2%) 54 ( 93.1%) 73 (100.0%)
Kaplan-Meier Estimate of Overall Survival (Months)

25-percentile (95% Cl) NE (1.91, NE) NE (2.92, NE) NE (5.68, NE) NE (NE, NE)

Median (95% CI) NE (NE, NE) NE (NE, NE) NE (5.68, NE) NE (NE, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)

Min, Max 1.12, 6.54 2.92, 5.62 0.72, 5.78 3.45, 6.54
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose + 30 days, or the 1st OL dose -1 day.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-hgb.pdf 24AUG2023:11:04 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.5506: Overall Survival Analysis by Baseline IPSS Two-Level Risk
Double-blind Treatment Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value

Subjects with Event

Death, n(%) 2 ( 7.1%) 0 3 ( 5.2%) 1 ( 1.4%)
Censor
Subjects Censored, n(%) 26 ( 92.9%) 24 (100.0%) 55 ( 94.8%) 69 ( 98.6%)
Kaplan-Meier Estimate of Overall Survival (Months)

25-percentile (95% Cl) NE (5.39, NE) NE (NE, NE) NE (5.68, NE) NE (NE, NE)

Median (95% CI) NE (NE, NE) NE (NE, NE) NE (5.68, NE) NE (NE, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)

Min, Max 1.08, 5.59 3.19, 6.54 0.72, 6.54 2.92, 6.24
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose + 30 days, or the 1st OL dose -1 day.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-ipss2.pdf 24AUG2023:11:04 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.5505: Overall Survival Analysis by Baseline IPSS Three-Level Risk
Double-blind Treatment Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Subjects with Event
Death, n(%) 0] 0 2 (C 7-7T%) 0
Censor
Subjects Censored, n(%) 2 (100.0%) 4 (100.0%) 24 ( 92.3%) 20 (100.0%)
Kaplan-Meier Estimate of Overall Survival (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (2.14, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 5.45, 5.55 5.45, 6.54 1.08, 5.59 3.19, 5.75
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose + 30 days, or the 1st OL dose -1 day.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-ipss3.pdf 24AUG2023:11:04 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.5505: Overall Survival Analysis by Baseline IPSS Three-Level Risk
Double-blind Treatment Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX

(Continued) (N=58) (N=70) p-value
Subjects with Event

Death, n(%) 3 ( 5.2%) 1 ( 1.4%)
Censor
Subjects Censored, n(%) 55 ( 94.8%) 69 ( 98.6%)
Kaplan-Meier Estimate of Overall Survival (Months)

25-percentile (95% CI) NE (5.68, NE) NE (NE, NE)

Median (95% CI) NE (5.68, NE) NE (NE, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE)

Min, Max 0.72, 6.54 2.92, 6.24
Stratified Log-Rank Test p-value NA
Adjusted Hazard Ratio (95% CI) NA
Unstratified Log-Rank Test p-value NA
Unadjusted Hazard Ratio (95% CI) NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose + 30 days, or the 1st OL dose -1 day.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-ipss3.pdf 24AUG2023:11:04 Page 2 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.5508: Overall Survival Analysis by Baseline MF Disease Status
Double-blind Treatment Phase
ITT-Anemic Analysis Set

Post-ET Myelofibrosis

Post-PV Myelofibrosis

MMB RUX MMB RUX
(N=16) (N=28) (N=11) (N=12)
Subjects with Event
Death, n(%) 0] 1 ( 3.6%) 2 ( 18.2%) 0
Censor
Subjects Censored, n(%) 16 (100.0%) 27 ( 96.4%) 9 ( 81.8%) 12 (100.0%)
Kaplan-Meier Estimate of Overall Survival (Months)
25-percentile (95% Cl) NE (NE, NE) NE (NE, NE) NE (1.91, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (1.91, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.05, 6.54 2.92, 6.24 1.12, 5.59 4.70, 5.75
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose + 30 days, or the 1st OL dose -1 day.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE =

Data Extracted: CRF data: 01JUL2019
Source: t-os-sub.sas V.03.05 Output file: t-os-mf.pdf 24AUG2023:11:04

Not estimable.

Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.5508: Overall Survival Analysis by Baseline MF Disease Status
Double-blind Treatment Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

MMB RUX
(Continued) (N=59) (N=54) p-value
Subjects with Event
Death, n(%) 3 ( 5.1%) 0
Censor
Subjects Censored, n(%) 56 ( 94.9%) 54 (100.0%)
Kaplan-Meier Estimate of Overall Survival (Months)
25-percentile (95% CI) 5.68 (5.68, NE) NE (NE, NE)
Median (95% CI) NE (5.68, NE) NE (NE, NE)
75-percentile (95% CI) NE (5.68, NE) NE (NE, NE)
Min, Max 0.72, 5.78 3.45, 6.54
Stratified Log-Rank Test p-value NA
Adjusted Hazard Ratio (95% CI) NA
Unstratified Log-Rank Test p-value NA
Unadjusted Hazard Ratio (95% CI) NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose + 30 days, or the 1st OL dose -1 day.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-mf.pdf 24AUG2023:11:04 Page 2 of 2



Table

2.5503: Overall Survival Analysis by Gender
Double-blind Treatment Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Subjects with Event
Death, n(%) 2 ( 4.0%) 1 ( 1.8%) 3 ( 8.3%) 0
Censor
Subjects Censored, n(%) 48 ( 96.0%) 55 ( 98.2%) 33 ( 91.-7%) 38 (100.0%)
Kaplan-Meier Estimate of Overall Survival (Months)
25-percentile (95% Cl) 5.68 (5.68, NE) NE (NE, NE) NE (5.39, NE) NE (NE, NE)
Median (95% CI) NE (5.68, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (5.68, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.51, 5.75 2.92, 6.54 0.72, 6.54 3.98, 6.24
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose + 30 days, or the 1st OL dose -1 day.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-sex.pdf 24AUG2023:11:04

Page 1 of 1



Table 2.5510: Overall Survival Analysis by Baseline Spleen Volume
Double-blind Treatment Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

< Median 1837.09 cm"3

>= Median 1837.09 cm"3

MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Subjects with Event
Death, n(%) 2 ( 4.3%) 0 3 (C 7-7T%) 1( 2.0%)
Censor
Subjects Censored, n(%) 45 ( 95.7%) 43 (100.0%) 36 ( 92.3%) 50 ( 98.0%)
Kaplan-Meier Estimate of Overall Survival (Months)
25-percentile (95% Cl) NE (NE, NE) NE (NE, NE) 5.68 (5.68, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (5.68, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (5.68, NE) NE (NE, NE)
Min, Max 0.72, 5.78 3.98, 6.24 1.08, 6.54 2.92, 6.54
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no)
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with

+ 30 days, or the 1st OL dose -1 day.
and baseline platelet count
covariates of treatment, baseline TD

(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.
P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),
baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-svb.pdf 24AUG2023:11:05

Not estimable.
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Table 2.5509: Overall Survival Analysis by Baseline TSS
Double-blind Treatment Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

>=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Subjects with Event
Death, n(%) 0 0 5 ( 12.2%) 1 ( 2.6%)

Censor
Subjects Censored, n(%)

Kaplan-Meier Estimate of Overall Survival (Months)
25-percentile (95% CI)
Median (95% CI)
75-percentile (95% CI)
Min, Max

Stratified Log-Rank Test p-value
Adjusted Hazard Ratio (95% CI)
Unstratified Log-Rank Test p-value
Unadjusted Hazard Ratio (95% CI)
P-value for interaction test

44 (100.0%)

NE (NE, NE)

NE (NE, NE)

NE (NE, NE)
1.12, 6.54

NA
NA
NA
NA

55 (100.0%)

NE (NE, NE)

NE (NE, NE)

NE (NE, NE)
3.19, 6.01

36 ( 87.8%)

5.68 (5.39, NE)

NE (5.68, NE)

NE (5.68, NE)
0.72, 5.78

NA
NA
NA
NA

37 ( 97.4%)

NE (NE, NE)

NE (NE, NE)

NE (NE, NE)
2.92, 6.54

NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Death in the DB phase is death occurring on or after the 1st DB dose up to the earliest of the last DB dose
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no)
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with

+ 30 days, or the 1st OL dose -1 day.
and baseline platelet count
covariates of treatment, baseline TD

(yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.
P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),
baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE

Data Extracted: CRF data: 01JUL2019

Source: t-os-sub.sas V.03.05 Output file: t-os-tss.pdf 24AUG2023:11:04

Not estimable.
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GSK Oncology
Study GS-US-352-0101
Table 2.5602: Analysis of Time to Leukemic Transformation by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Subjects with Event
Leukemic Transformation, n(%) 1 (C 4.2%) 0 0 0
Censor
Subjects Censored, n(%) 23 ( 95.8%) 36 (100.0%) 62 (100.0%) 58 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (5.26, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.18, 5.75 3.22, 6.05 0.72, 6.54 2.92, 6.54
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-age.pdf 24AUG2023:11:04 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.5604: Analysis of Time to Leukemic Transformation by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Subjects with Event
Leukemic Transformation, n(%) 1 (C 1.9%) 0 0 0
Censor
Subjects Censored, n(%) 52 ( 98.1%) 51 (100.0%) 33 (100.0%) 43 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.08, 6.54 2.92, 6.54 0.72, 5.78 4.67, 5.88
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-geo.pdf 24AUG2023:11:04 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.5607: Analysis of Time to Leukemic Transformation by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Subjects with Event
Leukemic Transformation, n(%) 0 0 1 C 1.7%) 0
Censor
Subjects Censored, n(%) 28 (100.0%) 21 (100.0%) 57 ( 98.3%) 73 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.15, 6.54 2.92, 5.65 0.72, 5.78 3.45, 6.54
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-hgb.pdf 24AUG2023:11:04 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.5606: Analysis of Time to Leukemic Transformation by Baseline IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Subjects with Event
Leukemic Transformation, n(%) 0 0 1 C 1.7%) 0

Censor
Subjects Censored, n(%)

Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI)
Median (95% CI)
75-percentile (95% CI)
Min, Max

Stratified Log-Rank Test p-value
Adjusted Hazard Ratio (95% CI)
Unstratified Log-Rank Test p-value
Unadjusted Hazard Ratio (95% CI)
P-value for interaction test

28 (100.0%)

NE (NE, NE)

NE (NE, NE)

NE (NE, NE)
1.28, 5.65

NA
NA
NA
NA

24 (100.0%)

NE (NE, NE)

NE (NE, NE)

NE (NE, NE)
3.22, 6.54

57 ( 98.3%)

NE (NE, NE)

NE (NE, NE)

NE (NE, NE)
0.72, 6.54

NA
NA
NA
NA

70 (100.0%)

NE (NE, NE)

NE (NE, NE)

NE (NE, NE)
2.92, 6.28

NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.
P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),
baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-ipss2.pdf 24AUG2023:11:04
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GSK Oncology
Study GS-US-352-0101
Table 2.5605: Analysis of Time to Leukemic Transformation by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Subjects with Event
Leukemic Transformation, n(%) 0 0 0 0
Censor
Subjects Censored, n(%) 2 (100.0%) 4 (100.0%) 26 (100.0%) 20 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 5.52, 5.55 5.45, 6.54 1.28, 5.65 3.22, 5.78
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-ipss3.pdf 24AUG2023:11:04 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.5605: Analysis of Time to Leukemic Transformation by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Subjects with Event
Leukemic Transformation, n(%) 1 C 1.7%) 0
Censor
Subjects Censored, n(%) 57 ( 98.3%) 70 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE)
Min, Max 0.72, 6.54 2.92, 6.28
Stratified Log-Rank Test p-value NA
Adjusted Hazard Ratio (95% CI) NA
Unstratified Log-Rank Test p-value NA
Unadjusted Hazard Ratio (95% CI) NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-ipss3.pdf 24AUG2023:11:04 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.5608: Analysis of Time to Leukemic Transformation by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-ET Myelofibrosis Post-PV Myelofibrosis
MMB RUX MMB RUX
(N=16) (N=28) (N=11) (N=12)
Subjects with Event
Leukemic Transformation, n(%) 1 ( 6.3%) 0 0 0
Censor
Subjects Censored, n(%) 15 ( 93.8%) 28 (100.0%) 11 (100.0%) 12 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (5.26, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.08, 6.54 2.92, 6.28 1.15, 5.65 4.73, 5.75
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-mf.pdf 24AUG2023:11:04 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.5608: Analysis of Time to Leukemic Transformation by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

MMB RUX
(Continued) (N=59) (N=54) p-value
Subjects with Event
Leukemic Transformation, n(%) 0 0
Censor
Subjects Censored, n(%) 59 (100.0%) 54 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE)
Min, Max 0.72, 5.78 3.45, 6.54
Stratified Log-Rank Test p-value NA
Adjusted Hazard Ratio (95% CI) NA
Unstratified Log-Rank Test p-value NA
Unadjusted Hazard Ratio (95% CI) NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-mf.pdf 24AUG2023:11:04 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.5603: Analysis of Time to Leukemic Transformation by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Subjects with Event
Leukemic Transformation, n(%) 1 (C 2.0%) 0 0 0
Censor
Subjects Censored, n(%) 49 ( 98.0%) 56 (100.0%) 36 (100.0%) 38 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.51, 5.72 2.92, 6.54 0.72, 6.54 3.98, 6.28
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-sex.pdf 24AUG2023:11:04 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.5610: Analysis of Time to Leukemic Transformation by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

< Median 1837.09 cm"3 >= Median 1837.09 cm"3

MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Subjects with Event
Leukemic Transformation, n(%) 0 0 1 (C 2.6%) 0
Censor
Subjects Censored, n(%) 47 (100.0%) 43 (100.0%) 38 ( 97.4%) 51 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 0.72, 5.78 3.98, 6.28 1.15, 6.54 2.92, 6.54
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.
P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),
baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-svb.pdf 24AUG2023:11:04
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GSK Oncology
Study GS-US-352-0101
Table 2.5609: Analysis of Time to Leukemic Transformation by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Subjects with Event
Leukemic Transformation, n(%) 0 0 1 (C 2.4%) 0
Censor
Subjects Censored, n(%) 44 (100.0%) 55 (100.0%) 40 ( 97.6%) 38 (100.0%)
Kaplan-Meier Estimate of Time to Leukemic
Transformation (Months)
25-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Median (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.15, 6.54 3.22, 6.11 0.72, 5.78 2.92, 6.54
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no)

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-lt-sub.sas V.03.05 Output file: t-tte-lt-tss.pdf 24AUG2023:11:04 Page 1 of 1



GSK Oncology
Study GS-US-352-0101

Table 2.0102: Analysis of Splenic Response Rate at Week 24 by Age
Double-blind Phase
ITT-Anemic Analysis Set

31

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Splenic Response Rate at Week 24
Responder, n(%) 6 ( 25.0%) 13 ( 36.1%) 21 ( 33.9%) 18 ( 31.0%)

95% Exact CI 0.0977, 0.4671 0.2082, 0.5378 0.2233, 0.4701 0.1954, 0.4454
Noninferior Proportion Difference - Stratified CMH -0.01 (-0.24, 0.23) 0.13 (-0.01, 0.28)

Method (95% CI)

p-value 0.96 0.070
Noninferior Proportion Difference - Unstratified CMH 0.03 (-0.17, 0.24) 0.15 (0.01, 0.29)

Method (95% CI)

p-value 0.75 0.032
Superior Proportion Difference - Stratified CMH -0.16 (-0.43, 0.11) 0.01 (-0.17, 0.19)

Method (95% CI)

p-value 0.25 0.92
Superior Proportion Difference - Unstratified CMH -0.11 (-0.35, 0.13) 0.03 (-0.14, 0.20)

Method (95% CI)

p-value 0.36 0.74
Superior Proportion Difference - Unstratified Exact -0.11 (-0.36, 0.15) 0.03 (-0.15, 0.20)

Method (95% CI)

p-value 0.41 0.85
Unadjusted Inverse Relative Risk (95% CI) 1.44 (0.64, 3.27) 0.92 (0.55, 1.54)

p-value [1] 0.38 0.74
Unadjusted interaction test for Treatment*Age Group 0.34

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-age.pdf 29AUG2023: 9:01
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GSK Oncology
Study GS-US-352-0101
Table 2.0102: Analysis of Splenic Response Rate at Week 24 by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Unadjusted Inverse Odds Ratio (95% CI) 1.70 (0.54, 5.34) 0.88 (0.41, 1.89)
p-value [1] 0.37 0.74
Unadjusted Absolute Risk Difference (95% CI) -0.11 (-0.34, 0.12) 0.03 (-0.14, 0.20)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group 0.40
[31
Non-Responder, n(%) 18 ( 75.0%) 23 ( 63.9%) 41 ( 66.1%) 40 ( 69.0%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 4 ( 16.7%) 3 ( 8.3%) 12 ( 19.4%) 5 ( 8.6%)
>0% Spleen Volume increase at Week 24 5 ( 20.8%) 4 ( 11.1%) 5 (C 8.1%) 4 ( 6.9%)
<35% Spleen Volume reduction at Week 24 14 ( 58.3%) 20 ( 55.6%) 29 ( 46.8%) 35 ( 60.3%)
Last participation date < Day 141 in DB phase 2 ( 8.3%) 2 ( 5.6%) 10 ( 16.1%) 2 ( 3.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-age.pdf 29AUG2023: 9:01 Page 2 of 2



Table 2.0107: Analysis of Splenic Response Rate at Week 24 by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

HGB <8g/dL HGB >=8g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Splenic Response Rate at Week 24
Responder, n(%) 6 ( 21.4%) 7 ( 33.3%) 21 ( 36-2%) 24 ( 32.9%)

95% Exact CI 0.0830, 0.4095 0.1459, 0.5697 0.2399, 0.4988 0.2233, 0.4487
Noninferior Proportion Difference - Stratified CMH 0.02 (-0.17, 0.21) 0.18 (0.03, 0.32)

Method (95% CI)

p-value 0.83 0.018
Noninferior Proportion Difference - Unstratified CMH 0.01 (-0.19, 0.21) 0.16 (0.02, 0.-31)

Method (95% CI)

p-value 0.89 0.022
Superior Proportion Difference - Stratified CMH -0.11 (-0.35, 0.13) 0.05 (-0.12, 0.22)

Method (95% CI)

p-value 0.36 0.56
Superior Proportion Difference - Unstratified CMH -0.12 (-0.38, 0.14) 0.03 (-0.13, 0.20)

Method (95% CI)

p-value 0.37 0.69
Superior Proportion Difference - Unstratified Exact -0.12 (-0.39, 0.17) 0.03 (-0.14, 0.20)

Method (95% CI)

p-value 0.51 0.71
Unadjusted Inverse Relative Risk (95% CI) 1.56 (0.61, 3.95) 0.91 (0.57, 1.46)

p-value [1] 0.35 0.69
Unadjusted interaction test for Treatment*Baseline 0.32

Hemoglobin Level Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.

CMH = Cochran-Mantel-Haenszel.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-hgb.pdf 29AUG2023: 9:01
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GSK Oncology
Study GS-US-352-0101
Table 2.0107: Analysis of Splenic Response Rate at Week 24 by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8g/dL HGB >=8g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Unadjusted Inverse Odds Ratio (95% CI) 1.83 (0.51, 6.59) 0.86 (0.42, 1.78)
p-value [1] 0.35 0.69
Unadjusted Absolute Risk Difference (95% CI) -0.12 (-0.37, 0.13) 0.03 (-0.13, 0.20)
Adjusted Inverse Relative Risk (95% CI) [2] 1.51 (0.61, 3.72) 0.86 (0.54, 1.38)
p-value [2] 0.37 0.54
Adjusted interaction test for Treatment*Baseline 0.29
Hemoglobin Level Group [3]
Non-Responder, n(%) 22 ( 78.6%) 14 ( 66.7%) 37 ( 63.8%) 49 ( 67.1%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 5 ( 17.9%) 3 ( 14.3%) 11 ( 19.0%) 5 ( 6.8%)
>0% Spleen Volume increase at Week 24 4 ( 14.3%) 3 ( 14.3%) 6 ( 10.3%) 5 ( 6.8%)
<35% Spleen Volume reduction at Week 24 17 ( 60.7%) 11 ( 52.4%) 26 ( 44.8%) 44 ( 60.3%)
Last participation date < Day 141 in DB phase 5 ( 17.9%) 2 ( 9.5%) 7 ( 12.1%) 2 ( 2.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-hgb.pdf 29AUG2023: 9:01 Page 2 of 2



Table 2.0106: Analysis of Splenic Response Rate at Week 24 by Baseline IPSS Two-Level Risk

Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

2-Level Risk [3]

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Splenic Response Rate at Week 24
Responder, n(%) 8 ( 28.6%) 9 ( 37.5%) 19 ( 32.8%) 22 ( 31.4%)

95% Exact CI 0.1322, 0.4867 0.1880, 0.5941 0.2101, 0.4634 0.2085, 0.4363
Noninferior Proportion Difference - Stratified CMH 0.09 (-0.15, 0.33) 0.14 (0.00, 0.28)

Method (95% CI)

p-value 0.48 0.050
Noninferior Proportion Difference - Unstratified CMH 0.06 (-0.15, 0.27) 0.14 (0.00, 0.28)

Method (95% CI)

p-value 0.57 0.050
Superior Proportion Difference - Stratified CMH -0.07 (-0.37, 0.23) 0.02 (-0.15, 0.19)

Method (95% CI)

p-value 0.65 0.82
Superior Proportion Difference - Unstratified CMH -0.09 (-0.35, 0.17) 0.01 (-0.15, 0.18)

Method (95% CI)

p-value 0.50 0.87
Superior Proportion Difference - Unstratified Exact -0.09 (-0.35, 0.18) 0.01 (-0.16, 0.19)

Method (95% CI)

p-value 0.56 1.00
Unadjusted Inverse Relative Risk (95% CI) 1.31 (0.60, 2.87) 0.96 (0.58, 1.59)

p-value [1] 0.49 0.87
Unadjusted interaction test for Treatment*IPSS 0.51

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-ip2.pdf 29AUG2023: 9:01
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GSK Oncology

Study GS-US-352-0101

Table 2.0106: Analysis of Splenic Response Rate at Week 24 by Baseline IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Unadjusted Inverse Odds Ratio (95% CI) 1.50 (0.47, 4.80) 0.94 (0.45, 1.98)
p-value [1] 0.49 0.87
Unadjusted Absolute Risk Difference (95% CI) -0.09 (-0.35, 0.17) 0.01 (-0.15, 0.18)
Adjusted Inverse Relative Risk (95% CI) [2] 1.24 (0.54, 2.84) NE
p-value [2] 0.62 NE
Adjusted interaction test for Treatment*IPSS 2-Level 0.61
Risk [3]
Non-Responder, n(%) 20 ( 71.4%) 15 ( 62.5%) 39 ( 67.2%) 48 ( 68.6%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 5 ( 17.9%) 2 ( 8.3%) 11 ( 19.0%) 6 ( 8.6%)
>0% Spleen Volume increase at Week 24 4 ( 14.3%) 3 ( 12.5%) 6 ( 10.3%) 5 (C 7.1%)
<35% Spleen Volume reduction at Week 24 15 ( 53.6%) 13 ( 54.2%) 28 ( 48.3%) 42 ( 60.0%)
Last participation date < Day 141 in DB phase 3 ( 10.7%) 2 ( 8.3%) 9 ( 15.5%) 2 ( 2.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-ip2.pdf 29AUG2023: 9:01
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GSK Oncology
Study GS-US-352-0101
Table 2.0105: Analysis of Splenic Response Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Splenic Response Rate at Week 24
Responder, n(%) 2 (100.0%) 2 ( 50.0%) 6 ( 23.1%) 7 ( 35.0%)
95% Exact CI 0.1581, 1.0000 0.0676, 0.9324 0.0897, 0.4365 0.1539, 0.5922
Noninferior Proportion Difference - Stratified CMH 0.70 (-0.24, 1.64) 0.04 (-0.19, 0.27)
Method (95% CI)
p-value 0.14 0.73
Noninferior Proportion Difference - Unstratified CMH 0.70 (-0.11, 1.51) 0.02 (-0.19, 0.23)
Method (95% CI)
p-value 0.089 0.85
Superior Proportion Difference - Stratified CMH 0.50 (-0.72, 1.72) -0.11 (-0.40, 0.18)
Method (95% CI)
p-value 0.42 0.47
Superior Proportion Difference - Unstratified CMH 0.50 (-0.42, 1.42) -0.12 (-0.39, 0.15)
Method (95% CI)
p-value 0.29 0.39
Superior Proportion Difference - Unstratified Exact 0.50 (-0.45, 0.99) -0.12 (-0.40, 0.17)
Method (95% CI)
p-value 0.47 0.51
Unadjusted Inverse Relative Risk (95% CI) NA NA
p-value [1] NA NA

Unadjusted interaction test for Treatment*IPSS
3-Level Risk [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-ip3.pdf 29AUG2023: 9:02 Page 1 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.0105: Analysis of Splenic Response Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Splenic Response Rate at Week 24
Responder, n(%) 19 ( 32.8%) 22 ( 31.4%)
95% Exact CI 0.2101, 0.4634 0.2085, 0.4363

Noninferior Proportion Difference - Stratified CMH 0.14 (0.00, 0.28)
Method (95% CI)

p-value 0.050
Noninferior Proportion Difference - Unstratified CMH 0.14 (0.00, 0.28)
Method (95% CI)

p-value 0.050

Superior Proportion Difference - Stratified CMH 0.02 (-0.15, 0.19)
Method (95% CI)
p-value 0.82

Superior Proportion Difference - Unstratified CMH 0.01 (-0.15, 0.18)
Method (95% CI)
p-value 0.87

Superior Proportion Difference - Unstratified Exact 0.01 (-0.16, 0.19)
Method (95% CI)

p-value 1.00
Unadjusted Inverse Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*IPSS NA

3-Level Risk [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-ip3.pdf 29AUG2023: 9:02 Page 2 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.0105: Analysis of Splenic Response Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Unadjusted Inverse Odds Ratio (95% CI) NA NA
p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level
Risk [3]
Non-Responder, n(%) 0 2 ( 50.0%) 20 ( 76.9%) 13 ( 65.0%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 0 0 5 ( 19.2%) 2 ( 10.0%)
>0% Spleen Volume increase at Week 24 0 2 ( 50.0%) 4 ( 15.4%) 1 ( 5.0%)
<35% Spleen Volume reduction at Week 24 0 2 ( 50.0%) 15 ( 57.7%) 11 ( 55.0%)
Last participation date < Day 141 in DB phase 0 0 3 ( 11.5%) 2 ( 10.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-ip3.pdf 29AUG2023: 9:02 Page 3 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.0105: Analysis of Splenic Response Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Unadjusted Inverse Odds Ratio (95% Cl) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% CI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level NA
Risk [3]
Non-Responder, n(%) 39 ( 67.2%) 48 ( 68.6%)
Baseline Spleen Volume not available 0 0
Spleen Volume at Week 24 not available 11 ( 19.0%) 6 ( 8.6%)
>0% Spleen Volume increase at Week 24 6 ( 10.3%) 5 (C 7.1%)
<35% Spleen Volume reduction at Week 24 28 ( 48.3%) 42 ( 60.0%)
Last participation date < Day 141 in DB phase 9 ( 15.5%) 2 ( 2.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-ip3.pdf 29AUG2023: 9:02 Page 4 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.0108: Analysis of Splenic Response Rate at Week 24 by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Splenic Response Rate at Week 24
Responder, n(%) 21 ( 35.6%) 17 ( 31.5%) 2 ( 12.5%) 9 ( 32.1%)
95% Exact CI 0.2355, 0.4913 0.1952, 0.4555 0.0155, 0.3835 0.1588, 0.5235
Noninferior Proportion Difference - Stratified CMH Method 0.16 (0.02, 0.30) -0.04 (-0.29, 0.22)
(95% CI)
p-value 0.027 0.78
Noninferior Proportion Difference - Unstratified CMH Method 0.17 (0.02, 0.31) -0.07 (-0.28, 0.14)
(95% CI)
p-value 0.023 0.52
Superior Proportion Difference - Stratified CMH Method (95% 0.03 (-0.15, 0.20) -0.16 (-0.46, 0.13)
cn)
p-value 0.76 0.28
Superior Proportion Difference - Unstratified CMH Method 0.04 (-0.13, 0.22) -0.20 (-0.45, 0.06)
(95% CI)
p-value 0.65 0.13
Superior Proportion Difference - Unstratified Exact Method 0.04 (-0.14, 0.22) -0.20 (-0.48, 0.12)
(95% CI)
p-value 0.69 0.28
Unadjusted Inverse Relative Risk (95% CI) 0.88 (0.52, 1.49) 2.57 (0.63, 10.47)
p-value [1] 0.64 0.19

Unadjusted interaction test for Treatment*Myelofibrosis
Disease Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-mf.pdf 29AUG2023: 9:01 Page 1 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.0108: Analysis of Splenic Response Rate at Week 24 by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
Splenic Response Rate at Week 24
Responder, n(%) 4 ( 36.4%) 5 ( 41.7%)
95% Exact CI 0.1093, 0.6921 0.1517, 0.7233
Noninferior Proportion Difference - Stratified CMH Method 0.01 (-0.30, 0.31)
(95% CI)
p-value 0.97
Noninferior Proportion Difference - Unstratified CMH Method 0.11 (-0.23, 0.46)
(95% CI)
p-value 0.52
Superior Proportion Difference - Stratified CMH Method (95% -0.23 (-0.67, 0.21)
cn)
p-value 0.31
Superior Proportion Difference - Unstratified CMH Method -0.05 (-0.47, 0.37)
(95% CI)
p-value 0.80
Superior Proportion Difference - Unstratified Exact Method -0.05 (-0.46, 0.35)
(95% CI)
p-value 1.00
Unadjusted Inverse Relative Risk (95% CI) 1.15 (0.41, 3.21)
p-value [1] 0.80
Unadjusted interaction test for Treatment*Myelofibrosis 0.27

Disease Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-mf.pdf 29AUG2023: 9:01 Page 2 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.0108: Analysis of Splenic Response Rate at Week 24 by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Unadjusted Inverse Odds Ratio (95% CI) 0.83 (0-38, 1.82) 3.32 (0.62, 17.80)
p-value [1] 0.64 0.16
Unadjusted Absolute Risk Difference (95% CI) 0.04 (-0.13, 0.22) -0.20 (-0.43, 0.04)
Adjusted Inverse Relative Risk (95% CI) [2] 0.92 (0.55, 1.55) NE
p-value [2] 0.76 NE
Adjusted interaction test for Treatment*Myelofibrosis
Disease Type [3]
Non-Responder, n(%) 38 ( 64.4%) 37 ( 68.5%) 14 ( 87.5%) 19 ( 67-9%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 9 ( 15.3%) 5 (C 9.3%) 4 ( 25.0%) 2 ( 7.1%)
>0% Spleen Volume increase at Week 24 7 ( 11.9%) 4 ( 7.4%) 1 ( 6.3%) 3 ( 10.7%)
<35% Spleen Volume reduction at Week 24 29 ( 49.2%) 32 ( 59.3%) 10 ( 62.5%) 17 ( 60.7%)
Last participation date < Day 141 in DB phase 7 ( 11.9%) 2 ( 3.7) 2 ( 12.5%) 2 ( 7-1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-mf.pdf 29AUG2023: 9:01 Page 3 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.0108: Analysis of Splenic Response Rate at Week 24 by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
Unadjusted Inverse Odds Ratio (95% Cl) 1.25 (0.23, 6.71)
p-value [1] 0.79
Unadjusted Absolute Risk Difference (95% CI) -0.05 (-0.45, 0.35)
Adjusted Inverse Relative Risk (95% CI) [2] NE
p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis 0.36
Disease Type [3]
Non-Responder, n(%) 7 ( 63.6%) 7 ( 58.3%)
Baseline Spleen Volume not available 0 0
Spleen Volume at Week 24 not available 3 ( 27.3%) 1 ( 8.3%)
>0% Spleen Volume increase at Week 24 2 ( 18.2%) 1 ( 8.3%)
<35% Spleen Volume reduction at Week 24 4 ( 36.4%) 6 ( 50.0%)
Last participation date < Day 141 in DB phase 3 ( 27.3%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-mf.pdf 29AUG2023: 9:01 Page 4 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.0104: Analysis of Splenic Response Rate at Week 24 by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Splenic Response Rate at Week 24
Responder, n(%) 17 ( 32.1%) 16 ( 31.4%) 10 ( 30.3%) 15 ( 34.9%)

95% Exact CI 0.1992, 0.4632 0.1911, 0.4589 0.1559, 0.4871 0.2101, 0.5093
Noninferior Proportion Difference - Stratified CMH 0.16 (0.01, 0.32) 0.08 (-0.10, 0.27)

Method (95% CI)

p-value 0.041 0.38
Noninferior Proportion Difference - Unstratified CMH 0.13 (-0.02, 0.28) 0.09 (-0.09, 0.28)

Method (95% CI)

p-value 0.081 0.31
Superior Proportion Difference - Stratified CMH 0.05 (-0.13, 0.24) -0.06 (-0.28, 0.16)

Method (95% CI)

p-value 0.58 0.60
Superior Proportion Difference - Unstratified CMH 0.01 (-0.17, 0.19) -0.05 (-0.26, 0.17)

Method (95% CI)

p-value 0.94 0.68
Superior Proportion Difference - Unstratified Exact 0.01 (-0.18, 0.20) -0.05 (-0.27, 0.18)

Method (95% CI)

p-value 1.00 0.81
Unadjusted Inverse Relative Risk (95% CI) 0.98 (0.56, 1.72) 1.15 (0.60, 2.23)

p-value [1] 0.94 0.68
Unadjusted interaction test for Treatment*Region [3] 0.71
Unadjusted Inverse Odds Ratio (95% CI) 0.97 (0.42, 2.21) 1.23 (0.47, 3.26)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-reg.pdf 29AUG2023: 9:01 Page 1 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.0104: Analysis of Splenic Response Rate at Week 24 by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
p-value [1] 0.94 0.67
Unadjusted Absolute Risk Difference (95% CI) 0.01 (-0.17, 0.19) -0.05 (-0.26, 0.17)
Adjusted Inverse Relative Risk (95% CI) [2] 0.84 (0.48, 1.48) NE
p-value [2] 0.55 NE
Adjusted interaction test for Treatment*Region [3] 0.49
Non-Responder, n(%) 36 ( 67.9%) 35 ( 68.6%) 23 ( 69.7%) 28 ( 65.1%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 9 ( 17.0%) 4 ( 7.8%) 7 ( 21.2%) 4 ( 9.3%)
>0% Spleen Volume increase at Week 24 5 ( 9.4%) 6 ( 11.8%) 5 ( 15.2%) 2 ( 4.7%)
<35% Spleen Volume reduction at Week 24 27 ( 50.9%) 31 ( 60.8%) 16 ( 48.5%) 24 ( 55.8%)
Last participation date < Day 141 in DB phase 8 ( 15.1%) 4 ( 7.8%) 4 ( 12.1%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-reg.pdf 29AUG2023: 9:01 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.0103: Analysis of Splenic Response Rate at Week 24 by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Splenic Response Rate at Week 24
Responder, n(%) 14 ( 28.0%) 14 ( 25.0%) 13 ( 36.1%) 17 ( 44.7%)

95% Exact CI 0.1623, 0.4249 0.1439, 0.3837 0.2082, 0.5378 0.2862, 0.6170
Noninferior Proportion Difference - Stratified CMH 0.15 (0.00, 0.30) 0.09 (-0.10, 0.28)

Method (95% CI)

p-value 0.054 0.36
Noninferior Proportion Difference - Unstratified CMH 0.13 (-0.01, 0.27) 0.09 (-0.09, 0.28)

Method (95% CI)

p-value 0.077 0.33
Superior Proportion Difference - Stratified CMH 0.06 (-0.12, 0.24) -0.09 (-0.32, 0.15)

Method (95% CI)

p-value 0.54 0.47
Superior Proportion Difference - Unstratified CMH 0.03 (-0.14, 0.20) -0.09 (-0.31, 0.14)

Method (95% CI)

p-value 0.73 0.45
Superior Proportion Difference - Unstratified Exact 0.03 (-0.16, 0.22) -0.09 (-0.31, 0.14)

Method (95% CI)

p-value 0.83 0.49
Unadjusted Inverse Relative Risk (95% CI) 0.89 (0.47, 1.69) 1.24 (0.71, 2.17)

p-value [1] 0.73 0.45
Unadjusted interaction test for Treatment*Gender [3] 0.45
Unadjusted Inverse Odds Ratio (95% CI) 0.86 (0-36, 2.03) 1.43 (0.56, 3.64)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-sex.pdf 29AUG2023: 9:01 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.0103: Analysis of Splenic Response Rate at Week 24 by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
p-value [1] 0.73 0.45
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.14, 0.20) -0.09 (-0.31, 0.14)
Adjusted Inverse Relative Risk (95% CI) [2] 0.81 (0.42, 1.56) NE
p-value [2] 0.53 NE
Adjusted interaction test for Treatment*Gender [3] 0.34
Non-Responder, n(%) 36 ( 72.0%) 42 ( 75.0%) 23 ( 63.9%) 21 ( 55.3%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 7 ( 14.0%) 6 ( 10.7%) 9 ( 25.0%) 2 ( 5.3%)
>0% Spleen Volume increase at Week 24 6 ( 12.0%) 6 ( 10.7%) 4 ( 11.1%) 2 ( 5.3%)
<35% Spleen Volume reduction at Week 24 29 ( 58.0%) 36 ( 64.3%) 14 ( 38.9%) 19 ( 50.0%)
Last participation date < Day 141 in DB phase 4 ( 8.0%) 4 ( 7.1%) 8 ( 22.2%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-sex.pdf 29AUG2023: 9:01 Page 2 of 2



Table 2.0110:

Analysis of Splenic Response Rate at Week 24 by
Double-blind Phase
ITT-Anemic Analysis Set

Baseline Spleen Volume

GSK Oncology
Study GS-US-352-0101

<Median 1837.09 cm"3

>=Median 1837.09 cm"3

MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Splenic Response Rate at Week 24
Responder, n(%) 20 ( 42.6%) 17 ( 39.5%) 7 ( 17.9%) 14 ( 27.5%)

95% Exact CI 0.2826, 0.5782 0.2498, 0.5559 0.0754, 0.3353 0.1589, 0.4174
Noninferior Proportion Difference - Stratified CMH 0.17 (0.00, 0.35) 0.01 (-0.16, 0.19)

Method (95% CI)

p-value 0.051 0.89
Noninferior Proportion Difference - Unstratified CMH 0.19 (0.02, 0.36) 0.01 (-0.13, 0.16)

Method (95% CI)

p-value 0.028 0.84
Superior Proportion Difference - Stratified CMH 0.02 (-0.19, 0.24) -0.10 (-0.32, 0.11)

Method (95% CI)

p-value 0.83 0.33
Superior Proportion Difference - Unstratified CMH 0.03 (-0.18, 0.24) -0.10 (-0.27, 0.08)

Method (95% CI)

p-value 0.77 0.29
Superior Proportion Difference - Unstratified Exact 0.03 (-0.17, 0.24) -0.10 (-0.30, 0.11)

Method (95% CI)

p-value 0.83 0.33
Unadjusted Inverse Relative Risk (95% CI) 0.93 (0.57, 1.53) 1.53 (0.68, 3.42)

p-value [1] 0.77 0.30
Unadjusted interaction test for Treatment*Baseline 0.29

Spleen Volume Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE =
is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

95% Exact ClI
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 1

00-200, >200 1079/L) as covariates.

Not Estimable.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-spv.pdf 29AUG2023: 9:02
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GSK Oncology
Study GS-US-352-0101
Table 2.0110: Analysis of Splenic Response Rate at Week 24 by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Unadjusted Inverse Odds Ratio (95% CI) 0.88 (0.38, 2.05) 1.73 (0.62, 4.81)
p-value [1] 0.77 0.29
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.17, 0.23) -0.10 (-0.27, 0.08)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.59 (0.66, 3.85)
p-value [2] NE 0.31
Adjusted interaction test for Treatment*Baseline 0.28
Spleen Volume Group [3]
Non-Responder, n(%) 27 ( 57.4%) 26 ( 60.5%) 32 ( 82.1%) 37 ( 72.5%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 7 ( 14.9%) 4 ( 9.3%) 9 ( 23.1%) 4 ( 7.8%)
>0% Spleen Volume increase at Week 24 5 ( 10.6%) 1 ( 2.3%) 5 ( 12.8%) 7 ( 13.7%)
<35% Spleen Volume reduction at Week 24 20 ( 42.6%) 22 ( 51.2%) 23 ( 59.0%) 33 ( 64.7%)
Last participation date < Day 141 in DB phase 7 ( 14.9%) 1 (C 2.3%) 5 ( 12.8%) 3 ( 5.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-spv.pdf 29AUG2023: 9:02 Page 2 of 2



Table 2.0109: Analysis of Splenic Response Rate at Week 24 by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology

Study GS-US-352-0101

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Splenic Response Rate at Week 24
Responder, n(%) 17 ( 38.6%) 16 ( 29.1%) 9 ( 22.0%) 15 ( 39.5%)

95% Exact CI 0.2436, 0.5450 0.1763, 0.4290 0.1056, 0.3761 0.2404, 0.5661
Noninferior Proportion Difference - Stratified CMH 0.24 (0.07, 0.41) -0.02 (-0.19, 0.15)

Method (95% CI)

p-value 0.005 0.83
Noninferior Proportion Difference - Unstratified CMH 0.21 (0.05, 0.37) -0.02 (-0.18, 0.14)

Method (95% CI)

p-value 0.011 0.83
Superior Proportion Difference - Stratified CMH 0.13 (-0.07, 0.32) -0.18 (-0.39, 0.03)

Method (95% CI)

p-value 0.20 0.10
Superior Proportion Difference - Unstratified CMH 0.10 (-0.09, 0.29) -0.18 (-0.38, 0.03)

Method (95% CI)

p-value 0.32 0.093
Superior Proportion Difference - Unstratified Exact 0.10 (-0.10, 0.29) -0.18 (-0.39, 0.05)

Method (95% CI)

p-value 0.39 0.14
Unadjusted Inverse Relative Risk (95% CI) 0.75 (0.43, 1.31) 1.80 (0.89, 3.62)

p-value [1] 0.32 0.100
Unadjusted interaction test for Treatment*Baseline 0.053

TSS Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

95% Exact ClI
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-tss.pdf 29AUG2023: 9:01
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Table 2.0109: Analysis of Splenic Response Rate at Week 24 by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Unadjusted Inverse Odds Ratio (95% CI) 0.65 (0.28, 1.51) 2.32 (0.87, 6.21)
p-value [1] 0.32 0.094
Unadjusted Absolute Risk Difference (95% CI) 0.10 (-0.09, 0.28) -0.18 (-0.38, 0.03)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.81 (0.90, 3.62)
p-value [2] NE 0.095
Adjusted interaction test for Treatment*Baseline TSS 0.041
Group [3]
Non-Responder, n(%) 27 ( 61.4%) 39 ( 70.9%) 32 ( 78.0%) 23 ( 60.5%)
Baseline Spleen Volume not available 0 0 0 0
Spleen Volume at Week 24 not available 4 (C 9.1%) 5 (C 9.1%) 12 ( 29.3%) 3 (C 7.9%)
>0% Spleen Volume increase at Week 24 4 (C 9.1%) 5 (C 9.1%) 6 ( 14.6%) 3 (C 7.9%)
<35% Spleen Volume reduction at Week 24 23 ( 52.3%) 34 ( 61.8%) 20 ( 48.8%) 20 ( 52.6%)
Last participation date < Day 141 in DB phase 3 ( 6.8%) 2 ( 3.6%) 9 ( 22.0%) 2 ( 5.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
95% Exact CI is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-srr24-db-gba.sas V.03.05 Output file: t-sg-srr24-db-gba-tss.pdf 29AUG2023: 9:01
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GSK Oncology
Study GS-US-352-0101
Table 2.6202: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
MPN-SAF at Week 24

Responder, n(%) 4 ( 16.7%) 7 ( 19.4%) 14 ( 22.6%) 12 ( 20.7%)
Unadjusted Inverse Relative Risk (95% CI) 1.17 (0.38, 3.56) 0.92 (0.46, 1.81)

p-value [1] 0.79 0.80
Unadjusted interaction test for Treatment*Age Group [3] 0.71
Unadjusted Inverse Odds Ratio (95% CI) 1.21 (0.31, 4.67) 0.89 (0.37, 2.14)

p-value [1] 0.79 0.80
Unadjusted Absolute Risk Difference (95% CI) -0.03 (-0.23, 0.17) 0.02 (-0.13, 0.17)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.05 (0.54, 2.05)

p-value [2] NE 0.88
Adjusted interaction test for Treatment*Age Group [3] 0.73
Non-Responder, n(%) 20 ( 83.3%) 29 ( 80.6%) 48 ( 77.4%) 46 ( 79.3%)

Non-missing 12 ( 50.0%) 18 ( 50.0%) 29 ( 46.8%) 31 ( 53.4%)

Missing 8 ( 33.3%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10~9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-age.pdf 29AUG2023: 9:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.6204: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
MPN-SAF at Week 24
Responder, n(%) 11 ( 20.8%) 9 ( 17.6%) 7 ( 21.2%) 10 ( 23.3%)
Unadjusted Inverse Relative Risk (95% CI) 0.85 (0.38, 1.88) 1.10 (0.47, 2.57)
p-value [1] 0.69 0.83
Unadjusted interaction test for Treatment*Region [3] 0.67
Unadjusted Inverse Odds Ratio (95% CI) 0.82 (0.31, 2.18) 1.13 (0.38, 3.36)
p-value [1] 0.69 0.83
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.12, 0.18) -0.02 (-0.21, 0.17)
Adjusted Inverse Relative Risk (95% CI) [2] 0.83 (0.40, 1.73) NE
p-value [2] 0.61 NE
Adjusted interaction test for Treatment*Region [3] 0.58
Non-Responder, n(%) 42 ( 79.2%) 42 ( 82.4%) 26 ( 78.8%) 33 ( 76.7%)
Non-missing 21 ( 39.6%) 24 ( 47.1%) 20 ( 60.6%) 25 ( 58.1%)
Missing 21 ( 39.6%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10~9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-geo.pdf 29AUG2023: 9:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.6207: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
MPN-SAF at Week 24
Responder, n(%) 7 ( 25.0%) 4 ( 19.0%) 11 ( 19.0%) 15 ( 20.5%)
Unadjusted Inverse Relative Risk (95% CI) 0.76 (0.26, 2.27) 1.08 (0.54, 2.18)
p-value [1] 0.62 0.82
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.59
Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.71 (0.18, 2.82) 1.11 (0.46, 2.63)
p-value [1] 0.62 0.82
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.17, 0.29) -0.02 (-0.15, 0.12)
Adjusted Inverse Relative Risk (95% CI) [2] 0.74 (0.25, 2.19) 1.20 (0.63, 2.29)
p-value [2] 0.59 0.59
Adjusted interaction test for Treatment*Baseline Hemoglobin 0.45
Level Group [3]
Non-Responder, n(%) 21 ( 75.0%) 17 ( 81.0%) 47 ( 81.0%) 58 ( 79.5%)
Non-missing 11 ( 39.3%) 12 ( 57.1%) 30 ( 51.7%) 37 ( 50.7%)
Missing 10 ( 35.7%) 5 ( 23.8%) 17 ( 29.3%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10“9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-hgb.pdf 29AUG2023: 9:42 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.6206: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
MPN-SAF at Week 24

Responder, n(%) 4 ( 14.3%) 5 ( 20.8%) 14 ( 24.1%) 14 ( 20.0%)
Unadjusted Inverse Relative Risk (95% CI) 1.46 (0.44, 4.82) 0.83 (0.43, 1.59)

p-value [1] 0.54 0.57
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.42
Unadjusted Inverse Odds Ratio (95% CI) 1.58 (0.37, 6.70) 0.79 (0.34, 1.82)

p-value [1] 0.54 0.57
Unadjusted Absolute Risk Difference (95% CI) -0.07 (-0.27, 0.14) 0.04 (-0.10, 0.19)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.87 (0.46, 1.62)

p-value [2] NE 0.65
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.48
Non-Responder, n(%) 24 ( 85.7%) 19 ( 79.2%) 44 ( 75.9%) 56 ( 80.0%)

Non-missing 14 ( 50.0%) 12 ( 50.0%) 27 ( 46.6%) 37 ( 52.9%)

Missing 10 ( 35.7%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10~9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-ip2.pdf 29AUG2023: 9:42 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
15% criterion) in Mean Symptom Score at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Table 2.6205: Analysis of Response Rate (improvement,

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N = 2) (N = 4) (N = 26) (N = 20)
MPN-SAF at Week 24
Responder, n(%) 0 1 ( 25.0%) 4 ( 15.4%) 4 ( 20.0%)
Unadjusted Inverse Relative Risk (95% CI) NA NA
p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA
NA NA

p-value [1]

Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 22 ( 84.6%) 16 ( 80.0%)
Non-missing 1 ( 50.0%) 2 ( 50.0%) 13 ( 50.0%) 10 ( 50.0%)
1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

Missing

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10“9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-ip3.pdf 29AUG2023: 9:41 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
15% criterion) in Mean Symptom Score at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Table 2.6205: Analysis of Response Rate (improvement,

High Risk
MMB RUX
(N = 58) (N = 70) p-value
MPN-SAF at Week 24
Responder, n(%) 14 ( 24.1%) 14 ( 20.0%)
Unadjusted Inverse Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Inverse Odds Ratio (95% CI) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% CI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n (%) 44 ( 75.9%) 56 ( 80.0%)
Non-missing 27 ( 46.6%) 37 ( 52.9%)
17 ( 29.3%) 19 ( 27.1%)

Missing

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10“9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-ip3.pdf 29AUG2023: 9:41 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.6208: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
MPN-SAF at Week 24
Responder, n(%) 14 ( 23.7%) 13 ( 24.1%) 1 ( 6.3%) 4 ( 14.3%)
Unadjusted Inverse Relative Risk (95% CI) 1.01 (0.53, 1.96) 2.29 (0.28, 18.73)
p-value [1] 0.97 0.44
Unadjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.02 (0.43, 2.42) 2.50 (0.25, 24.55)
p-value [1] 0.97 0.43
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.16, 0.15) -0.08 (-0.26, 0.10)
Adjusted Inverse Relative Risk (95% CI) [2] 1.18 (0.63, 2.19) NE
p-value [2] 0.61 NE
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Non-Responder, n(%) 45 ( 76.3%) 41 ( 75.9%) 15 ( 93.8%) 24 ( 85.7%)
Non-missing 28 ( 47.5%) 31 ( 57.4%) 9 ( 56.3%) 13 ( 46.4%)
Missing 17 ( 28.8%) 10 ( 18.5%) 6 ( 37.5%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10~9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-mf.pdf 29AUG2023: 9:42 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.6208: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
MPN-SAF at Week 24
Responder, n(%) 3 ( 27.3%) 2 (16.7%)
Unadjusted Inverse Relative Risk (95% CI) 0.61 (0.12, 3.00)
p-value [1] 0.54
Unadjusted interaction test for Treatment*Myelofibrosis Disease 0.56
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.53 (0.07, 4.01)
p-value [1] 0.54
Unadjusted Absolute Risk Difference (95% CI) 0.11 (-0.23, 0.44)
Adjusted Inverse Relative Risk (95% CI) [2] NE
p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis Disease 0.58
Type [3]
Non-Responder, n (%) 8 ( 72.7%) 10 ( 83.3%)
Non-missing 4 ( 36.4%) 5 ( 41.7%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10~9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-mf.pdf 29AUG2023: 9:42 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.6203: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
MPN-SAF at Week 24

Responder, n(%) 10 ( 20.0%) 8 ( 14.3%) 8 ( 22.2%) 11 ( 28.9%)
Unadjusted Inverse Relative Risk (95% CI) 0.71 (0.31, 1.67) 1.30 (0.59, 2.87)

p-value [1] 0.44 0.51
Unadjusted interaction test for Treatment*Gender [3] 0.31
Unadjusted Inverse Odds Ratio (95% CI) 0.67 (0.24, 1.85) 1.43 (0.50, 4.09)

p-value [1] 0.44 0.51
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.09, 0.20) -0.07 (-0.27, 0.13)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.25 (0.59, 2.64)

p-value [2] NE 0.57
Adjusted interaction test for Treatment*Gender [3] 0.43
Non-Responder, n(%) 40 ( 80.0%) 48 ( 85.7%) 28 ( 77.8%) 27 ( 71.1%)

Non-missing 25 ( 50.0%) 34 ( 60.7%) 16 ( 44.4%) 15 ( 39.5%)

Missing 15 ( 30.0%) 14 ( 25.0%) 12 ( 33.3%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10~9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-sex.pdf 29AUG2023: 9:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.6210: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm”3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
MPN-SAF at Week 24
Responder, n(%) 11 ( 23.4%) 11 ( 25.6%) 7 ( 17.9%) 8 ( 15.7%)
Unadjusted Inverse Relative Risk (95% CI) 1.09 (0.53, 2.26) 0.87 (0.35, 2.20)
p-value [1] 0.81 0.78
Unadjusted interaction test for Treatment*Baseline Spleen 0.71
Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.13 (0.43, 2.94) 0.85 (0.28, 2.59)
p-value [1] 0.81 0.78
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.20, 0.16) 0.02 (-0.13, 0.18)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.93 (0.35, 2.48)
p-value [2] NE 0.88
Adjusted interaction test for Treatment*Baseline Spleen Volume 0.66
Group [3]
Non-Responder, n(%) 36 ( 76.6%) 32 ( 74.4%) 32 ( 82.1%) 43 ( 84.3%)
Non-missing 24 ( 51.1%) 20 ( 46.5%) 17 ( 43.6%) 29 ( 56.9%)
Missing 12 ( 25.5%) 12 ( 27.9%) 15 ( 38.5%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10~9/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-svb.pdf 29AUG2023: 9:42 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.6209: Analysis of Response Rate (improvement, 15% criterion) in Mean Symptom Score at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
MPN-SAF at Week 24

Responder, n(%) 6 ( 13.6%) 4 ( 7.3%) 11 ( 26.8%) 14 ( 36.8%)
Unadjusted Inverse Relative Risk (95% CI) 0.53 (0.16, 1.77) 1.37 (0.71, 2.64)

p-value [1] 0.31 0.34
Unadjusted interaction test for Treatment*Baseline TSS Group [3] 0.18
Unadjusted Inverse Odds Ratio (95% CI) 0.50 (0.13, 1.88) 1.59 (0.61, 4.13)

p-value [1] 0.30 0.34
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.06, 0.19) -0.10 (-0.30, 0.10)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.46 (0.80, 2.68)

p-value [2] NE 0.22
Adjusted interaction test for Treatment*Baseline TSS Group [3] 0.18
Non-Responder, n(%) 38 ( 86.4%) 51 ( 92.7%) 30 ( 73.2%) 24 ( 63.2%)

Non-missing 29 ( 65.9%) 38 ( 69.1%) 12 ( 29.3%) 11 ( 28.9%)

Missing 9 ( 20.5%) 13 ( 23.6%) 18 ( 43.9%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment and baseline
TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3] The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-mpnsaf-gba-improv.sas V.03.05 Output file: t-sgp-mpnsaf-gba-imp-tss.pdf 29AUG2023: 9:42 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.0702: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years

MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 0 1 ( 1.6%) 1 ( 1.7%)
calculation)

TSS = 0 at baseline 0 0 2 ( 3.2%) 0

TSS > 0 at baseline 24 (100.0%) 36 (100.0%) 59 ( 95.2%) 57 ( 98.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-age.pdf 29AUG2023: 9:49 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0702: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value

Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 24 36 60 57
TSS = 0 at baseline and TSS > 0 or missing at 0 0 1 ( 1.7%) 0

Week 24
Responder, n(%) 8 ( 33.3%) 13 ( 36.1%) 13 ( 21.7%) 20 ( 35.1%)
95% Exact CI 0.1563, 0.5532 0.2082, 0.5378 0.1207, 0.3420 0.2291, 0.4887
Proportion Difference - Stratified CMH Method -0.11 (-0.40, 0.19) -0.14 (-0.32, 0.03)

(95% CI)
Proportion Difference - Unstratified CMH Method -0.03 (-0.28, 0.22) -0.13 (-0.30, 0.03)

(95% CI)
Proportion Difference - Unstratified Exact -0.03 (-0.29, 0.23) -0.13 (-0.31, 0.05)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 1.08 (0.53, 2.21) 1.62 (0.89, 2.94)
p-value [1] 0.83 0.11
Unadjusted interaction test for Treatment*Age 0.41

Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.13 (0.38, 3.35) 1.95 (0.86, 4.44)
p-value [1] 0.83 0.11
Unadjusted Absolute Risk Difference (95% CI) -0.03 (-0.27, 0.22) -0.13 (-0.30, 0.03)
Adjusted Inverse Relative Risk (95% CI) [2] 1.39 (0.63, 3.08) 1.70 (0.92, 3.13)
p-value [2] 0.41 0.091

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-age.pdf 29AUG2023: 9:49 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0702: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Adjusted interaction test for Treatment*Age 0.67
Group [3]
Non-Responder, n (%) 16 ( 66.7%) 23 ( 63.9%) 47 ( 78.3%) 37 ( 64.9%)
Last participation date < Day 162 in DB Phase ( 16.7%) 3 ( 8.3%) 12 ( 20.0%) 5 ( 8.8%)
Last participation date >= Day 162 and TSS at 1 ( 4.2%) 2 ( 5.6%) 2 ( 3.3%) ( 7.0%)
Week 24 not available
>0% increase from baseline at Week 24 ( 16.7%) 4 ( 11.1%) 13 ( 21.7%) 9 ( 15.8%)
<50% reduction from baseline at Week 24 11 ( 45.8%) 18 ( 50.0%) 32 ( 53.3%) 28 ( 49.1%)
Return Rate (%) 79% 86% 77% 84%
Number of Subjects in Risk 20 33 50 53
Return Rate in Risk (%) 95% 94% 96% 92%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-age.pdf 29AUG2023: 9:49 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0704: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 1 ( 2.0%) 1 ( 3.0%) 0
calculation)
TSS = 0 at baseline 2 ( 3.8%) 0 0 0
TSS > 0 at baseline 51 ( 96.2%) 50 ( 98.0%) 32 ( 97.0%) 43 (100.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and

treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-geo.pdf 29AUG2023: 9:52 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0704: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value

Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 52 50 32 43
TSS = 0 at baseline and TSS > 0 or missing at 1 ( 1.9%) 0 0 0

Week 24
Responder, n(%) 15 ( 28.8%) 17 ( 34.0%) 6 ( 18.8%) 16 ( 37.2%)
95% Exact CI 0.1713, 0.4308 0.2121, 0.4877 0.0721, 0.3644 0.2298, 0.5327
Proportion Difference - Stratified CMH Method -0.05 (-0.25, 0.15) -0.19 (-0.41, 0.03)

(95% CI)
Proportion Difference - Unstratified CMH Method -0.05 (-0.23, 0.13) -0.18 (-0.39, 0.02)

(95% CI)
Proportion Difference - Unstratified Exact -0.05 (-0.24, 0.14) -0.18 (-0.40, 0.04)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 1.18 (0.66, 2.10) 1.98 (0.87, 4.50)
p-value [1] 0.58 0.10
Unadjusted interaction test for 0.29

Treatment*Region [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.27 (0.55, 2.94) 2.57 (0.87, 7.58)
p-value [1] 0.58 0.088
Unadjusted Absolute Risk Difference (95% CI) -0.05 (-0.23, 0.13) -0.18 (-0.38, 0.01)
Adjusted Inverse Relative Risk (95% CI) [2] 1.19 (0.66, 2.14) NE
p-value [2] 0.57 NE

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-geo.pdf 29AUG2023: 9:52 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0704: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Adjusted interaction test for Treatment*Region 0.37
[3]
Non-Responder, n(%) 37 ( 71.2%) 33 ( 66.0%) 26 ( 81.3%) 27 ( 62.8%)
Last participation date < Day 162 in DB Phase 10 ( 19.2%) 5 ( 10.0%) 6 ( 18.8%) 3 ( 7.0%)
Last participation date >= Day 162 and TSS at 3 ( 5.8%) 5 ( 10.0%) 0 1 ( 2.3%)
Week 24 not available
>0% increase from baseline at Week 24 11 ( 21.2%) 10 ( 20.0%) 6 ( 18.8%) 3 ( 7.0%)
<50% reduction from baseline at Week 24 23 ( 44.2%) 23 ( 46.0%) 20 ( 62.5%) 23 ( 53.5%)
Return Rate (%) 75% 80% 82% 91%
Number of Subjects in Risk 43 46 27 40
Return Rate in Risk (%) 93% 89% 100% 98%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-geo.pdf 29AUG2023: 9:52 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0707: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 1 ( 4.8%) 1 ( 1.7%) 0
calculation)
TSS = 0 at baseline 1 ( 3.6%) 0 1 ( 1.7%) 0
TSS > 0 at baseline 27 ( 96.4%) 20 ( 95.2%) 56 ( 96.6%) 73 (100.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-hgb.pdf 29AUG2023: 9:54 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0707: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value

Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 27 20 57 73
TSS = 0 at baseline and TSS > 0 or missing at 0 0 1 ( 1.8%) 0

Week 24
Responder, n(%) 5 ( 18.5%) 7 ( 35.0%) 16 ( 28.1%) 26 ( 35.6%)
95% Exact CI 0.0630, 0.3808 0.1539, 0.5922 0.1697, 0.4154 0.2475, 0.4769
Proportion Difference - Stratified CMH Method -0.16 (-0.45, 0.12) -0.09 (-0.26, 0.08)

(95% CI)
Proportion Difference - Unstratified CMH Method -0.16 (-0.43, 0.10) -0.08 (-0.24, 0.09)

(95% CI)
Proportion Difference - Unstratified Exact -0.16 (-0.43, 0.13) -0.08 (-0.25, 0.10)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 1.89 (0.70, 5.09) 1.27 (0.76, 2.13)
p-value [1] 0.21 0.37
Unadjusted interaction test for 0.48

Treatment*Baseline Hemoglobin Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 2.37 (0.62, 9.02) 1.42 (0.67, 3.00)
p-value [1] 0.21 0.36
Unadjusted Absolute Risk Difference (95% CI) -0.16 (-0.42, 0.09) -0.08 (-0.24, 0.08)
Adjusted Inverse Relative Risk (95% CI) [2] 1.89 (0.70, 5.07) 1.33 (0.80, 2.21)
p-value [2] 0.21 0.27

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-hgb.pdf 29AUG2023: 9:54 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0707: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Adjusted interaction test for Treatment*Baseline 0.53
Hemoglobin Level Group [3]
Non-Responder, n (%) 22 ( 81.5%) 13 ( 65.0%) 41 ( 71.9%) 47 ( 64.4%)
Last participation date < Day 162 in DB Phase 6 ( 22.2%) ( 20.0%) 10 ( 17.5%) 4 ( 5.5%)
Last participation date >= Day 162 and TSS at 1 ( 3.7%) ( 10.0%) 2 ( 3.5%) 4 ( 5.5%)
Week 24 not available
>0% increase from baseline at Week 24 6 ( 22.2%) ( 10.0%) 11 ( 19.3%) 11 ( 15.1%)
<50% reduction from baseline at Week 24 15 ( 55.6%) 7 ( 35.0%) 28 ( 49.1%) 39 ( 53.4%)
Return Rate (%) 75% 71% 79% 89%
Number of Subjects in Risk 22 17 48 69
Return Rate in Risk (%) 95% 88% 96% 94%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-hgb.pdf 29AUG2023: 9:54 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0706: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 0 1 ( 1.7%) 1 ( 1.4%)
calculation)
TSS = 0 at baseline 1 ( 3.6%) 0 1 ( 1.7%) 0
TSS > 0 at baseline 27 ( 96.4%) 24 (100.0%) 56 ( 96.6%) 69 ( 98.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss2.pdf 29AUG2023: 9:53 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0706: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value

Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 28 24 56 69
TSS = 0 at baseline and TSS > 0 or missing at 1 ( 3.6%) 0 0 0

Week 24
Responder, n(%) 11 ( 39.3%) 8 ( 33.3%) 10 ( 17.9%) 25 ( 36.2%)
95% Exact CI 0.2150, 0.5942 0.1563, 0.5532 0.0891, 0.3040 0.2499, 0.4869
Proportion Difference - Stratified CMH Method 0.04 (-0.28, 0.36) -0.19 (-0.36, -0.03)

(95% CI)
Proportion Difference - Unstratified CMH Method 0.06 (-0.21, 0.33) -0.18 (-0.34, -0.03)

(95% CI)
Proportion Difference - Unstratified Exact 0.06 (-0.21, 0.32) -0.18 (-0.35, -0.01)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 0.85 (0.41, 1.76) 2.03 (1.07, 3.86)
p-value [1] 0.66 0.031
Unadjusted interaction test for Treatment*IPSS 0.075

2-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.77 (0.25, 2.41) 2.61 (1.13, 6.07)
p-value [1] 0.66 0.025
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.20, 0.32) -0.18 (-0.34, -0.03)
Adjusted Inverse Relative Risk (95% CI) [2] 0.90 (0.43, 1.90) 2.10 (1.10, 3.98)
p-value [2] 0.78 0.024

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss2.pdf 29AUG2023: 9:53 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0706: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Adjusted interaction test for Treatment*IPSS 0.10
2-Level Risk [3]
Non-Responder, n (%) 17 ( 60.7%) 16 ( 66.7%) 46 ( 82.1%) 44 ( 63.8%)
Last participation date < Day 162 in DB Phase 4 ( 14.3%) 2 ( 8.3%) 12 ( 21.4%) 6 ( 8.7%)
Last participation date >= Day 162 and TSS at 1 ( 3.6%) 1 ( 4.2%) 2 ( 3.6%) 5 ( 7.2%)
Week 24 not available
>0% increase from baseline at Week 24 5 ( 17.9%) 6 ( 25.0%) 12 ( 21.4%) 7 ( 10.1%)
<50% reduction from baseline at Week 24 11 ( 39.3%) 13 ( 54.2%) 32 ( 57.1%) 33 ( 47.8%)
Return Rate (%) 82% 88% 76% 84%
Number of Subjects in Risk 24 22 46 64
Return Rate in Risk (%) 96% 95% 96% 92%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss2.pdf 29AUG2023: 9:53 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0705: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 0 0 0
calculation)
TSS = 0 at baseline 0 0 1 ( 3.8%) 0
TSS > 0 at baseline 2 (100.0%) 4 (100.0%) 25 ( 96.2%) 20 (100.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss3.pdf 29AUG2023: 9:55 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0705: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 1 ( 1.7%) 1 ( 1.4%)
calculation)
TSS = 0 at baseline 1 ( 1.7%) 0
TSS > 0 at baseline 56 ( 96.6%) 69 ( 98.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss3.pdf 29AUG2023: 9:55 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0705: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 2 4 26 20
TSS = 0 at baseline and TSS > 0 or missing at 0 0 1 ( 3.8%) 0
Week 24

Responder, n(%) 2 (100.0%) 2 ( 50.0%) 9 ( 34.6%) 6 ( 30.0%)
95% Exact CI 0.1581, 1.0000 0.0676, 0.9324 0.1721, 0.5567 0.1189, 0.5428
Proportion Difference - Stratified CMH Method 0.50 (-0.72, 1.72) -0.02 (-0.31, 0.27)

(95% CI)
Proportion Difference - Unstratified CMH Method 0.50 (-0.42, 1.42) 0.05 (-0.23, 0.33)

(95% CI)
Proportion Difference - Unstratified Exact 0.50 (-0.45, 0.99) 0.05 (-0.24, 0.33)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) NA NA
p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS

3-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA
p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss3.pdf 29AUG2023: 9:55 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0705: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 56 69
TSS = 0 at baseline and TSS > 0 or missing at 0 0
Week 24

Responder, n(%) 10 ( 17.9%) 25 ( 36.2%)
95% Exact CI 0.0891, 0.3040 0.2499, 0.4869
Proportion Difference - Stratified CMH Method -0.19 (-0.36, -0.03)

(95% CI)
Proportion Difference - Unstratified CMH Method -0.18 (-0.34, -0.03)

(95% CI)
Proportion Difference - Unstratified Exact -0.18 (-0.35, -0.01)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*IPSS NA

3-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% CI) [2] NA
p-value [2] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss3.pdf 29AUG2023: 9:55 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0705: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Adjusted interaction test for Treatment*IPSS
3-Level Risk [3]
Non-Responder, n (%) 0 2 ( 50.0%) 17 ( 65.4%) 14 ( 70.0%)
Last participation date < Day 162 in DB Phase 0 0 4 ( 15.4%) 2 ( 10.0%)
Last participation date >= Day 162 and TSS at 0 0 1 ( 3.8%) 1 ( 5.0%)
Week 24 not available
>0% increase from baseline at Week 24 0 0 5 ( 19.2%) 6 ( 30.0%)
<50% reduction from baseline at Week 24 0 2 ( 50.0%) 11 ( 42.3%) 11 ( 55.0%)
Return Rate (%) 100% 100% 81% 85%
Number of Subjects in Risk 2 4 22 18
Return Rate in Risk (%) 100% 100% 95% 94%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss3.pdf 29AUG2023: 9:55 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0705: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Adjusted interaction test for Treatment*IPSS NA
3-Level Risk [3]
Non-Responder, n (%) 46 ( 82.1%) 44 ( 63.8%)
Last participation date < Day 162 in DB Phase 12 ( 21.4%) 6 ( 8.7%)
Last participation date >= Day 162 and TSS at 2 ( 3.6%) 5 ( 7.2%)
Week 24 not available
>0% increase from baseline at Week 24 12 ( 21.4%) 7 ( 10.1%)
<50% reduction from baseline at Week 24 32 ( 57.1%) 33 ( 47.8%)
Return Rate (%) 76% 84%
Number of Subjects in Risk 46 64
Return Rate in Risk (%) 96% 92%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-ipss3.pdf 29AUG2023: 9:55 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0708: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-OL Myelofibrosis

MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 1 ( 1.7%) 0 0 1 ( 3.6%)
calculation)
TSS = 0 at baseline 1 ( 1.7%) 0 0
TSS > 0 at baseline 57 ( 96.6%) 54 (100.0%) 16 (100.0%) 27 ( 96.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-mf.pdf 29AUG2023: 9:56 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0708: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 0
calculation)
TSS = 0 at baseline 1 ( 9.1%) 0
TSS > 0 at baseline 10 ( 90.9%) 12 (100.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-mf.pdf 29AUG2023: 9:56 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0708: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-OL Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 58 54 16 27
TSS = 0 at baseline and TSS > 0 or missing at 1 ( 1.7%) 0 0 0
Week 24

Responder, n(%) 14 ( 24.1%) 25 ( 46.3%) 4 ( 25.0%) 4 ( 14.8%)
95% Exact CI 0.1387, 0.3717 0.3262, 0.6039 0.0727, 0.5238 0.0419, 0.3373
Proportion Difference - Stratified CMH Method -0.22 (-0.40, -0.04) 0.08 (-0.22, 0.38)

(95% CI)
Proportion Difference - Unstratified CMH Method -0.22 (-0.40, -0.05) 0.10 (-0.16, 0.37)

(95% CI)
Proportion Difference - Unstratified Exact -0.22 (-0.40, -0.04) 0.10 (-0.21, 0.39)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 1.92 (1.12, 3.29) 0.59 (0.17, 2.05)
p-value [1] 0.018 0.41
Unadjusted interaction test for

Treatment*Myelofibrosis Disease Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 2.71 (1.21, 6.06) 0.52 (0.11, 2.46)
p-value [1] 0.015 0.41
Unadjusted Absolute Risk Difference (95% CI) -0.22 (-0.39, -0.05) 0.10 (-0.15, 0.35)
Adjusted Inverse Relative Risk (95% CI) [2] 1.92 (1.11, 3.30) NE
p-value [2] 0.019 NE

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019
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GSK Oncology
Study GS-US-352-0101
Table 2.0708: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 10 12
TSS = 0 at baseline and TSS > 0 or missing at 0 0
Week 24
Responder, n(%) 3 ( 30.0%) 4 ( 33.3%)
95% Exact CI 0.0667, 0.6525 0.0992, 0.6511
Proportion Difference - Stratified CMH Method -0.10 (-0.56, 0.37)
(95% CI)
Proportion Difference - Unstratified CMH Method -0.03 (-0.45, 0.38)
(95% CI)
Proportion Difference - Unstratified Exact -0.03 (-0.44, 0.37)
Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 1.11 (0.32, 3.84)
p-value [1] 0.87
Unadjusted interaction test for 0.28
Treatment*Myelofibrosis Disease Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.17 (0.19, 7.12)
p-value [1] 0.87
Unadjusted Absolute Risk Difference (95% CI) -0.03 (-0.42, 0.36)
Adjusted Inverse Relative Risk (95% CI) [2] NE
p-value [2] NE

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-mf.pdf 29AUG2023: 9:56 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0708: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-OL Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Adjusted interaction test for
Treatment*Myelofibrosis Disease Type [3]
Non-Responder, n (%) 44 ( 75.9%) 29 ( 53.7%) 12 ( 75.0%) 23 ( 85.2%)
Last participation date < Day 162 in DB Phase 10 ( 17.2%) 4 ( 7.4%) 3 ( 18.8%) 2 ( 7.4%)
Last participation date >= Day 162 and TSS at 0 2 ( 3.7%) 2 ( 12.5%) 2 ( 7.4%)
Week 24 not available
>0% increase from baseline at Week 24 10 ( 17.2%) 6 ( 11.1%) 5 ( 31.3%) 6 ( 22.2%)
<50% reduction from baseline at Week 24 33 ( 56.9%) 23 ( 42.6%) 7 ( 43.8%) 19 ( 70.4%)
Return Rate (%) 83% 89% 69% 86%
Number of Subjects in Risk 49 50 13 26
Return Rate in Risk (%) 100% 96% 85% 92%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-mf.pdf 29AUG2023: 9:56 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.0708: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
Adjusted interaction test for 0.36
Treatment*Myelofibrosis Disease Type [3]
Non-Responder, n (%) 7 ( 70.0%) 8 ( 66.7%)
Last participation date < Day 162 in DB Phase 3 ( 30.0%) 2 (16.7%)
Last participation date >= Day 162 and TSS at 1 ( 10.0%) 2 (16.7%)
Week 24 not available
>0% increase from baseline at Week 24 2 ( 20.0%) 1 ( 8.3%)
<50% reduction from baseline at Week 24 3 ( 30.0%) 4 ( 33.3%)
Return Rate (%) 64% 67%
Number of Subjects in Risk 8 10
Return Rate in Risk (%) 88% 80%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019
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GSK Oncology
Study GS-US-352-0101
Table 2.0703: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 0 1 ( 2.8%) 1 ( 2.6%)
calculation)
TSS = 0 at baseline 2 ( 4.0%) 0 0 0
TSS > 0 at baseline 48 ( 96.0%) 56 (100.0%) 35 ( 97.2%) 37 ( 97.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
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GSK Oncology
Study GS-US-352-0101
Table 2.0703: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value

Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 49 56 35 37
TSS = 0 at baseline and TSS > 0 or missing at 1 ( 2.0%) 0 0 0

Week 24
Responder, n(%) 14 ( 28.6%) 18 ( 32.1%) 7 ( 20.0%) 15 ( 40.5%)
95% Exact CI 0.1658, 0.4326 0.2029, 0.4596 0.0844, 0.3694 0.2475, 0.5790
Proportion Difference - Stratified CMH Method -0.05 (-0.24, 0.15) -0.21 (-0.45, 0.02)

(95% CI)
Proportion Difference - Unstratified CMH Method -0.04 (-0.21, 0.14) -0.21 (-0.42, 0.01)

(95% CI)
Proportion Difference - Unstratified Exact -0.04 (-0.23, 0.16) -0.21 (-0.42, 0.02)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 1.13 (0.63, 2.02) 2.03 (0.94, 4.37)
p-value [1] 0.69 0.072
Unadjusted interaction test for 0.22

Treatment*Gender [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.18 (0.51, 2.73) 2.73 (0.95, 7.85)
p-value [1] 0.69 0.063
Unadjusted Absolute Risk Difference (95% CI) -0.04 (-0.21, 0.14) -0.21 (-0.41, 0.00)
Adjusted Inverse Relative Risk (95% CI) [2] 1.18 (0.64, 2.15) 2.08 (0.98, 4.39)
p-value [2] 0.60 0.055

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-sex.pdf 29AUG2023: 9:50 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0703: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Adjusted interaction test for Treatment*Gender 0.25
[3]
Non-Responder, n (%) 35 ( 71.4%) 38 ( 67.9%) 28 ( 80.0%) 22 ( 59.5%)
Last participation date < Day 162 in DB Phase 6 ( 12.2%) ( 10.7%) 10 ( 28.6%) 2 ( 5.4%)
Last participation date >= Day 162 and TSS at 2 ( 4.1%) 1 ( 1.8%) 1 ( 2.9%) 5 ( 13.5%)
Week 24 not available
>0% increase from baseline at Week 24 10 ( 20.4%) 11 ( 19.6%) ( 20.0%) 2 ( 5.4%)
<50% reduction from baseline at Week 24 26 ( 53.1%) 31 ( 55.4%) 17 ( 48.6%) 15 ( 40.5%)
Return Rate (%) 84% 88% 69% 82%
Number of Subjects in Risk 44 50 26 36
Return Rate in Risk (%) 95% 98% 96% 86%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-sex.pdf 29AUG2023: 9:50 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0710: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

< Median 1837.09 cm”3 >= Median 1837.09 cm*3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 1 ( 2.3%) 1 ( 2.6%) 0
calculation)
TSS = 0 at baseline 2 ( 4.3%) 0 0 0
TSS > 0 at baseline 45 ( 95.7%) 42 ( 97.7%) 38 ( 97.4%) 51 (100.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-svb.pdf 29AUG2023: 9:55 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0710: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

< Median 1837.09 cm”3 >= Median 1837.09 cm*3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value

Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 46 42 38 51
TSS = 0 at baseline and TSS > 0 or missing at 1 ( 2.2%) 0 0 0

Week 24
Responder, n(%) 13 ( 28.3%) 14 ( 33.3%) 8 ( 21.1%) 19 ( 37.3%)
95% Exact CI 0.1599, 0.4346 0.1957, 0.4955 0.0955, 0.3732 0.2413, 0.5192
Proportion Difference - Stratified CMH Method -0.06 (-0.27, 0.16) -0.22 (-0.42, -0.01)

(95% CI)
Proportion Difference - Unstratified CMH Method -0.05 (-0.25, 0.15) -0.16 (-0.35, 0.03)

(95% CI)
Proportion Difference - Unstratified Exact -0.05 (-0.26, 0.16) -0.16 (-0.36, 0.05)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 1.18 (0.63, 2.21) 1.77 (0.87, 3.60)
p-value [1] 0.61 0.12
Unadjusted interaction test for 0.39

Treatment*Baseline Spleen Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.27 (0.51, 3.15) 2.23 (0.85, 5.84)
p-value [1] 0.61 0.10
Unadjusted Absolute Risk Difference (95% CI) -0.05 (-0.24, 0.14) -0.16 (-0.35, 0.02)
Adjusted Inverse Relative Risk (95% CI) [2] 1.20 (0.62, 2.31) 2.09 (1.05, 4.15)
p-value [2] 0.59 0.035

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-svb.pdf 29AUG2023: 9:55 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0710: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

< Median 1837.09 cm”3 >= Median 1837.09 cm*3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Adjusted interaction test for 0.30
Treatment*Baseline Spleen Volume Group [3]
Non-Responder, n (%) 33 ( 71.7%) 28 ( 66.7%) 30 ( 78.9%) 32 ( 62.7%)
Last participation date < Day 162 in DB Phase 7 ( 15.2%) 4 ( 9.5%) 9 ( 23.7%) 4 ( 7.8%)
Last participation date >= Day 162 and TSS at 1 ( 2.2%) 4 ( 9.5%) 2 ( 5.3%) 2 ( 3.9%)
Week 24 not available
>0% increase from baseline at Week 24 10 ( 21.7%) 8 ( 19.0%) 7 ( 18.4%) 5 ( 9.8%)
<50% reduction from baseline at Week 24 24 ( 52.2%) 20 ( 47.6%) 19 ( 50.0%) 26 ( 51.0%)
Return Rate (%) 83% 81% 72% 88%
Number of Subjects in Risk 40 39 30 47
Return Rate in Risk (%) 98% 90% 93% 96%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-svb.pdf 29AUG2023: 9:55 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0709: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Total Symptom Score Status
Missing TSS at baseline (excluded from rate 0 0 0 0
calculation)
TSS = 0 at baseline 2 ( 4.5%) 0 0
TSS > 0 at baseline 42 ( 95.5%) 55 (100.0%) 41 (100.0%) 38 (100.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and

treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-tss.pdf 29AUG2023: 9:54 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0709: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value

Response Rate of Total Symptom Score at Week 24
Subjects Evaluable at Week 24, n 43 55 41 38
TSS = 0 at baseline and TSS > 0 or missing at 1 ( 2.3%) 0 0 0

Week 24
Responder, n(%) 13 ( 30.2%) 19 ( 34.5%) 8 ( 19.5%) 14 ( 36.8%)
95% Exact CI 0.1718, 0.4613 0.2224, 0.4858 0.0882, 0.3487 0.2181, 0.5401
Proportion Difference - Stratified CMH Method -0.05 (-0.26, 0.15) -0.19 (-0.40, 0.02)

(95% CI)
Proportion Difference - Unstratified CMH Method -0.04 (-0.23, 0.15) -0.17 (-0.37, 0.03)

(95% CI)
Proportion Difference - Unstratified Exact -0.04 (-0.24, 0.16) -0.17 (-0.38, 0.05)

Method (95% CI)
Unadjusted Inverse Relative Risk (95% CI) 1.14 (0.64, 2.04) 1.89 (0.89, 3.99)
p-value [1] 0.65 0.096
Unadjusted interaction test for 0.29

Treatment*Baseline TSS Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.22 (0.52, 2.87) 2.41 (0.87, 6.64)
p-value [1] 0.65 0.090
Unadjusted Absolute Risk Difference (95% CI) -0.04 (-0.23, 0.14) -0.17 (-0.37, 0.02)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.99 (1.00, 3.97)
p-value [2] NE 0.051

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-tss.pdf 29AUG2023: 9:54 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.0709: Analysis of Response Rate (improvement, 50% criterion) in TSS at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Adjusted interaction test for 0.28
Treatment*Baseline TSS Group [3]
Non-Responder, n(%) 30 ( 69.8%) 36 ( 65.5%) 33 ( 80.5%) 24 ( 63.2%)
Last participation date < Day 162 in DB Phase 3 ( 7.0%) 4 ( 7.3%) 13 ( 31.7%) ( 10.5%)
Last participation date >= Day 162 and TSS at ( 2.3%) 1 ( 1.8%) 2 ( 4.9%) ( 13.2%)
Week 24 not available
>0% increase from baseline at Week 24 12 ( 27.9%) 12 ( 21.8%) 5 ( 12.2%) 1 ( 2.6%)
<50% reduction from baseline at Week 24 25 ( 58.1%) 31 ( 56.4%) 18 ( 43.9%) 15 ( 39.5%)
Return Rate (%) 91% 91% 63% 76%
Number of Subjects in Risk 41 51 28 34
Return Rate in Risk (%) 98% 98% 93% 85%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification. TSS = Total Symptom Score, CMH = Cochran-Mantel-Haenszel.

Response rate analysis at each visit only includes subjects with TSS > 0 at baseline or (TSS = 0 at baseline and [TSS > 0 or missing]).

Subjects with TSS = 0 at baseline and = 0 at the visit are excluded from response rate analysis but are included in return rate calculations.

[1] p-values were obtained from a Z-test. [2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates. [3] Interaction test p-value was
obtained for treatment by subgroup interaction term from the corresponding modified Poisson regression which also includes subgroup as covariate and
treatment by subgroup interaction term. Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-tss24-subgrp.sas V.03.05 Output file: t-subgrp-tss24-gba-db-tss.pdf 29AUG2023: 9:54 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.1402: Analysis of Time to First Response (50% criterion) in TSS by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value

Subjects with Event

Response (50% criterion) in TSS, n(%) 11 ( 45.8%) 14 ( 38.9%) 21 ( 33.9%) 25 ( 43.1%)
Censor
Subjects Censored, n(%) 13 ( 54.2%) 22 ( 61.1%) 41 ( 66.1%) 33 ( 56.9%)

Non-Responder: Censored at Last Daily mMPN-SAF 13 (100.0%) 22 (100.0%) 41 (100.0%) 33 (100.0%)

TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date

Kaplan-Meier Estimate of Time to First Response

(50% criterion) in TSS (Weeks)

25-percentile (95% CI) 8.14 (4.14, 12.14) 8.14 (4.14, 23.86) 12.14 (8.14, 20.14) 8.14 (4.14, 16.14)

Median (95% CI) NE (8.14, NE) NE (23.29, NE) NE (20.14, NE) NE (16.14, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)

Min, Max 4.14, 25.14 4.14, 25.14 1.14, 25.14 4.00, 25.14
Stratified Log-Rank Test p-value 0.94 0.42
Adjusted Inverse Hazard Ratio (95% CI) 1.03 (0.43, 2.49) 1.30 (0.71, 2.38)
Unstratified Log-Rank Test p-value 0.73 0.52
Unadjusted Inverse Hazard Ratio (95% CI) 0.87 (0.40, 1.92) 1.20 (0.67, 2.15)
P-value for interaction test 0.64

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-age.pdf 24AUG2023:12:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.1404: Analysis of Time to First Response (50% criterion) in TSS by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value

Subjects with Event

Response (50% criterion) in TSS, n(%) 24 ( 45.3%) 21 ( 41.2%) 8 ( 24.2%) 18 ( 41.9%)
Censor
Subjects Censored, n(%) 29 ( 54.7%) 30 ( 58.8%) 25 ( 75.8%) 25 ( 58.1%)

Non-Responder: Censored at Last Daily mMPN-SAF 29 (100.0%) 30 (100.0%) 25 (100.0%) 25 (100.0%)

TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date

Kaplan-Meier Estimate of Time to First Response

(50% criterion) in TSS (Weeks)

25-percentile (95% CI) 8.14 (8.14, 12.14) 8.14 (4.14, 16.14) 16.14 (8.14, NE) 8.14 (4.14, 23.71)

Median (95% CI) 20.14 (12.14, NE) NE (12.14, NE) NE (NE, NE) 25.00 (20.14, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)

Min, Max 1.14, 25.14 4.00, 25.14 3.29, 25.14 4.14, 25.14
Stratified Log-Rank Test p-value 0.72 0.20
Adjusted Inverse Hazard Ratio (95% CI) 0.92 (0.50, 1.69) 1.77 (0.76, 4.14)
Unstratified Log-Rank Test p-value 0.56 0.15
Unadjusted Inverse Hazard Ratio (95% CI) 0.84 (0.47, 1.50) 1.81 (0.79, 4.16)
P-value for interaction test 0.22

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-geo.pdf 24AUG2023:12:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.1407: Analysis of Time to First Response (50% criterion) in TSS by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value

Subjects with Event

Response (50% criterion) in TSS, n(%) 9 ( 32.1%) 9 ( 42.9%) 23 ( 39.7%) 30 ( 41.1%)
Censor
Subjects Censored, n(%) 19 ( 67.9%) 12 ( 57.1%) 35 ( 60.3%) 43 ( 58.9%)

Non-Responder: Censored at Last Daily mMPN-SAF 19 (100.0%) 12 (100.0%) 35 (100.0%) 43 (100.0%)

TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date

Kaplan-Meier Estimate of Time to First Response

(50% criterion) in TSS (Weeks)

25-percentile (95% CI) 8.14 (8.14, NE) 8.14 (4.14, 23.71) 12.14 (8.14, 16.14) 8.14 (4.14, 16.14)

Median (95% CI) NE (12.14, NE) NE (8.14, NE) NE (16.14, NE) NE (23.29, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)

Min, Max 1.14, 25.14 4.14, 25.14 1.14, 25.14 4.00, 25.14
Stratified Log-Rank Test p-value 0.59 0.95
Adjusted Inverse Hazard Ratio (95% CI) 1.32 (0.53, 3.34) 1.02 (0.58, 1.77)
Unstratified Log-Rank Test p-value 0.50 0.96
Unadjusted Inverse Hazard Ratio (95% CI) 1.33 (0.53, 3.36) 0.99 (0.57, 1.70)
P-value for interaction test 0.64

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-hgb.pdf 24AUG2023:12:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.1406: Analysis of Time to First Response (50% criterion) in TSS by Baseline IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value

Subjects with Event

Response (50% criterion) in TSS, n(%) 14 ( 50.0%) 9 ( 37.5%) 18 ( 31.0%) 30 ( 42.9%)
Censor
Subjects Censored, n(%) 14 ( 50.0%) 15 ( 62.5%) 40 ( 69.0%) 40 ( 57.1%)

Non-Responder: Censored at Last Daily mMPN-SAF 14 (100.0%) 15 (100.0%) 40 (100.0%) 40 (100.0%)

TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date

Kaplan-Meier Estimate of Time to First Response

(50% criterion) in TSS (Weeks)

25-percentile (95% CI) 8.14 (4.14, 12.14) 8.14 (4.14, NE) 12.14 (8.14, NE) 8.14 (4.14, 20.14)

Median (95% CI) 20.14 (8.14, NE) NE (8.14, NE) NE (NE, NE) NE (23.29, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)

Min, Max 4.14, 25.14 4.14, 25.14 1.14, 25.14 4.00, 25.14
Stratified Log-Rank Test p-value 0.59 0.24
Adjusted Inverse Hazard Ratio (95% CI) 0.87 (0.35, 2.17) 1.43 (0.79, 2.58)
Unstratified Log-Rank Test p-value 0.41 0.29
Unadjusted Inverse Hazard Ratio (95% CI) 0.71 (0.31, 1.64) 1.36 (0.76, 2.45)
P-value for interaction test 0.28

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-ipss2.pdf 24AUG2023:12:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.1405: Analysis of Time to First Response (50% criterion) in TSS by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Subjects with Event
Response (50% criterion) in TSS, n(%) 2 (100.0%) 2 ( 50.0%) 12 ( 46.2%) 7 ( 35.0%)
Censor
Subjects Censored, n(%) 0 2 ( 50.0%) 14 ( 53.8%) 13 ( 65.0%)
Non-Responder: Censored at Last Daily mMPN-SAF 0 2 (100.0%) 14 (100.0%) 13 (100.0%)
TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date
Kaplan-Meier Estimate of Time to First Response
(50% criterion) in TSS (Weeks)
25-percentile (95% CI) 8.14 (8.14, NE) 6.14 (4.14, NE) 8.14 (4.14, 12.14) 8.14 (4.14, NE)
Median (95% CI) 14.14 (8.14, NE) NE (4.14, NE) NE (8.14, NE) NE (8.14, NE)
75-percentile (95% CI) 20.14 (8.14, NE) NE (4.14, NE) NE (NE, NE) NE (NE, NE)
Min, Max 8.14, 20.14 4.14, 25.14 4.14, 25.14 4.14, 25.14
Stratified Log-Rank Test p-value NA NA
Adjusted Inverse Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Inverse Hazard Ratio (95% CI) NA NA

P-value for interaction test

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-ipss3.pdf 24AUG2023:12:41 Page 1 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.1405: Analysis of Time to First Response (50% criterion) in TSS by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX

(Continued) (N=58) (N=70) p-value
Subjects with Event

Response (50% criterion) in TSS, n (%) 18 ( 31.0%) 30 ( 42.9%)
Censor
Subjects Censored, n(%) 40 ( 69.0%) 40 ( 57.1%)

Non-Responder: Censored at Last Daily mMPN-SAF 40 (100.0%) 40 (100.0%)

TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0
Randomization Date

Kaplan-Meier Estimate of Time to First Response

(50% criterion) in TSS (Weeks)

25-percentile (95% CI) 12.14 (8.14, NE) 8.14 (4.14, 20.14)

Median (95% CI) NE (NE, NE) NE (23.29, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE)

Min, Max 1.14, 25.14 4.00, 25.14
Stratified Log-Rank Test p-value NA
Adjusted Inverse Hazard Ratio (95% CI) NA
Unstratified Log-Rank Test p-value NA
Unadjusted Inverse Hazard Ratio (95% CI) NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-ipss3.pdf 24AUG2023:12:41 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.1408: Analysis of Time to First Response (50% criterion) in TSS by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-ET Myelofibrosis Post-PV Myelofibrosis
MMB RUX MMB RUX
(N=16) (N=28) (N=11) (N=12)
Subjects with Event
Response (50% criterion) in TSS, n(%) 5 ( 31.3%) 7 ( 25.0%) 4 ( 36.4%) 5 ( 41.7%)
Censor
Subjects Censored, n(%) 11 ( 68.8%) 21 ( 75.0%) 7 ( 63.6%) 7 ( 58.3%)
Non-Responder: Censored at Last Daily mMPN-SAF 11 (100.0%) 21 (100.0%) 7 (100.0%) 7 (100.0%)
TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date
Kaplan-Meier Estimate of Time to First Response
(50% criterion) in TSS (Weeks)
25-percentile (95% CI) 12.14 (4.14, NE) 20.14 (4.14, NE) 10.14 (8.14, NE) 10.14 (4.14, NE)
Median (95% CI) NE (8.14, NE) NE (NE, NE) NE (8.14, NE) NE (8.14, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (12.14, NE) NE (23.29, NE)
Min, Max 1.14, 25.14 4.14, 25.14 1.14, 25.14 4.14, 25.14
Stratified Log-Rank Test p-value 0.42 0.49
Adjusted Inverse Hazard Ratio (95% CI) 0.62 (0.16, 2.35) 2.33 (0.39, 13.91)
Unstratified Log-Rank Test p-value 0.58 0.88
Unadjusted Inverse Hazard Ratio (95% CI) 0.73 (0.23, 2.31) 0.87 (0.23, 3.25)

P-value for interaction test

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-mf.pdf 24AUG2023:12:41 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.1408: Analysis of Time to First Response (50% criterion) in TSS by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

MMB RUX
(Continued) (N=59) (N=54) p-value
Subjects with Event
Response (50% criterion) in TSS, n (%) 23 ( 39.0%) 27 ( 50.0%)
Censor
Subjects Censored, n(%) 36 ( 61.0%) 27 ( 50.0%)
Non-Responder: Censored at Last Daily mMPN-SAF 36 (100.0%) 27 (100.0%)
TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0
Randomization Date
Kaplan-Meier Estimate of Time to First Response
(50% criterion) in TSS (Weeks)
25-percentile (95% CI) 12.14 (8.14, 16.14) 8.14 (4.14, 12.14)
Median (95% CI) NE (16.14, NE) 25.00 (12.14, NE)
75-percentile (95% CI) NE (NE, NE) NE (25.00, NE)
Min, Max 2.43, 25.14 4.00, 25.14
Stratified Log-Rank Test p-value 0.54
Adjusted Inverse Hazard Ratio (95% CI) 1.29 (0.72, 2.29)
Unstratified Log-Rank Test p-value 0.25
Unadjusted Inverse Hazard Ratio (95% CI) 1.38 (0.79, 2.40)
P-value for interaction test 0.77

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-mf.pdf 24AUG2023:12:41 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.1403: Analysis of Time to First Response (50% criterion) in TSS by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value

Subjects with Event

Response (50% criterion) in TSS, n(%) 19 ( 38.0%) 23 ( 41.1%) 13 ( 36.1%) 16 ( 42.1%)
Censor
Subjects Censored, n(%) 31 ( 62.0%) 33 ( 58.9%) 23 ( 63.9%) 22 ( 57.9%)

Non-Responder: Censored at Last Daily mMPN-SAF 31 (100.0%) 33 (100.0%) 23 (100.0%) 22 (100.0%)

TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date

Kaplan-Meier Estimate of Time to First Response

(50% criterion) in TSS (Weeks)

25-percentile (95% CI) 12.14 (8.14, 16.14) 8.14 (4.14, 20.14) 12.14 (4.14, 20.14) 8.14 (4.14, 16.14)

Median (95% CI) NE (12.14, NE) NE (20.14, NE) NE (12.14, NE) 25.00 (12.14, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (25.00, NE)

Min, Max 2.43, 25.14 4.00, 25.14 1.14, 25.14 4.14, 25.14
Stratified Log-Rank Test p-value 0.53 0.62
Adjusted Inverse Hazard Ratio (95% CI) 1.25 (0.66, 2.37) 1.19 (0.57, 2.52)
Unstratified Log-Rank Test p-value 0.74 0.92
Unadjusted Inverse Hazard Ratio (95% CI) 1.09 (0.60, 2.01) 1.05 (0.50, 2.18)
P-value for interaction test 0.89

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-sex.pdf 24AUG2023:12:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101

Table 2.1410: Analysis of Time to First Response (50% criterion) in TSS by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

< Median 1837.09 cm”3 >= Median 1837.09 cm"3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value

Subjects with Event

Response (50% criterion) in TSS, n(%) 20 ( 42.6%) 17 ( 39.5%) 12 ( 30.8%) 22 ( 43.1%)
Censor
Subjects Censored, n(%) 27 ( 57.4%) 26 ( 60.5%) 27 ( 69.2%) 29 ( 56.9%)

Non-Responder: Censored at Last Daily mMPN-SAF 27 (100.0%) 26 (100.0%) 27 (100.0%) 29 (100.0%)

TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date

Kaplan-Meier Estimate of Time to First Response

(50% criterion) in TSS (Weeks)

25-percentile (95% CI) 12.14 (4.14, 16.14) 8.14 (4.14, 25.00) 12.14 (8.14, NE) 8.14 (4.14, 16.14)

Median (95% CI) NE (12.14, NE) NE (20.14, NE) NE (12.14, NE) NE (12.14, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)

Min, Max 1.14, 25.14 4.00, 25.14 1.14, 25.14 4.14, 25.14
Stratified Log-Rank Test p-value 0.75 0.083
Adjusted Inverse Hazard Ratio (95% CI) 0.86 (0.44, 1.71) 2.01 (0.95, 4.27)
Unstratified Log-Rank Test p-value 0.57 0.27
Unadjusted Inverse Hazard Ratio (95% CI) 0.83 (0.43, 1.59) 1.46 (0.72, 2.94)
P-value for interaction test 0.15

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-svb.pdf 24AUG2023:12:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.1409: Analysis of Time to First Response (50% criterion) in TSS by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value

Subjects with Event

Response (50% criterion) in TSS, n(%) 17 ( 38.6%) 23 ( 41.8%) 15 ( 36.6%) 16 ( 42.1%)
Censor
Subjects Censored, n(%) 27 ( 61.4%) 32 ( 58.2%) 26 ( 63.4%) 22 ( 57.9%)

Non-Responder: Censored at Last Daily mMPN-SAF 27 (100.0%) 32 (100.0%) 26 (100.0%) 22 (100.0%)

TSS Assessment Date on or before Day 176
No Post-Baseline TSS data: Censored at 0 0 0 0
Randomization Date

Kaplan-Meier Estimate of Time to First Response

(50% criterion) in TSS (Weeks)

25-percentile (95% CI) 12.14 (8.14, 20.14) 4.14 (4.14, 12.14) 12.14 (8.14, 16.14) 12.14 (8.14, 23.71)

Median (95% CI) NE (12.14, NE) NE (12.14, NE) NE (12.14, NE) 25.00 (16.14, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (NE, NE) NE (25.00, NE)

Min, Max 1.14, 25.14 4.00, 25.14 1.14, 25.14 4.14, 25.14
Stratified Log-Rank Test p-value 0.57 0.94
Adjusted Inverse Hazard Ratio (95% CI) 1.24 (0.66, 2.36) 1.09 (0.53, 2.22)
Unstratified Log-Rank Test p-value 0.75 0.94
Unadjusted Inverse Hazard Ratio (95% CI) 1.12 (0.60, 2.10) 1.01 (0.50, 2.05)
P-value for interaction test 0.85

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Response is defined as >=50% reduction in TSS from baseline.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L) . Adjusted hazard ratio and 95% CI are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 10~9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% CI are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-tss50-sub.sas V.03.05 Output file: t-tte-tss50-tss.pdf 24AUG2023:12:41 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.6402: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
BFI Total Score at Week 24

Responder, n(%) 3 ( 12.5%) 2 ( 5.6%) 4 ( 6.5%) 2 ( 3.4%)
Unadjusted Relative Risk (95% CI) 2.25 (0.41, 12.48) 1.87 (0.36, 9.83)

p-value [1] 0.35 0.46
Unadjusted interaction test for Treatment*Age Group [3] NA
Unadjusted Odds Ratio (95% CI) 2.43 (0.37, 15.76) 1.93 (0.34, 10.97)

p-value [1] 0.35 0.46
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.08, 0.22) 0.03 (-0.05, 0.11)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Age Group [3] NA
Non-Responder, n(%) 21 ( 87.5%) 34 ( 94.4%) 58 ( 93.5%) 56 ( 96.6%)

Non-missing 13 ( 54.2%) 23 ( 63.9%) 39 ( 62.9%) 41 ( 70.7%)

Missing 8 ( 33.3%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-age.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6402: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 4 ( 16.7%) 2 ( 5.6%) 6 ( 9.7%) 2 ( 3.4%)
Unadjusted Relative Risk (95% CI) 3.00 (0.60, 15.11) 2.81 (0.59, 13.35)

p-value [1] 0.18 0.19
Unadjusted interaction test for Treatment*Age Group [3] NA
Unadjusted Odds Ratio (95% CI) 3.40 (0.57, 20.26) 3.00 (0.58, 15.51)

p-value [1] 0.18 0.19
Unadjusted Absolute Risk Difference (95% CI) 0.11 (-0.06, 0.28) 0.06 (-0.03, 0.15)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Age Group [3] NA
Non-Responder, n(%) 20 ( 83.3%) 34 ( 94.4%) 56 ( 90.3%) 56 ( 96.6%)

Non-missing 12 ( 50.0%) 23 ( 63.9%) 37 ( 59.7%) 41 ( 70.7%)

Missing 8 ( 33.3%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-age.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6402: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
BFI Interference Score at Week 24

Responder, n(%) 3 ( 12.5%) 1 ( 2.8%) 3 ( 4.8%) 1 (C 1-7%)
Unadjusted Relative Risk (95% CI) 4.50 (0.50, 40.75) 2.81 (0.30, 26.22)

p-value [1] 0.18 0.37
Unadjusted interaction test for Treatment*Age Group [3] NA
Unadjusted Odds Ratio (95% CI) 5.00 (0.49, 51.23) 2.90 (0.29, 28.69)

p-value [1] 0.18 0.36
Unadjusted Absolute Risk Difference (95% CI) 0.10 (-0.05, 0.24) 0.03 (-0.03, 0.09)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Age Group [3] NA
Non-Responder, n(%) 21 ( 87.5%) 35 ( 97.2%) 59 ( 95.2%) 57 ( 98.3%)

Non-missing 13 ( 54.2%) 24 ( 66.7%) 40 ( 64.5%) 42 ( 72.4%)

Missing 8 ( 33.3%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-age.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6404: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
BFI Total Score at Week 24
Responder, n(%) 5 ( 9.4%) 3 ( 5.9%) 2 ( 6.1%) 1 (C 2.3%)
Unadjusted Relative Risk (95% CI) 1.60 (0.40, 6.37) 2.61 (0.25, 27.52)
p-value [1] 0.50 0.43
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 1.67 (0.38, 7.37) 2.71 (0.24, 31.24)
p-value [1] 0.50 0.42
Unadjusted Absolute Risk Difference (95% CI) 0.04 (-0.07, 0.14) 0.04 (-0.06, 0.13)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 48 ( 90.6%) 48 ( 94.1%) 31 ( 93.9%) 42 ( 97.7%)
Non-missing 27 ( 50.9%) 30 ( 58.8%) 25 ( 75.8%) 34 ( 79.1%)
Missing 21 ( 39.6%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-geo.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6404: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 4 ( 7.5%) 4 ( 7.8%) 6 ( 18.2%) 0
Unadjusted Relative Risk (95% CI) 0.96 (0.25, 3.64) 16.82 (0.98, 288.37)
p-value [1] 0.95 0.052
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 0.96 (0.23, 4.06) 20.56 (1.11, 379.70)
p-value [1] 0.95 0.042
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.11, 0.10) 0.18 (0.04, 0.32)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 49 ( 92.5%) 47 ( 92.2%) 27 ( 81.8%) 43 (100.0%)
Non-missing 28 ( 52.8%) 29 ( 56.9%) 21 ( 63.6%) 35 ( 81.4%)
Missing 21 ( 39.6%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-geo.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6404: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
BFI Interference Score at Week 24
Responder, n(%) 5 ( 9.4%) 1 (C 2.0%) 1 (C 3.0%) 1 (C 2.3%)
Unadjusted Relative Risk (95% CI) 4.81 (0.58, 39.78) 1.30 (0.08, 20.07)
p-value [1] 0.14 0.85
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 5.21 (0.59, 46.23) 1.31 (0.08, 21.80)
p-value [1] 0.14 0.85
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.01, 0.16) 0.01 (-0.07, 0.08)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 48 ( 90.6%) 50 ( 98.0%) 32 ( 97.0%) 42 ( 97.7%)
Non-missing 27 ( 50.9%) 32 ( 62.7%) 26 ( 78.8%) 34 ( 79.1%)
Missing 21 ( 39.6%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-geo.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6407: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
BFI Total Score at Week 24
Responder, n(%) 2 ( 7-1%) 2 ( 9.5%) 5 ( 8.6%) 2 ( 2.7%)
Unadjusted Relative Risk (95% CI) 0.75 (0.11, 4.90) 3.15 (0.63, 15.63)
p-value [1] 0.76 0.16
Unadjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.73 (0.09, 5.66) 3.35 (0.63, 17.93)
p-value [1] 0.76 0.16
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.18, 0.13) 0.06 (-0.02, 0.14)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Non-Responder, n(%) 26 ( 92.9%) 19 ( 90.5%) 53 ( 91.4%) 71 ( 97.3%)
Non-missing 16 ( 57.1%) 14 ( 66.7%) 36 ( 62.1%) 50 ( 68.5%)
Missing 10 ( 35.7%) 5 ( 23.8%) 17 ( 29.3%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-hgb.pdf 29AUG2023: 9:40 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6407: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 2 ( 7-1%) 2 ( 9.5%) 8 ( 13.8%) 2 ( 2.7%)
Unadjusted Relative Risk (95% CI) 0.75 (0.11, 4.90) 5.03 (1.11, 22.81)
p-value [1] 0.76 0.036
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.21
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.73 (0.09, 5.66) 5.68 (1.16, 27.89)
p-value [1] 0.76 0.032
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.18, 0.13) 0.11 (0.01, 0.21)
Adjusted Relative Risk (95% ClI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline Hemoglobin 0.21
Level Group [3]
Non-Responder, n(%) 26 ( 92.9%) 19 ( 90.5%) 50 ( 86-2%) 71 ( 97.3%)
Non-missing 16 ( 57.1%) 14 ( 66.7%) 33 ( 56.9%) 50 ( 68.5%)
Missing 10 ( 35.7%) 5 ( 23.8%) 17 ( 29.3%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-hgb.pdf 29AUG2023: 9:40 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6407: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
BFI Interference Score at Week 24
Responder, n(%) 2 ( 7-1%) 2 ( 9.5%) 4 ( 6.9%) 0
Unadjusted Relative Risk (95% CI) 0.75 (0.11, 4.90) 11.29 (0.62, 205.50)
p-value [1] 0.76 0.10
Unadjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.73 (0.09, 5.66) 12.14 (0.64, 230.22)
p-value [1] 0.76 0.096
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.18, 0.13) 0.07 (0.00, 0.14)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Non-Responder, n(%) 26 ( 92.9%) 19 ( 90.5%) 54 ( 93.1%) 73 (100.0%)
Non-missing 16 ( 57.1%) 14 ( 66.7%) 37 ( 63.8%) 52 ( 71.2%)
Missing 10 ( 35.7%) 5 ( 23.8%) 17 ( 29.3%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-hgb.pdf 29AUG2023: 9:40 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6406: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
BFI Total Score at Week 24

Responder, n(%) 2 ( 7-1%) 1 (C 4.2%) 5 ( 8.6%) 3 ( 4.3%)
Unadjusted Relative Risk (95% CI) 1.71 (0.17, 17.76) 2.01 (0.50, 8.06)

p-value [1] 0.65 0.32
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) 1.77 (0.15, 20.82) 2.11 (0.48, 9.22)

p-value [1] 0.65 0.32
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.09, 0.15) 0.04 (-0.04, 0.13)
Adjusted Relative Risk (95% ClI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Non-Responder, n(%) 26 ( 92.9%) 23 ( 95.8%) 53 ( 91.4%) 67 ( 95.7%)

Non-missing 16 ( 57-1%) 16 ( 66.7%) 36 ( 62.1%) 48 ( 68.6%)

Missing 10 ( 35.7%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip2.pdf 29AUG2023: 9:40 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6406: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 4 ( 14.3%) 1 (C 4.2%) 6 ( 10.3%) 3 ( 4.3%)
Unadjusted Relative Risk (95% CI) 3.43 (0.41, 28.63) 2.41 (0.63, 9.23)

p-value [1] 0.26 0.20
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) 3.83 (0.40, 36.91) 2.58 (0.62, 10.79)

p-value [1] 0.24 0.20
Unadjusted Absolute Risk Difference (95% CI) 0.10 (-0.05, 0.25) 0.06 (-0.03, 0.15)
Adjusted Relative Risk (95% ClI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Non-Responder, n(%) 24 ( 85.7%) 23 ( 95.8%) 52 ( 89.7%) 67 ( 95.7%)

Non-missing 14 ( 50.0%) 16 ( 66.7%) 35 ( 60-3%) 48 ( 68.6%)

Missing 10 ( 35.7%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip2.pdf 29AUG2023: 9:40 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6406: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
BFI Interference Score at Week 24

Responder, n(%) 2 ( 7-1%) 0 4 ( 6.9%) 2 ( 2.9%)
Unadjusted Relative Risk (95% CI) 4.31 (0.22, 85.62) 2.41 (0.46, 12.71)

p-value [1] 0.34 0.30
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) 4.62 (0.21, 101.16) 2.52 (0.44, 14.27)

p-value [1] 0.33 0.30
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.05, 0.18) 0.04 (-0.04, 0.12)
Adjusted Relative Risk (95% ClI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Non-Responder, n(%) 26 ( 92.9%) 24 (100.0%) 54 ( 93.1%) 68 ( 97.1%)

Non-missing 16 ( 57-1%) 17 ( 70.8%) 37 ( 63.8%) 49 ( 70.0%)

Missing 10 ( 35.7%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip2.pdf 29AUG2023: 9:40 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6405: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N =2) (N = 4) (N = 26) (N = 20)
BFI Total Score at Week 24

Responder, n(%) 0 1 ( 25.0%) 2 ( 7-T%) 0
Unadjusted Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% Cl) NA NA
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 24 ( 92.3%) 20 (100.0%)

Non-missing 1 ( 50.0%) 2 ( 50.0%) 15 ( 57.7%) 14 ( 70.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip3.pdf 29AUG2023: 9:40 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6405: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
BFI Total Score at Week 24

Responder, n(%) 5 ( 8.6%) 3 ( 4.3%)
Unadjusted Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 53 ( 91.4%) 67 ( 95.7%)

Non-missing 36 ( 62.1%) 48 ( 68.6%)

Missing 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip3.pdf 29AUG2023: 9:40 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6405: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
BFI Fatigue Score at Week 24

Responder, n(%) 0 1 ( 25.0%) 4 ( 15.4%) 0
Unadjusted Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% Cl) NA NA
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 22 ( 84.6%) 20 (100.0%)

Non-missing 1 ( 50.0%) 2 ( 50.0%) 13 ( 50.0%) 14 ( 70.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip3.pdf 29AUG2023: 9:40 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6405: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 6 ( 10.3%) 3 ( 4.3%)
Unadjusted Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 52 ( 89.7%) 67 ( 95.7%)

Non-missing 35 ( 60-3%) 48 ( 68.6%)

Missing 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip3.pdf 29AUG2023: 9:40 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6405: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
BFI Interference Score at Week 24

Responder, n(%) 0 0 2 ( 7-T%) 0
Unadjusted Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% Cl) NA NA
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 24 ( 92.3%) 20 (100.0%)

Non-missing 1 ( 50.0%) 3 ( 75.0%) 15 ( 57.7%) 14 ( 70.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip3.pdf 29AUG2023: 9:40 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6405: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
BFI Interference Score at Week 24

Responder, n(%) 4 ( 6.9%) 2 ( 2.9%)
Unadjusted Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 54 ( 93.1%) 68 ( 97.1%)

Non-missing 37 ( 63.8%) 49 ( 70.0%)

Missing 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-ip3.pdf 29AUG2023: 9:40 Page 6 of 6



GSK Oncology
Study GS-US-352-0101

Table 2.6408: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline

MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

Post-ET Myelofibrosis

MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
BFI Total Score at Week 24
Responder, n(%) 4 ( 6.8%) 3 ( 5.6%) 3 ( 18.8%) 0

Unadjusted Relative Risk (95% CI)

p-value [1] 0.79
Unadjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Unadjusted Odds Ratio (95% CI) 1.24 (0.26, 5.79)
p-value [1] 0.79
Unadjusted Absolute Risk Difference (95% CI) 0.01 (-0.08, 0.10)
Adjusted Relative Risk (95% Cl) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]

55 ( 93.2%)
38 ( 64.4%)
17 ( 28.8%)

Non-Responder, n(%)
Non-missing
Missing

1.22 (0.29, 5.21)

51 ( 94.4%)
41 ( 75.9%)
10 ( 18.5%)

11.94 (0.66, 217.48
0.094

14.78 (0.71, 306.83
0.082
0.19 (-0.01, 0.39)
NA
NA

13 ( 81.3%)
7 ( 43.8%)
6 ( 37.5%)

28 (100.0%)
17 ( 60.7%)
11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-mf.pdf 29AUG2023: 9:40
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GSK Oncology
Study GS-US-352-0101
Table 2.6408: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
BFI Total Score at Week 24
Responder, n(%) 0 1 ( 8.3%)
Unadjusted Relative Risk (95% CI) 0.36 (0.02, 8.04)
p-value [1] 0.52
Unadjusted interaction test for Treatment*Myelofibrosis Disease NA
Type [3]
Unadjusted Odds Ratio (95% CI) 0.33 (0.01, 9.07)
p-value [1] 0.51
Unadjusted Absolute Risk Difference (95% CI) -0.07 (-0.28, 0.13)
Adjusted Relative Risk (95% ClI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*Myelofibrosis Disease NA
Type [3]
Non-Responder, n(%) 11 (100.0%) 11 ( 91.7%)
Non-missing 7 ( 63.6%) 6 ( 50.0%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-mf.pdf 29AUG2023: 9:40 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6408: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
BFI Fatigue Score at Week 24
Responder, n(%) 7 ( 11.9%) 2 ( 3.7) 3 ( 18.8%) 0
Unadjusted Relative Risk (95% CI) 3.20 (0.70, 14.76) 11.94 (0.66, 217.48
p-value [1] 0.14 0.094
Unadjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Unadjusted Odds Ratio (95% CI) 3.50 (0.69, 17.65) 14.78 (0.71, 306.83
p-value [1] 0.13 0.082
Unadjusted Absolute Risk Difference (95% CI) 0.08 (-0.02, 0.18) 0.19 (-0.01, 0.39)
Adjusted Relative Risk (95% Cl) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Non-Responder, n(%) 52 ( 88.1%) 52 ( 96.3%) 13 ( 81.3%) 28 (100.0%)
Non-missing 35 ( 59.3%) 42 ( 77.8%) 7 ( 43.8%) 17 ( 60.7%)
Missing 17 ( 28.8%) 10 ( 18.5%) 6 ( 37.5%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-mf.pdf 29AUG2023: 9:40 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6408: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 0 2 ( 16.7%)
Unadjusted Relative Risk (95% CI) 0.22 (0.01, 4.07)
p-value [1] 0.31
Unadjusted interaction test for Treatment*Myelofibrosis Disease NA
Type [3]
Unadjusted Odds Ratio (95% CI) 0.18 (0.01, 4.26)
p-value [1] 0.29
Unadjusted Absolute Risk Difference (95% CI) -0.15 (-0.39, 0.09)
Adjusted Relative Risk (95% ClI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*Myelofibrosis Disease NA
Type [3]
Non-Responder, n(%) 11 (100.0%) 10 ( 83.3%)
Non-missing 7 ( 63.6%) 5 ( 41.7%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-mf.pdf 29AUG2023: 9:40 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6408: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
BFI Interference Score at Week 24
Responder, n(%) 3 ( 5.1%) 1 (C 1-9%) 3 ( 18.8%) 0
Unadjusted Relative Risk (95% CI) 2.75 (0.29, 25.61) 11.94 (0.66, 217.48
p-value [1] 0.38 0.094
Unadjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Unadjusted Odds Ratio (95% CI) 2.84 (0.29, 28.15) 14.78 (0.71, 306.83
p-value [1] 0.37 0.082
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.03, 0.10) 0.19 (-0.01, 0.39)
Adjusted Relative Risk (95% Cl) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Non-Responder, n(%) 56 ( 94.9%) 53 ( 98.1%) 13 ( 81.3%) 28 (100.0%)
Non-missing 39 ( 66.1%) 43 ( 79.6%) 7 ( 43.8%) 17 ( 60.7%)
Missing 17 ( 28.8%) 10 ( 18.5%) 6 ( 37.5%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-mf.pdf 29AUG2023: 9:40 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6408: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
BFI Interference Score at Week 24
Responder, n(%) 0 1 ( 8.3%)
Unadjusted Relative Risk (95% CI) 0.36 (0.02, 8.04)
p-value [1] 0.52
Unadjusted interaction test for Treatment*Myelofibrosis Disease NA
Type [3]
Unadjusted Odds Ratio (95% CI) 0.33 (0.01, 9.07)
p-value [1] 0.51
Unadjusted Absolute Risk Difference (95% CI) -0.07 (-0.28, 0.13)
Adjusted Relative Risk (95% ClI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*Myelofibrosis Disease NA
Type [3]
Non-Responder, n(%) 11 (100.0%) 11 ( 91.7%)
Non-missing 7 ( 63.6%) 6 ( 50.0%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-mf.pdf 29AUG2023: 9:40 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6403: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
BFI Total Score at Week 24

Responder, n(%) 4 ( 8.0%) 2 ( 3.6%) 3 ( 8.3%) 2 ( 5.3%)
Unadjusted Relative Risk (95% CI) 2.24 (0.43, 11.71) 1.58 (0.28, 8.93)

p-value [1] 0.34 0.60
Unadjusted interaction test for Treatment*Gender [3] NA
Unadjusted Odds Ratio (95% CI) 2.35 (0.41, 13.41) 1.64 (0.26, 10.41)

p-value [1] 0.34 0.60
Unadjusted Absolute Risk Difference (95% CI) 0.04 (-0.05, 0.13) 0.03 (-0.08, 0.15)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Gender [3] NA
Non-Responder, n(%) 46 ( 92.0%) 54 ( 96.4%) 33 (1 91.7%) 36 ( 94.7%)

Non-missing 31 ( 62.0%) 40 ( 71.4%) 21 ( 58.3%) 24 ( 63.2%)

Missing 15 ( 30.0%) 14 ( 25.0%) 12 ( 33.3%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-sex.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6403: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 6 ( 12.0%) 3 ( 5.4%) 4 ( 11.1%) 1 ( 2.6%)
Unadjusted Relative Risk (95% CI) 2.24 (0.59, 8.49) 4.22 (0.50, 36.01)

p-value [1] 0.24 0.19
Unadjusted interaction test for Treatment*Gender [3] NA
Unadjusted Odds Ratio (95% CI) 2.41 (0.57, 10.19) 4.63 (0.49, 43.52)

p-value [1] 0.23 0.18
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.04, 0.17) 0.08 (-0.03, 0.20)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Gender [3] NA
Non-Responder, n(%) 44 ( 88.0%) 53 ( 94.6%) 32 ( 88.9%) 37 ( 97.4%)

Non-missing 29 ( 58.0%) 39 ( 69.6%) 20 ( 55.6%) 25 ( 65.8%)

Missing 15 ( 30.0%) 14 ( 25.0%) 12 ( 33.3%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-sex.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6403: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
BFI Interference Score at Week 24

Responder, n(%) 3 ( 6.0%) 1 (C 1-8%) 3 ( 8.3%) 1 ( 2.6%)
Unadjusted Relative Risk (95% CI) 3.36 (0.36, 31.27) 3.17 (0.35, 29.06)

p-value [1] 0.29 0.31
Unadjusted interaction test for Treatment*Gender [3] NA
Unadjusted Odds Ratio (95% CI) 3.51 (0.35, 34.89) 3.36 (0.33, 33.93)

p-value [1] 0.28 0.30
Unadjusted Absolute Risk Difference (95% CI) 0.04 (-0.03, 0.12) 0.06 (-0.05, 0.16)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Gender [3] NA
Non-Responder, n(%) 47 ( 94.0%) 55 ( 98.2%) 33 (1 91.7%) 37 ( 97.4%)

Non-missing 32 ( 64.0%) 41 ( 73.2%) 21 ( 58.3%) 25 ( 65.8%)

Missing 15 ( 30.0%) 14 ( 25.0%) 12 ( 33.3%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-sex.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6410: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
BFI Total Score at Week 24
Responder, n(%) 4 ( 8.5%) 1 (C 2.3%) 3 (C 7-Th) 3 ( 5.9%)
Unadjusted Relative Risk (95% CI) 3.66 (0.43, 31.48) 1.31 (0.28, 6.13)
p-value [1] 0.24 0.73
Unadjusted interaction test for Treatment*Baseline Spleen NA
Volume Group [3]
Unadjusted Odds Ratio (95% CI) 3.91 (0.42, 36.42) 1.33 (0.25, 7.00)
p-value [1] 0.23 0.73
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.03, 0.15) 0.02 (-0.09, 0.12)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Spleen Volume NA
Group [3]
Non-Responder, n(%) 43 ( 91.5%) 42 ( 97.7%) 36 ( 92.3%) 48 ( 94.1%)
Non-missing 31 ( 66.0%) 30 ( 69.8%) 21 ( 53.8%) 34 ( 66.7%)
Missing 12 ( 25.5%) 12 ( 27.9%) 15 ( 38.5%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-svb.pdf 29AUG2023: 9:41 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6410: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 6 ( 12.8%) 2 ( 4.7%) 4 ( 10.3%) 2 ( 3.9%)
Unadjusted Relative Risk (95% CI) 2.74 (0.58, 12.88) 2.62 (0.50, 13.56)
p-value [1] 0.20 0.25
Unadjusted interaction test for Treatment*Baseline Spleen NA
Volume Group [3]
Unadjusted Odds Ratio (95% CI) 3.00 (0.57, 15.74) 2.80 (0.49, 16.14)
p-value [1] 0.19 0.25
Unadjusted Absolute Risk Difference (95% CI) 0.08 (-0.03, 0.20) 0.06 (-0.05, 0.17)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Spleen Volume NA
Group [3]
Non-Responder, n(%) 41 ( 87.2%) 41 ( 95.3%) 35 ( 89.7%) 49 ( 96.1%)
Non-missing 29 ( 61.7%) 29 ( 67.4%) 20 ( 51.3%) 35 ( 68.6%)
Missing 12 ( 25.5%) 12 ( 27.9%) 15 ( 38.5%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-svb.pdf 29AUG2023: 9:41 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6410: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
BFI Interference Score at Week 24
Responder, n(%) 4 ( 8.5%) 0 2 ( 5.1%) 2 ( 3.9%)
Unadjusted Relative Risk (95% CI) 8.25 (0.46, 148.89) 1.31 (0.19, 8.88)
p-value [1] 0.15 0.78
Unadjusted interaction test for Treatment*Baseline Spleen NA
Volume Group [3]
Unadjusted Odds Ratio (95% CI) 9.00 (0.47, 172.27) 1.32 (0.18, 9.84)
p-value [1] 0.14 0.78
Unadjusted Absolute Risk Difference (95% CI) 0.08 (-0.01, 0.17) 0.01 (-0.08, 0.10)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Spleen Volume NA
Group [3]
Non-Responder, n(%) 43 ( 91.5%) 43 (100.0%) 37 ( 94.9%) 49 ( 96.1%)
Non-missing 31 ( 66.0%) 31 ( 72.1%) 22 ( 56.4%) 35 ( 68.6%)
Missing 12 ( 25.5%) 12 ( 27.9%) 15 ( 38.5%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-svb.pdf 29AUG2023: 9:41 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6409: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
BFI Total Score at Week 24

Responder, n(%) 4 ( 9.1%) 2 ( 3.6%) 3 ( 7-3%n) 2 ( 5.3%)
Unadjusted Relative Risk (95% CI) 2.50 (0.48, 13.02) 1.39 (0.25, 7.87)

p-value [1] 0.28 0.71
Unadjusted interaction test for Treatment*Baseline TSS Group [3] NA
Unadjusted Odds Ratio (95% CI) 2.65 (0.46, 15.19) 1.42 (0.22, 9.01)

p-value [1] 0.27 0.71
Unadjusted Absolute Risk Difference (95% CI) 0.05 (-0.04, 0.15) 0.02 (-0.09, 0.13)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline TSS Group [3] NA
Non-Responder, n(%) 40 ( 90.9%) 53 ( 96.4%) 38 (92.7%) 36 ( 94.7%)

Non-missing 31 ( 70.5%) 40 ( 72.7%) 20 ( 48.8%) 23 ( 60.5%)

Missing 9 ( 20.5%) 13 ( 23.6%) 18 ( 43.9%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment and baseline
TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-tss.pdf 29AUG2023: 9:40 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6409: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 5 ( 11.4%) 1 (C 1-8%) 5 ( 12.2%) 3 (C 7-9%)
Unadjusted Relative Risk (95% CI) 6.25 (0.76, 51.56) 1.54 (0.40, 6.03)

p-value [1] 0.089 0.53
Unadjusted interaction test for Treatment*Baseline TSS Group [3] NA
Unadjusted Odds Ratio (95% CI) 6.92 (0.78, 61.63) 1.62 (0.36, 7.30)

p-value [1] 0.083 0.53
Unadjusted Absolute Risk Difference (95% CI) 0.10 (0.00, 0.20) 0.04 (-0.09, 0.17)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline TSS Group [3] NA
Non-Responder, n(%) 39 ( 88.6%) 54 ( 98.2%) 36 ( 87.8%) 35 (. 92.1%)

Non-missing 30 ( 68.2%) 41 ( 74.5%) 18 ( 43.9%) 22 ( 57.9%)

Missing 9 ( 20.5%) 13 ( 23.6%) 18 ( 43.9%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment and baseline
TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-tss.pdf 29AUG2023: 9:40 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6409: Analysis of Response Rate (deterioration, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
BFI Interference Score at Week 24

Responder, n(%) 4 ( 9.1%) 1 (C 1-8%) 2 ( 4.9%) 1 ( 2.6%)
Unadjusted Relative Risk (95% CI) 5.00 (0.58, 43.15) 1.85 (0.18, 19.62)

p-value [1] 0.14 0.61
Unadjusted interaction test for Treatment*Baseline TSS Group [3] NA
Unadjusted Odds Ratio (95% CI) 5.40 (0.58, 50.18) 1.90 (0.17, 21.82)

p-value [1] 0.14 0.61
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.02, 0.16) 0.02 (-0.06, 0.11)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline TSS Group [3] NA
Non-Responder, n(%) 40 ( 90.9%) 54 ( 98.2%) 39 ( 95.1%) 37 ( 97.4%)

Non-missing 31 ( 70.5%) 41 ( 74.5%) 21 ( 51.2%) 24 ( 63.2%)

Missing 9 ( 20.5%) 13 ( 23.6%) 18 ( 43.9%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment and baseline
TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-det-tss.pdf 29AUG2023: 9:40 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6302: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
BFI Total Score at Week 24

Responder, n(%) 3 ( 12.5%) 9 ( 25.0%) 18 ( 29.0%) 17 ( 29.3%)
Unadjusted Inverse Relative Risk (95% CI) 2.00 (0.60, 6.64) 1.01 (0.58, 1.76)

p-value [1] 0.26 0.97
Unadjusted interaction test for Treatment*Age Group [3] 0.28
Unadjusted Inverse Odds Ratio (95% CI) 2.33 (0.56, 9.71) 1.01 (0.46, 2.23)

p-value [1] 0.24 0.97
Unadjusted Absolute Risk Difference (95% CI) -0.13 (-0.32, 0.07) 0.00 (-0.17, 0.16)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 21 ( 87.5%) 27 ( 75.0%) 44 ( 71.0%) 41 ( 70.7%)

Non-missing 13 ( 54.2%) 16 ( 44.4%) 25 ( 40.3%) 26 ( 44.8%)

Missing 8 ( 33.3%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-age.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6302: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 4 ( 16.7%) 5 ( 13.9%) 19 ( 30.6%) 18 ( 31.0%)
Unadjusted Inverse Relative Risk (95% CI) 0.83 (0.25, 2.79) 1.01 (0.59, 1.73)

p-value [1] 0.77 0.96
Unadjusted interaction test for Treatment*Age Group [3] 0.78
Unadjusted Inverse Odds Ratio (95% CI) 0.81 (0.19, 3.37) 1.02 (0.47, 2.21)

p-value [1] 0.77 0.96
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.16, 0.21) 0.00 (-0.17, 0.16)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.16 (0.68, 1.96)

p-value [2] NE 0.59
Adjusted interaction test for Treatment*Age Group [3] 0.62
Non-Responder, n(%) 20 ( 83.3%) 31 ( 86.1%) 43 ( 69.4%) 40 ( 69.0%)

Non-missing 12 ( 50.0%) 20 ( 55.6%) 24 ( 38.7%) 25 ( 43.1%)

Missing 8 ( 33.3%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-age.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6302: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
BFI Interference Score at Week 24

Responder, n(%) 4 ( 16.7%) 9 ( 25.0%) 16 ( 25.8%) 18 ( 31.0%)
Unadjusted Inverse Relative Risk (95% CI) 1.50 (0.52, 4.32) 1.20 (0.68, 2.13)

p-value [1] 0.45 0.53
Unadjusted interaction test for Treatment*Age Group [3] 0.71
Unadjusted Inverse Odds Ratio (95% CI) 1.67 (0.45, 6.19) 1.29 (0.58, 2.87)

p-value [1] 0.45 0.53
Unadjusted Absolute Risk Difference (95% CI) -0.08 (-0.29, 0.12) -0.05 (-0.21, 0.11)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 20 ( 83.3%) 27 ( 75.0%) 46 ( 74.2%) 40 ( 69.0%)

Non-missing 12 ( 50.0%) 16 ( 44.4%) 27 ( 43.5%) 25 ( 43.1%)

Missing 8 ( 33.3%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-age.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6304: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
BFI Total Score at Week 24
Responder, n(%) 14 ( 26.4%) 12 ( 23.5%) 7 ( 21.2%) 14 ( 32.6%)
Unadjusted Inverse Relative Risk (95% CI) 0.89 (0.46, 1.74) 1.53 (0.70, 3.37)
p-value [1] 0.73 0.29
Unadjusted interaction test for Treatment*Region [3] 0.29
Unadjusted Inverse Odds Ratio (95% CI) 0.86 (0-35, 2.09) 1.79 (0.63, 5.13)
p-value [1] 0.73 0.28
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.14, 0.20) -0.11 (-0.31, 0.08)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Region [3] NE
Non-Responder, n(%) 39 ( 73.6%) 39 ( 76.5%) 26 ( 78.8%) 29 ( 67.4%)
Non-missing 18 ( 34.0%) 21 ( 41.2%) 20 ( 60.6%) 21 ( 48.8%)
Missing 21 ( 39.6%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-geo.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6304: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 13 ( 24.5%) 12 ( 23.5%) 10 ( 30-3%) 11 ( 25.6%)
Unadjusted Inverse Relative Risk (95% CI) 0.96 (0.48, 1.90) 0.84 (0.41, 1.75)
p-value [1] 0.91 0.65
Unadjusted interaction test for Treatment*Region [3] 0.80
Unadjusted Inverse Odds Ratio (95% CI) 0.95 (0.38, 2.33) 0.79 (0.29, 2.17)
p-value [1] 0.91 0.65
Unadjusted Absolute Risk Difference (95% CI) 0.01 (-0.15, 0.17) 0.05 (-0.16, 0.25)
Adjusted Inverse Relative Risk (95% CI) [2] 0.90 (0.47, 1.75) NE
p-value [2] 0.76 NE
Adjusted interaction test for Treatment*Region [3] 0.78
Non-Responder, n(%) 40 ( 75.5%) 39 ( 76.5%) 23 ( 69.7%) 32 ( 74.4%)
Non-missing 19 ( 35.8%) 21 ( 41.2%) 17 ( 51.5%) 24 ( 55.8%)
Missing 21 ( 39.6%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-geo.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6304: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
BFI Interference Score at Week 24
Responder, n(%) 13 ( 24.5%) 11 ( 21.6%) 7 ( 21.2%) 16 ( 37-2%)
Unadjusted Inverse Relative Risk (95% CI) 0.88 (0.43, 1.78) 1.75 (0.82, 3.76)
p-value [1] 0.72 0.15
Unadjusted interaction test for Treatment*Region [3] 0.18
Unadjusted Inverse Odds Ratio (95% CI) 0.85 (0.-34, 2.11) 2.20 (0.78, 6.22)
p-value [1] 0.72 0.14
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.13, 0.19) -0.16 (-0.36, 0.04)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Region [3] NE
Non-Responder, n(%) 40 ( 75.5%) 40 ( 78.4%) 26 ( 78.8%) 27 ( 62.8%)
Non-missing 19 ( 35.8%) 22 ( 43.1%) 20 ( 60.6%) 19 ( 44.2%)
Missing 21 ( 39.6%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-geo.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6307: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
BFI Total Score at Week 24
Responder, n(%) 8 ( 28.6%) 6 ( 28.6%) 13 ( 22.4%) 20 ( 27.4%)
Unadjusted Inverse Relative Risk (95% Cl) 1.00 (0.41, 2.45) 1.22 (0.67, 2.24)
p-value [1] 1.00 0.52
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.71
Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.00 (0.29, 3.50) 1.31 (0.58, 2.92)
p-value [1] 1.00 0.51
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.26, 0.26) -0.05 (-0.20, 0.10)
Adjusted Inverse Relative Risk (95% CI) [2] 0.98 (0.41, 2.32) NE
p-value [2] 0.96 NE
Adjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Non-Responder, n(%) 20 ( 71.4%) 15 ( 71.4%) 45 ( 77.6%) 53 ( 72.6%)
Non-missing 10 ( 35.7%) 10 ( 47.6%) 28 ( 48.3%) 32 ( 43.8%)
Missing 10 ( 35.7%) 5 ( 23.8%) 17 ( 29.3%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-hgb.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6307: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 10 ( 35.7%) 6 ( 28.6%) 13 ( 22.4%) 17 ( 23.3%)
Unadjusted Inverse Relative Risk (95% Cl) 0.80 (0.35, 1.85) 1.04 (0.55, 1.96)
p-value [1] 0.60 0.91
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.62
Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.72 (0.21, 2.44) 1.05 (0.46, 2.39)
p-value [1] 0.60 0.91
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.19, 0.33) -0.01 (-0.15, 0.14)
Adjusted Inverse Relative Risk (95% CI) [2] 0.79 (0.35, 1.78) 1.11 (0.60, 2.03)
p-value [2] 0.56 0.75
Adjusted interaction test for Treatment*Baseline Hemoglobin 0.50
Level Group [3]
Non-Responder, n(%) 18 ( 64.3%) 15 ( 71.4%) 45 ( 77.6%) 56 ( 76.7%)
Non-missing 8 ( 28.6%) 10 ( 47.6%) 28 ( 48.3%) 35 ( 47.9%)
Missing 10 ( 35.7%) 5 ( 23.8%) 17 ( 29.3%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-hgb.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6307: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
BFI Interference Score at Week 24
Responder, n(%) 7 ( 25.0%) 5 ( 23.8%) 13 ( 22.4%) 22 ( 30.1%)
Unadjusted Inverse Relative Risk (95% Cl) 0.95 (0.35, 2.58) 1.34 (0.74, 2.43)
p-value [1] 0.92 0.33
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.56
Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.94 (0.25, 3.51) 1.49 (0.67, 3.30)
p-value [1] 0.92 0.32
Unadjusted Absolute Risk Difference (95% CI) 0.01 (-0.23, 0.25) -0.08 (-0.23, 0.07)
Adjusted Inverse Relative Risk (95% CI) [2] 0.92 (0.35, 2.45) NE
p-value [2] 0.87 NE
Adjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Non-Responder, n(%) 21 ( 75.0%) 16 ( 76.2%) 45 ( 77.6%) 51 ( 69.9%)
Non-missing 11 ( 39.3%) 11 ( 52.4%) 28 ( 48.3%) 30 ( 41.1%)
Missing 10 ( 35.7%) 5 ( 23.8%) 17 ( 29.3%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-hgb.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6306: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
BFI Total Score at Week 24

Responder, n(%) 4 ( 14.3%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)
Unadjusted Inverse Relative Risk (95% Cl) 2.04 (0.68, 6.14) 0.93 (0.53, 1.61)

p-value [1] 0.20 0.79
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.20
Unadjusted Inverse Odds Ratio (95% CI) 2.47 (0.62, 9.79) 0.90 (0.41, 1.95)

p-value [1] 0.20 0.79
Unadjusted Absolute Risk Difference (95% CI) -0.15 (-0.37, 0.07) 0.02 (-0.14, 0.18)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 24 ( 85.7%) 17 ( 70.8%) 41 ( 70.7%) 51 ( 72.9%)

Non-missing 14 ( 50.0%) 10 ( 41.7%) 24 ( 41.4%) 32 ( 45.7%)

Missing 10 ( 35.7%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip2.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6306: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 6 ( 21.4%) 4 ( 16.7%) 17 ( 29.3%) 19 ( 27.1%)
Unadjusted Inverse Relative Risk (95% Cl) 0.78 (0.25, 2.44) 0.93 (0.53, 1.61)

p-value [1] 0.67 0.79
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.79
Unadjusted Inverse Odds Ratio (95% CI) 0.73 (0.18, 2.98) 0.90 (0.41, 1.95)

p-value [1] 0.66 0.79
Unadjusted Absolute Risk Difference (95% CI) 0.05 (-0.17, 0.26) 0.02 (-0.14, 0.18)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.98 (0.57, 1.67)

p-value [2] NE 0.94
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.69
Non-Responder, n(%) 22 ( 78.6%) 20 ( 83.3%) 41 ( 70.7%) 51 ( 72.9%)

Non-missing 12 ( 42.9%) 13 ( 54.2%) 24 ( 41.4%) 32 ( 45.7%)

Missing 10 ( 35.7%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip2.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6306: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
BFI Interference Score at Week 24

Responder, n(%) 5 ( 17.9%) 8 ( 33.3%) 15 ( 25.9%) 19 ( 27.1%)
Unadjusted Inverse Relative Risk (95% Cl) 1.87 (0.70, 4.95) 1.05 (0.59, 1.88)

p-value [1] 0.21 0.87
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.31
Unadjusted Inverse Odds Ratio (95% CI) 2.30 (0.64, 8.33) 1.07 (0.49, 2.35)

p-value [1] 0.20 0.87
Unadjusted Absolute Risk Difference (95% CI) -0.15 (-0.39, 0.08) -0.01 (-0.17, 0.14)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 23 ( 82.1%) 16 ( 66.7%) 43 ( 74.1%) 51 ( 72.9%)

Non-missing 13 ( 46.4%) 9 ( 37.5%) 26 ( 44.8%) 32 ( 45.7%)

Missing 10 ( 35.7%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip2.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6305: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
BFI Total Score at Week 24

Responder, n(%) 0 1 ( 25.0%) 4 ( 15.4%) 6 ( 30.0%)
Unadjusted Inverse Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% Cl) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 22 ( 84.6%) 14 ( 70.0%)

Non-missing 1 ( 50.0%) 2 ( 50.0%) 13 ( 50.0%) 8 ( 40.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip3.pdf 29AUG2023: 9:39 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6305: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
BFI Total Score at Week 24

Responder, n(%) 17 ( 29.3%) 19 ( 27.1%)
Unadjusted Inverse Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Inverse Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% Cl1) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 41 ( 70.7%) 51 ( 72.9%)

Non-missing 24 ( 41.4%) 32 ( 45.7%)

Missing 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip3.pdf 29AUG2023: 9:39 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6305: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
BFI Fatigue Score at Week 24

Responder, n(%) 1 ( 50.0%) 0 5 ( 19.2%) 4 ( 20.0%)
Unadjusted Inverse Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% Cl) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 1 ( 50.0%) 4 (100.0%) 21 ( 80.8%) 16 ( 80.0%)

Non-missing 0 3 ( 75.0%) 12 ( 46.2%) 10 ( 50.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip3.pdf 29AUG2023: 9:39 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6305: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 17 ( 29.3%) 19 ( 27.1%)
Unadjusted Inverse Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Inverse Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% Cl1) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 41 ( 70.7%) 51 ( 72.9%)

Non-missing 24 ( 41.4%) 32 ( 45.7%)

Missing 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip3.pdf 29AUG2023: 9:39 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6305: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
BFI Interference Score at Week 24

Responder, n(%) 0 1 ( 25.0%) 5 ( 19.2%) 7 ( 35.0%)
Unadjusted Inverse Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% Cl) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 21 ( 80.8%) 13 ( 65.0%)

Non-missing 1 ( 50.0%) 2 ( 50.0%) 12 ( 46.2%) 7 ( 35.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip3.pdf 29AUG2023: 9:39 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6305: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
BFI Interference Score at Week 24

Responder, n(%) 15 ( 25.9%) 19 ( 27.1%)
Unadjusted Inverse Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Inverse Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% Cl1) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 43 ( 74.1%) 51 ( 72.9%)

Non-missing 26 ( 44.8%) 32 ( 45.7%)

Missing 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

including treatment, baseline TD

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-ip3.pdf 29AUG2023: 9:39 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6308: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
BFI Total Score at Week 24
Responder, n(%) 17 ( 28.8%) 18 ( 33.3%) 1 ( 6.3%) 6 ( 21.4%)
Unadjusted Inverse Relative Risk (95% CI) 1.16 (0.67, 2.01) 3.43 (0.45, 26.00)
p-value [1] 0.60 0.23
Unadjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.24 (0.56, 2.75) 4.09 (0.45, 37.53)
p-value [1] 0.60 0.21
Unadjusted Absolute Risk Difference (95% CI) -0.05 (-0.22, 0.13) -0.15 (-0.34, 0.04)
Adjusted Inverse Relative Risk (95% Cl) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Non-Responder, n(%) 42 ( 71.2%) 36 ( 66.7%) 15 ( 93.8%) 22 ( 78.6%)
Non-missing 25 ( 42.4%) 26 ( 48.1%) 9 ( 56.3%) 11 ( 39.3%)
Missing 17 ( 28.8%) 10 ( 18.5%) 6 ( 37.5%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-mf.pdf 29AUG2023: 9:39 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6308: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
BFI Total Score at Week 24
Responder, n(%) 3 ( 27.3%) 2 ( 16.7%)
Unadjusted Inverse Relative Risk (95% CI) 0.61 (0.12, 3.00)
p-value [1] 0.54
Unadjusted interaction test for Treatment*Myelofibrosis Disease 0.32
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.53 (0.07, 4.01)
p-value [1] 0.54
Unadjusted Absolute Risk Difference (95% CI) 0.11 (-0.23, 0.44)
Adjusted Inverse Relative Risk (95% CI) [2] NE
p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis Disease NE
Type [3]
Non-Responder, n(%) 8 ( 72.7%) 10 ( 83.3%)
Non-missing 4 ( 36.4%) 5 ( 41.7%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-mf.pdf 29AUG2023: 9:39 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6308: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
BFI Fatigue Score at Week 24
Responder, n(%) 18 ( 30.5%) 16 ( 29.6%) 1 ( 6.3%) 5 ( 17.9%)
Unadjusted Inverse Relative Risk (95% CI) 0.97 (0.55, 1.71) 2.86 (0.37, 22.36)
p-value [1] 0.92 0.32
Unadjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.96 (0.43, 2.15) 3.26 (0.35, 30.74)
p-value [1] 0.92 0.30
Unadjusted Absolute Risk Difference (95% CI) 0.01 (-0.16, 0.18) -0.12 (-0.30, 0.07)
Adjusted Inverse Relative Risk (95% Cl) [2] 1.08 (0.62, 1.87) NE
p-value [2] 0.79 NE
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Non-Responder, n(%) 41 ( 69.5%) 38 ( 70.4%) 15 ( 93.8%) 23 ( 82.1%)
Non-missing 24 ( 40.7%) 28 ( 51-9%) 9 ( 56.3%) 12 ( 42.9%)
Missing 17 ( 28.8%) 10 ( 18.5%) 6 ( 37.5%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-mf.pdf 29AUG2023: 9:39 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6308: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 4 ( 36.4%) 2 ( 16.7%)
Unadjusted Inverse Relative Risk (95% CI) 0.46 (0.10, 2.03)
p-value [1] 0.30
Unadjusted interaction test for Treatment*Myelofibrosis Disease 0.28
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.35 (0.05, 2.47)
p-value [1] 0.29
Unadjusted Absolute Risk Difference (95% CI) 0.20 (-0.16, 0.55)
Adjusted Inverse Relative Risk (95% CI) [2] NE
p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis Disease 0.30
Type [3]
Non-Responder, n(%) 7 ( 63.6%) 10 ( 83.3%)
Non-missing 3 ( 27.3%) 5 ( 41.7%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-mf.pdf 29AUG2023: 9:39 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6308: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
BFI Interference Score at Week 24
Responder, n(%) 17 ( 28.8%) 18 ( 33.3%) 0 7 ( 25.0%)
Unadjusted Inverse Relative Risk (95% CI) 1.16 (0.67, 2.01) 8.79 (0.53, 144.52)
p-value [1] 0.60 0.13
Unadjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.24 (0.56, 2.75) 11.51 (0.61, 216.40
p-value [1] 0.60 0.10
Unadjusted Absolute Risk Difference (95% CI) -0.05 (-0.22, 0.13) -0.23 (-0.41, -0.05
Adjusted Inverse Relative Risk (95% Cl) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Non-Responder, n(%) 42 ( 71.2%) 36 ( 66.7%) 16 (100.0%) 21 ( 75.0%)
Non-missing 25 ( 42.4%) 26 ( 48.1%) 10 ( 62.5%) 10 ( 35.7%)
Missing 17 ( 28.8%) 10 ( 18.5%) 6 ( 37.5%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-mf.pdf 29AUG2023: 9:39 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6308: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
BFI Interference Score at Week 24
Responder, n(%) 3 ( 27.3%) 2 ( 16.7%)
Unadjusted Inverse Relative Risk (95% CI) 0.61 (0.12, 3.00)
p-value [1] 0.54
Unadjusted interaction test for Treatment*Myelofibrosis Disease NE
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.53 (0.07, 4.01)
p-value [1] 0.54
Unadjusted Absolute Risk Difference (95% CI) 0.11 (-0.23, 0.44)
Adjusted Inverse Relative Risk (95% CI) [2] NE
p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis Disease NE
Type [3]
Non-Responder, n(%) 8 ( 72.7%) 10 ( 83.3%)
Non-missing 4 ( 36.4%) 5 ( 41.7%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-mf.pdf 29AUG2023: 9:39 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6303: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
BFI Total Score at Week 24

Responder, n(%) 13 ( 26.0%) 16 ( 28.6%) 8 ( 22.2%) 10 ( 26.3%)
Unadjusted Inverse Relative Risk (95% CI) 1.10 (0.59, 2.05) 1.18 (0.53, 2.66)

p-value [1] 0.77 0.68
Unadjusted interaction test for Treatment*Gender [3] 0.89
Unadjusted Inverse Odds Ratio (95% CI) 1.14 (0.48, 2.68) 1.25 (0.43, 3.63)

p-value [1] 0.77 0.68
Unadjusted Absolute Risk Difference (95% CI) -0.03 (-0.20, 0.14) -0.04 (-0.24, 0.15)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Gender [3] NE
Non-Responder, n(%) 37 ( 74.0%) 40 ( 71.4%) 28 ( 77.8%) 28 ( 73.7%)

Non-missing 22 ( 44.0%) 26 ( 46.4%) 16 ( 44.4%) 16 ( 42.1%)

Missing 15 ( 30.0%) 14 ( 25.0%) 12 ( 33.3%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-sex.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6303: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
BFI Fatigue Score at Week 24

Responder, n(%) 14 ( 28.0%) 12 ( 21.4%) 9 ( 25.0%) 11 ( 28.9%)
Unadjusted Inverse Relative Risk (95% CI) 0.77 (0.39, 1.50) 1.16 (0.54, 2.46)

p-value [1] 0.43 0.70
Unadjusted interaction test for Treatment*Gender [3] 0.42
Unadjusted Inverse Odds Ratio (95% CI) 0.70 (0.29, 1.70) 1.22 (0.44, 3.42)

p-value [1] 0.43 0.70
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.10, 0.23) -0.04 (-0.24, 0.16)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.17 (0.56, 2.44)

p-value [2] NE 0.67
Adjusted interaction test for Treatment*Gender [3] 0.52
Non-Responder, n(%) 36 ( 72.0%) 44 ( 78.6%) 27 ( 75.0%) 27 ( 71.1%)

Non-missing 21 ( 42.0%) 30 ( 53.6%) 15 ( 41.7%) 15 ( 39.5%)

Missing 15 ( 30.0%) 14 ( 25.0%) 12 ( 33.3%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-sex.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6303: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
BFI Interference Score at Week 24

Responder, n(%) 13 ( 26.0%) 16 ( 28.6%) 7 ( 19.4%) 11 ( 28.9%)
Unadjusted Inverse Relative Risk (95% CI) 1.10 (0.59, 2.05) 1.49 (0.65, 3.42)

p-value [1] 0.77 0.35
Unadjusted interaction test for Treatment*Gender [3] 0.56
Unadjusted Inverse Odds Ratio (95% CI) 1.14 (0.48, 2.68) 1.69 (0.57, 4.98)

p-value [1] 0.77 0.34
Unadjusted Absolute Risk Difference (95% CI) -0.03 (-0.20, 0.14) -0.10 (-0.29, 0.10)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Gender [3] NE
Non-Responder, n(%) 37 ( 74.0%) 40 ( 71.4%) 29 ( 80.6%) 27 ( 71.1%)

Non-missing 22 ( 44.0%) 26 ( 46.4%) 17 ( 47.2%) 15 ( 39.5%)

Missing 15 ( 30.0%) 14 ( 25.0%) 12 ( 33.3%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-sex.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6310: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
BFI Total Score at Week 24
Responder, n(%) 13 ( 27.7%) 12 ( 27.9%) 8 ( 20.5%) 14 ( 27.5%)
Unadjusted Inverse Relative Risk (95% Cl) 1.01 (0.52, 1.97) 1.34 (0.62, 2.87)
p-value [1] 0.98 0.45
Unadjusted interaction test for Treatment*Baseline Spleen 0.58
Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.01 (0.40, 2.55) 1.47 (0.54, 3.95)
p-value [1] 0.98 0.45
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.19, 0.18) -0.07 (-0.25, 0.11)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline Spleen Volume NE
Group [3]
Non-Responder, n(%) 34 ( 72.3%) 31 ( 72.1%) 31 ( 79.5%) 37 ( 72.5%)
Non-missing 22 ( 46.8%) 19 ( 44.2%) 16 ( 41.0%) 23 ( 45.1%)
Missing 12 ( 25.5%) 12 ( 27.9%) 15 ( 38.5%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-svb.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6310: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 13 ( 27.7%) 10 ( 23.3%) 10 ( 25.6%) 13 ( 25.5%)
Unadjusted Inverse Relative Risk (95% Cl) 0.84 (0.41, 1.72) 0.99 (0.49, 2.02)
p-value [1] 0.63 0.99
Unadjusted interaction test for Treatment*Baseline Spleen 0.74
Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.79 (0.31, 2.06) 0.99 (0.38, 2.58)
p-value [1] 0.63 0.99
Unadjusted Absolute Risk Difference (95% CI) 0.04 (-0.14, 0.22) 0.00 (-0.18, 0.18)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.03 (0.49, 2.15)
p-value [2] NE 0.95
Adjusted interaction test for Treatment*Baseline Spleen Volume 0.95
Group [3]
Non-Responder, n(%) 34 ( 72.3%) 33 ( 76.7%) 29 ( 74.4%) 38 ( 74.5%)
Non-missing 22 ( 46.8%) 21 ( 48.8%) 14 ( 35.9%) 24 ( 47.1%)
Missing 12 ( 25.5%) 12 ( 27.9%) 15 ( 38.5%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-svb.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6310: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline
Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
BFI Interference Score at Week 24
Responder, n(%) 14 ( 29.8%) 14 ( 32.6%) 6 ( 15.4%) 13 ( 25.5%)
Unadjusted Inverse Relative Risk (95% Cl) 1.09 (0.59, 2.02) 1.66 (0.69, 3.97)
p-value [1] 0.78 0.26
Unadjusted interaction test for Treatment*Baseline Spleen 0.43
Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.14 (0.47, 2.78) 1.88 (0.64, 5.51)
p-value [1] 0.78 0.25
Unadjusted Absolute Risk Difference (95% CI) -0.03 (-0.22, 0.16) -0.10 (-0.27, 0.06)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline Spleen Volume NE
Group [3]
Non-Responder, n(%) 33 ( 70-2%) 29 ( 67.4%) 33 ( 84.6%) 38 ( 74.5%)
Non-missing 21 ( 44.7%) 17 ( 39.5%) 18 ( 46.2%) 24 ( 47.1%)
Missing 12 ( 25.5%) 12 ( 27.9%) 15 ( 38.5%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-svb.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6309: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
BFI Total Score at Week 24

Responder, n(%) 9 ( 20.5%) 9 ( 16.4%) 11 ( 26.8%) 16 ( 42.1%)
Unadjusted Inverse Relative Risk (95% CI) 0.80 (0.35, 1.84) 1.57 (0.84, 2.94)

p-value [1] 0.60 0.16
Unadjusted interaction test for Treatment*Baseline TSS Group [3] 0.21
Unadjusted Inverse Odds Ratio (95% CI) 0.76 (0.27, 2.12) 1.98 (0.77, 5.10)

p-value [1] 0.60 0.16
Unadjusted Absolute Risk Difference (95% CI) 0.04 (-0.11, 0.20) -0.15 (-0.36, 0.05)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline TSS Group [3] NE
Non-Responder, n(%) 35 ( 79.5%) 46 ( 83.6%) 30 ( 73.2%) 22 ( 57.9%)

Non-missing 26 ( 59.1%) 33 ( 60.0%) 12 ( 29.3%) 9 ( 23.7%)

Missing 9 ( 20.5%) 13 ( 23.6%) 18 ( 43.9%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment and baseline
TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-tss.pdf 29AUG2023: 9:39 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6309: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
BFI Fatigue Score at Week 24
Responder, n(%) 12 ( 27.3%) 7 ( 12.7%) 10 ( 24.4%) 15 ( 39.5%)
Unadjusted Inverse Relative Risk (95% CI) 0.47 (0.20, 1.08) 1.62 (0.83, 3.15)
p-value [1] 0.077 0.16
Unadjusted interaction test for Treatment*Baseline TSS Group [3] 0.022
Unadjusted Inverse Odds Ratio (95% CI) 0.39 (0.14, 1.09) 2.02 (0.77, 5.31)
p-value [1] 0.073 0.15
Unadjusted Absolute Risk Difference (95% CI) 0.15 (-0.01, 0.30) -0.15 (-0.35, 0.05)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.79 (0.97, 3.29)
p-value [2] NE 0.062
Adjusted interaction test for Treatment*Baseline TSS Group [3] 0.022
Non-Responder, n(%) 32 ((72.7%) 48 ( 87.3%) 31 ( 75.6%) 23 ( 60.5%)
Non-missing 23 ( 52.3%) 35 ( 63.6%) 13 ( 31.7%) 10 ( 26.3%)
Missing 9 ( 20.5%) 13 ( 23.6%) 18 ( 43.9%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment and baseline
TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-tss.pdf 29AUG2023: 9:39 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6309: Analysis of Response Rate (improvement, 15% criterion) in Brief Fatigue Inventory Score and both subdomains at Week 24 by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
BFI Interference Score at Week 24

Responder, n(%) 10 ( 22.7%) 11 ( 20.0%) 9 ( 22.0%) 15 ( 39.5%)
Unadjusted Inverse Relative Risk (95% CI) 0.88 (0.41, 1.88) 1.80 (0.89, 3.62)

p-value [1] 0.74 0.100
Unadjusted interaction test for Treatment*Baseline TSS Group [3] 0.18
Unadjusted Inverse Odds Ratio (95% CI) 0.85 (0.-32, 2.23) 2.32 (0.87, 6.21)

p-value [1] 0.74 0.094
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.14, 0.19) -0.18 (-0.38, 0.03)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline TSS Group [3] NE
Non-Responder, n(%) 34 ( 77.3%) 44 ( 80.0%) 32 ( 78.0%) 23 ( 60.5%)

Non-missing 25 ( 56.8%) 31 ( 56.4%) 14 ( 34.1%) 10 ( 26.3%)

Missing 9 ( 20.5%) 13 ( 23.6%) 18 ( 43.9%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment and baseline
TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-bfi-gba-improv.sas V.03.05 Output file: t-sgp-bfi-gba-imp-tss.pdf 29AUG2023: 9:39 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Figure 2.2210: Koplan—Meier Plot of Time to RBC Transfusion Independent Response by Baseline Spleen Volume
Double-blind Phaose
ITT-Anemic Analysis Set
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RUX 43(0) 43(0) 43(0) 43(0) 43(0) 43(0) 43(0) 43(0) 43(0) 43(0) 43(0) 43(0) 43(0) 36(7) 35(7) 35(7) 35(7) 35(7) 35(7) 35(7) 34(8) 31(10) 31(10)31(10) 21 (10) 4 (10) 2(10) 1(10) 0(10)

ITT—Anemic Analysis includes subjects in the Intent—to—Treot Populotion with Boseline Hemoglobin < 10 g/dL. R
Stratified two—sided p—value is from o log—rank test comparing treatment stratified by baseline TD (yes,no) ond baseline platelet count (<100,100-200,>200 10 "9/L).

Doto Extrocted: CRF doto: 01JUL2019
Source: g—tte—ti—-sub.sos V.03.05 Output file: g—tte—ti—svb.pdf 29AUG2023:15:20 Page 1 of 2



GSK Oncolagy
Study GS-US-352-0101
Figure 2.2210: Kaplan—Meier Plot of Time to RBC Transfusion Independent Response by Baseline Spleen Volume
Double-blind Phase
ITT-=Anemic Analysis Set

Baseline Spleen Volume Group: >= Median 1837.09 cm '3 p—value: MMB vs RUX = 0.088
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MMB
- - -~ RWX
0 1 2 3 4 5 6 7 8 9 10 1 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28
Time (weeks)
N at Risk (Events)
MMB 39(0) 39(0) 38(0) 37(0) 37(0) 37(0) 37(0) 37(0) 37(0) 36(0) 36(0) 35(0) 35(0) 23(12)22(13)22(13)22(13) 21 (13) 21 (13) 21 (13) 21 (13) 19 (13) 18 (14) 16 (15) 13 (18) 0(18) 0(18) 0(18) 0(18)
RUX 51(0) 51(0) 51(0) 51(0) 51(0) 51(0) 51(0) 51(0) 51(0) 51(0) 51(0) 51(0) 50(0) 36 (13)36 (13)36 (13) 35 (13) 35 (13) 34 (15) 33 (15) 33 (16) 31 (16) 31 (17) 27 (20) 18 (20) 0(21) 0(21) 0(21) 0(21)

[TT—Anemic Analysis includes subjects in the Intent—to-Treat Population with Baseline Hemoglobin < 10 g/dL. R
Stratified two—sided p—value is from a log—rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 10°9/L).

Data Extracted: CRF data: 01JUL2019
Source: g—tte—ti—-sub.sas V.03.05 Qutput file: g—tte—ti—svb.pdf 29AUG2023:15:20 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3102: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
No RBC Transfusion and no Hgb<8 [g/dL] Rate
Responder, n(%) 8 ( 33.3%) 9 ( 25.0%) 21 ( 33.9%) 7 ( 12.1%)
95% Exact CI 0.1563, 0.5532 0.1212, 0.4220 0.2233, 0.4701 0.0499, 0.2330
Proportion Difference - Stratified CMH Method (95% 0.03 (-0.23, 0.29) 0.26 (0.11, 0.41)
cn
p-value 0.83 <0.001
Proportion Difference - Unstratified CMH Method (95% 0.08 (-0.16, 0.33) 0.22 (0.07, 0.37)
cn
p-value 0.50 0.004
Proportion Difference - Unstratified Exact Method 0.08 (-0.18, 0.34) 0.22 (0.04, 0.39)
(95% CI)
p-value 0.56 0.005
Unadjusted Inverse Relative Risk (95% CI) 0.75 (0.34, 1.67) 0.36 (0.16, 0.77)
p-value [1] 0.48 0.009
Unadjusted interaction test for Treatment*Age Group 0.19
[31
Unadjusted Inverse Odds Ratio (95% CI) 0.67 (0.21, 2.08) 0.27 (0.10, 0.69)
p-value [1] 0.48 0.007
Unadjusted Absolute Risk Difference (95% CI) 0.08 (-0.15, 0.32) 0.22 (0.07, 0.36)
Adjusted Inverse Relative Risk (95% CI) [2] 0.90 (0.40, 2.01) NE
p-value [2] 0.79 NE
Adjusted interaction test for Treatment*Age Group [3] 0.099

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-age.pdf 29AUG2023: 9:01 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3102: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Non-responder, n(%) 16 ( 66.7%) 27 ( 75.0%) 41 ( 66.1%) 51 ( 87.9%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 14 ( 58.3%) 27 ( 75.0%) 38 ( 61.3%) 50 ( 86.2%)
Discontinued prior to week 24 2 ( 8.3%) 0 3 ( 4.8%) 1 C 1-7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-age.pdf 29AUG2023: 9:01 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3107: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8g/dL HGB >=8g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
No RBC Transfusion and no Hgbh<8 [g/dL] Rate

Responder, n(%) 3 ( 10.7%) 1 ( 4.8%) 26 ( 44.8%) 15 ( 20.5%)
95% Exact CI 0.0227, 0.2823 0.0012, 0.2382 0.3174, 0.5846 0.1198, 0.3162
Proportion Difference - Stratified CMH Method (95% 0.06 (-0.13, 0.25) 0.26 (0.10, 0.42)

cn

p-value 0.55 0.001
Proportion Difference - Unstratified CMH Method 0.06 (-0.11, 0.22) 0.24 (0.08, 0.40)

(95% CI)

p-value 0.48 0.003
Proportion Difference - Unstratified Exact Method 0.06 (-0.23, 0.34) 0.24 (0.07, 0.40)

(95% CI)

p-value 0.63 0.004
Unadjusted Inverse Relative Risk (95% CI) 0.44 (0.05, 3.98) 0.46 (0.27, 0.78)

p-value [1] 0.47 0.004
Unadjusted interaction test for Treatment*Baseline 0.98

Hemoglobin Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.42 (0.04, 4.32) 0.32 (0.15, 0.69)

p-value [1] 0.46 0.003
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.09, 0.21) 0.24 (0.08, 0.40)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.43 (0.26, 0.73)

p-value [2] NE 0.002

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-hgb.pdf 29AUG2023: 9:01 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3107: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8g/dL HGB >=8g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Adjusted interaction test for Treatment*Baseline 0.97
Hemoglobin Level Group [3]
Non-responder, n(%) 25 ( 89.3%) 20 ( 95.2%) 32 ( 55.2%) 58 ( 79.5%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 24 ( 85.7%) 20 ( 95-2%) 28 ( 48.3%) 57 ( 78.1%)
Discontinued prior to week 24 1 ( 3.6%) 0 4 ( 6.9%) 1 (C 1.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-hgb.pdf 29AUG2023: 9:01 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3106: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
No RBC Transfusion and no Hgbh<8 [g/dL] Rate
Responder, n(%) 11 ( 39.3%) 6 ( 25.0%) 18 ( 31.0%) 10 ( 14.3%)
95% Exact CI 0.2150, 0.5942 0.0977, 0.4671 0.1954, 0.4454 0.0707, 0.2471
Proportion Difference - Stratified CMH Method (95% 0.24 (-0.04, 0.52) 0.18 (0.03, 0.33)
cn
p-value 0.091 0.017
Proportion Difference - Unstratified CMH Method 0.14 (-0.11, 0.40) 0.17 (0.02, 0.31)
(95% CI)
p-value 0.28 0.025
Proportion Difference - Unstratified Exact Method 0.14 (-0.13, 0.40) 0.17 (-0.01, 0.33)
(95% CI)
p-value 0.38 0.031
Unadjusted Inverse Relative Risk (95% CI) 0.64 (0.28, 1.46) 0.46 (0.23, 0.92)
p-value [1] 0.29 0.028
Unadjusted interaction test for Treatment*IPSS 0.57
2-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.52 (0.16, 1.70) 0.37 (0.16, 0.88)
p-value [1] 0.28 0.025
Unadjusted Absolute Risk Difference (95% CI) 0.14 (-0.11, 0.39) 0.17 (0.02, 0.31)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-ip2.pdf 29AUG2023: 9:01 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3106: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Adjusted interaction test for Treatment*I1PSS 0.67
2-Level Risk [3]
Non-responder, n(%) 17 ( 60.7%) 18 ( 75.0%) 40 ( 69.0%) 60 ( 85.7%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 15 ( 53.6%) 18 ( 75.0%) 37 ( 63.8%) 59 ( 84.3%)
Discontinued prior to week 24 2 (C 7.1%) 0 3 ( 5.2%) 1 (C 1.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-ip2.pdf 29AUG2023: 9:01 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3105: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
No RBC Transfusion and no Hgbh<8 [g/dL] Rate

Responder, n(%) 2 (100.0%) 1 ( 25.0%) 9 ( 34.6%) 5 ( 25.0%)
95% Exact CI 0.1581, 1.0000 0.0063, 0.8059 0.1721, 0.5567 0.0866, 0.4910
Proportion Difference - Stratified CMH Method (95% CI) 0.50 (-0.72, 1.72) 0.19 (-0.09, 0.46)

p-value 0.42 0.18
Proportion Difference - Unstratified CMH Method (95% CI) 0.75 (-0.15, 1.65) 0.10 (-0.18, 0.37)

p-value 0.10 0.49
Proportion Difference - Unstratified Exact Method (95% 0.75 (-0.23, 0.99) 0.10 (-0.20, 0.37)

cn

p-value 0.40 0.53
Unadjusted Inverse Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level

Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk

[31

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-ip3.pdf 29AUG2023: 9:01 Page 1 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3105: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
No RBC Transfusion and no Hgb<8 [g/dL] Rate
Responder, n(%) 18 ( 31.0%) 10 ( 14.3%)
95% Exact CI 0.1954, 0.4454 0.0707, 0.2471
Proportion Difference - Stratified CMH Method (95% CI) 0.18 (0.03, 0.33)
p-value 0.017
Proportion Difference - Unstratified CMH Method (95% CI) 0.17 (0.02, 0.31)
p-value 0.025
Proportion Difference - Unstratified Exact Method (95% 0.17 (-0.01, 0-33)
cn
p-value 0.031
Unadjusted Inverse Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level NA
Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% CI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk NA
[31

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-ip3.pdf 29AUG2023: 9:01 Page 2 of 4



GSK Oncology
Study GS-US-352-0101

Table 2.3105: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline IPSS Three-Level Risk

Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Non-responder, n(%) 0 3 ( 75.0%) 17 ( 65.4%) 15 ( 75.0%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 0 3 ( 75.0%) 15 ( 57.7%) 15 ( 75.0%)
Discontinued prior to week 24 0 0 2 ( 7.7%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-ip3.pdf 29AUG2023: 9:01
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GSK Oncology
Study GS-US-352-0101

Table 2.3105: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline IPSS Three-Level Risk

Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Non-responder, n(%) 40 ( 69.0%) 60 ( 85.7%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 37 ( 63.8%) 59 ( 84.3%)
Discontinued prior to week 24 3 ( 5.2%) 1 (C 1.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-ip3.pdf 29AUG2023: 9:01
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Table 2.3108: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for

Double-blind Phase

ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

24 weeks by Baseline MF Disease Status

Primary Myelofibrosis

Post-ET Myelofibrosis

MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
No RBC Transfusion and no Hgbh<8 [g/dL] Rate
Responder, n(%) 20 ( 33.9%) 9 ( 16.7%) 5 ( 31.3%) 6 ( 21.4%)
95% Exact CI 0.2208, 0.4739 0.0792, 0.2929 0.1102, 0.5866 0.0830, 0.4095
Proportion Difference - Stratified CMH Method (95% CI) 0.18 (0.03, 0.33) 0.10 (-0.18, 0.39)
p-value 0.019 0.48
Proportion Difference - Unstratified CMH Method (95% CI) 0.17 (0.01, 0-33) 0.10 (-0.19, 0.38)
p-value 0.034 0.50
Proportion Difference - Unstratified Exact Method (95% 0.17 (-0.01, 0.-35) 0.10 (-0.21, 0-39)
cn
p-value 0.052 0.49
Unadjusted Inverse Relative Risk (95% CI) 0.49 (0.25, 0.98) 0.69 (0.25, 1.89)
p-value [1] 0.045 0.47
Unadjusted interaction test for Treatment*Myelofibrosis
Disease Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.39 (0.16, 0.96) 0.60 (0.15, 2.41)
p-value [1] 0.039 0.47
Unadjusted Absolute Risk Difference (95% CI) 0.17 (0.02, 0.-33) 0.10 (-0.18, 0.37)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE

Adjusted interaction test for Treatment*Myelofibrosis
Disease Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-mf.pdf 29AUG2023: 9:01

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.3108: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
No RBC Transfusion and no Hgb<8 [g/dL] Rate
Responder, n(%) 4 ( 36.4%) 1 ( 8.3%)
95% Exact CI 0.1093, 0.6921 0.0021, 0.3848
Proportion Difference - Stratified CMH Method (95% CI) 0.41 (0.01, 0.82)
p-value 0.043
Proportion Difference - Unstratified CMH Method (95% CI) 0.28 (-0.07, 0.63)
p-value 0.12
Proportion Difference - Unstratified Exact Method (95% 0.28 (-0.15, 0.62)
cn
p-value 0.15
Unadjusted Inverse Relative Risk (95% CI) 0.23 (0.03, 1.75)
p-value [1] 0.16
Unadjusted interaction test for Treatment*Myelofibrosis 0.56
Disease Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.16 (0.01, 1.73)
p-value [1] 0.13
Unadjusted Absolute Risk Difference (95% CI) 0.28 (-0.04, 0.60)
Adjusted Inverse Relative Risk (95% CI) [2] NE
p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis 0.21

Disease Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-mf.pdf 29AUG2023: 9:01 Page 2 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3108: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Non-responder, n(%) 39 ( 66.1%) 45 ( 83.3%) 11 ( 68.8%) 22 ( 78.6%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 35 ( 59.3%) 44 ( 81.5%) 11 ( 68.8%) 22 ( 78.6%)
Discontinued prior to week 24 4 ( 6.8%) 1 C 1.9%) 0 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-mf.pdf 29AUG2023: 9:01 Page 3 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3108: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
Non-responder, n(%) 7 ( 63.6%) 11 ( 91.7%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 6 ( 54.5%) 11 ( 91.7%)
Discontinued prior to week 24 1 ( 9.1%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-mf.pdf 29AUG2023: 9:01 Page 4 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3104: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
No RBC Transfusion and no Hgbh<8 [g/dL] Rate
Responder, n(%) 16 ( 30.2%) 9 ( 17.6%) 13 ( 39.4%) 7 ( 16.3%)
95% Exact ClI 0.1834, 0.4434 0.0840, 0.3087 0.2291, 0.5786 0.0681, 0.3070
Proportion Difference - Stratified CMH Method (95% 0.20 (0.03, 0.37) 0.22 (0.03, 0.41)
cnH
p-value 0.020 0.020
Proportion Difference - Unstratified CMH Method 0.13 (-0.04, 0.29) 0.23 (0.03, 0.44)
(95% CI)
p-value 0.14 0.026
Proportion Difference - Unstratified Exact Method 0.13 (-0.07, 0.31) 0.23 (0.00, 0.44)
(95% CI)
p-value 0.17 0.035
Unadjusted Inverse Relative Risk (95% CI) 0.58 (0.28, 1.20) 0.41 (0.19, 0.92)
p-value [1] 0.14 0.030
Unadjusted interaction test for Treatment*Region 0.53
[31
Unadjusted Inverse Odds Ratio (95% CI) 0.50 (0.20, 1.25) 0.30 (0.10, 0.87)
p-value [1] 0.14 0.027
Unadjusted Absolute Risk Difference (95% CI) 0.13 (-0.04, 0.29) 0.23 (0.03, 0.43)
Adjusted Inverse Relative Risk (95% CI) [2] 0.43 (0.22, 0.83) NE
p-value [2] 0.012 NE
Adjusted interaction test for Treatment*Region [3] 0.86

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-reg.pdf 29AUG2023: 9:01 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3104: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Non-responder, n(%) 37 ( 69.8%) 42 ( 82.4%) 20 ( 60.6%) 36 ( 83.7%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 35 ( 66.0%) 42 ( 82.4%) 17 ( 51.5%) 35 ( 81.4%)
Discontinued prior to week 24 2 ( 3.8%) 0 3 ( 9.1%) 1 ( 2.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-reg.pdf 29AUG2023: 9:01 Page 2 of 2



Table 2.3103: Analysis of response

rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Gender
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Male Female
MMB MMB
(N=50) (N=36) p-value
No RBC Transfusion and no Hgbh<8 [g/dL] Rate
Responder, n(%) 13 ( 26.0%) 16 ( 44.4%)
95% Exact ClI 0.1463, 0.4034 0.0638, 0.2622 0.2794, 0.6190 0.0955, 0.3732
Proportion Difference - Stratified CMH Method (95% 0.18 (0.02, 0.34) 0.21 (-0.02, 0.43)
cnH
p-value 0.024 0.069
Proportion Difference - Unstratified CMH Method 0.12 (-0.04, 0.27) 0.23 (0.02, 0.45)
(95% CI)
p-value 0.14 0.030
Proportion Difference - Unstratified Exact Method 0.12 (-0.07, 0.30) 0.23 (0.00, 0.44)
(95% CI)
p-value 0.15 0.047
Unadjusted Inverse Relative Risk (95% CI) 0.55 (0.25, 1.22) 0.47 (0.23, 0.97)
p-value [1] 0.14 0.041
Unadjusted interaction test for Treatment*Gender 0.79
[31
Unadjusted Inverse Odds Ratio (95% CI) 0.47 (0.18, 1.26) 0.33 (0.12, 0.92)
p-value [1] 0.14 0.035
Unadjusted Absolute Risk Difference (95% CI) 0.12 (-0.04, 0.27) 0.23 (0.03, 0.44)
Adjusted Inverse Relative Risk (95% CI) [2] 0.39 (0.19, 0.82) NE
p-value [2] 0.013 NE
Adjusted interaction test for Treatment*Gender [3] 0.70

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Modified Poisson regression model did not converge so these values are presented as NE. NE
CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-sex.pdf 29AUG2023: 9:01

Not Estimable.

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.3103: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Non-responder, n(%) 37 ( 74.0%) 48 ( 85.7%) 20 ( 55.6%) 30 ( 78.9%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 37 ( 74.0%) 48 ( 85.7%) 15 ( 41.7%) 29 ( 76.3%)
Discontinued prior to week 24 0 0 5 ( 13.9%) 1 ( 2.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-sex.pdf 29AUG2023: 9:01 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3110: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
No RBC Transfusion and no Hgb<8 [g/dL] Rate

Responder, n(%) 20 ( 42.6%) 6 ( 14.0%) 9 ( 23.1%) 10 ( 19.6%)
95% Exact CI 0.2826, 0.5782 0.0530, 0.2793 0.1113, 0.3933 0.0982, 0.3312
Proportion Difference - Stratified CMH Method (95% 0.32 (0.14, 0.51) 0.07 (-0.12, 0.25)

cn

p-value <0.001 0.46
Proportion Difference - Unstratified CMH Method (95% 0.29 (0.11, 0.46) 0.03 (-0.14, 0.21)

cn

p-value 0.002 0.70
Proportion Difference - Unstratified Exact Method 0.29 (0.08, 0.48) 0.03 (-0.17, 0.24)

(95% CI)

p-value 0.005 0.80
Unadjusted Inverse Relative Risk (95% CI) 0.33 (0.15, 0.74) 0.85 (0-38, 1.89)

p-value [1] 0.007 0.69
Unadjusted interaction test for Treatment*Baseline 0.095

Spleen Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.22 (0.08, 0.62) 0.81 (0.29, 2.25)

p-value [1] 0.004 0.69
Unadjusted Absolute Risk Difference (95% CI) 0.29 (0.11, 0.46) 0.03 (-0.14, 0.21)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.73 (0.34, 1.56)

p-value [2] NE 0.42

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-spv.pdf 29AUG2023: 9:01 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3110: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Adjusted interaction test for Treatment*Baseline 0.15
Spleen Volume Group [3]
Non-responder, n(%) 27 ( 57.4%) 37 ( 86.0%) 30 ( 76.9%) 41 ( 80.4%)
RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 25 ( 53.2%) 36 ( 83.7%) 27 ( 69.2%) 41 ( 80.4%)
Discontinued prior to week 24 2 ( 4.3%) 1 (C 2.3%) 3C 7.T%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-spv.pdf 29AUG2023: 9:01 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3109: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
No RBC Transfusion and no Hgb<8 [g/dL] Rate

Responder, n(%) 14 ( 31.8%) 11 ( 20.0%) 15 ( 36.6%) 5 ( 13.2%)
95% Exact CI 0.1861, 0.4758 0.1043, 0.3297 0.2212, 0.5306 0.0441, 0.2809
Proportion Difference - Stratified CMH Method (95% 0.16 (-0.01, 0.34) 0.26 (0.07, 0.44)

cn

p-value 0.069 0.007
Proportion Difference - Unstratified CMH Method (95% 0.12 (-0.06, 0.29) 0.23 (0.05, 0.42)

cn

p-value 0.19 0.014
Proportion Difference - Unstratified Exact Method 0.12 (-0.08, 0.31) 0.23 (0.01, 0.44)

(95% CI)

p-value 0.24 0.021
Unadjusted Inverse Relative Risk (95% CI) 0.63 (0-32, 1.24) 0.36 (0.-14, 0.89)

p-value [1] 0.18 0.028
Unadjusted interaction test for Treatment*Baseline 0.32

TSS Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.54 (0.21, 1.34) 0.26 (0.08, 0.82)

p-value [1] 0.18 0.021
Unadjusted Absolute Risk Difference (95% CI) 0.12 (-0.06, 0.29) 0.23 (0.05, 0.42)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.33 (0.14, 0.75)

p-value [2] NE 0.008

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-tss.pdf 29AUG2023: 9:01 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3109: Analysis of response rate of no RBC Transfusion and no Hgb<8 [g/dL] for 24 weeks by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18

MMB RUX MMB RUX

(N=44) (N=55) (N=41) (N=38) p-value
Adjusted interaction test for Treatment*Baseline TSS 0.42

Group [3]
Non-responder, n(%) 30 ( 68.2%) 44 ( 80.0%) 26 ( 63.4%) 33 ( 86.8%)

RBC Transfusion or Hgb<8 [g/dL] within 24 weeks 29 ( 65.9%) 43 ( 78.2%) 22 ( 53.7%) 33 ( 86.8%)
Discontinued prior to week 24 1 (C 2.3%) 1 (C 1.8%) 4 ( 9.8%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

CMH = Cochran-Mantel-Haenszel. RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-nohgb8-24-gba.sas V.03.05 Output file: t-norbchgb-24-db-gba-tss.pdf 29AUG2023: 9:01 Page 2 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.2302: Analysis of response rate of no RBC Transfusion for 24 weeks by Age

Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
RBC Transfusion Free Rate
Responder, n(%) 10 ( 41.7%) 12 ( 33.3%) 23 ( 37.1%) 7 ( 12.1%)
95% Exact CI 0.2211, 0.6336 0.1856, 0.5097 0.2516, 0.5031 0.0499, 0.2330

Proportion Difference - Stratified CMH Method (95%

cn
p-value
Proportion Difference - Unstratified CMH Method
(95% CI)
p-value
Proportion Difference - Unstratified Exact Method
(95% CI)
p-value
Unadjusted Inverse Relative Risk (95% CI)
p-value [1]
Unadjusted interaction test for Treatment*Age Group
[31
Unadjusted Inverse Odds Ratio (95% CI)
p-value [1]

Unadjusted Absolute Risk Difference (95% CI)
Adjusted Inverse Relative Risk (95% CI) [2]
p-value [2]

0.03 (-0.26, 0.31)

0.84
0.08 (-0.17, 0.34)

0.52
0.08 (-0.18, 0.34)

0.59
0.80 (0.41, 1.55)
0.51

0.70 (0.24, 2.03)
0.51
0.08 (-0.17, 0.33)
0.92 (0.47, 1.81)
0.82

0.29 (0.14, 0.44)

<0.001
0.25 (0.10, 0.40)

<0.001
0.25 (0.07, 0.42)

0.002
0.33 (0.15, 0.70)
0.004

0.072

0.23 (0.09, 0.60)
0.002

0.25 (0.10, 0.40)
NE

NE

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-age.pdf 29AUG2023: 9:00 Page 1 of 2



Table 2.2302: Analysis of response rate of no RBC Transfusion for 24 weeks by Age
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology

Study GS-US-352-0101

<65 Years

>=65 Years

MMB
(N=24)

RUX
(N=36)

MMB
(N=62)

RUX
(N=58)

p-value

Adjusted interaction test for Treatment*Age Group

[31
Non-responder, n(%)

RBC Transfusion within 24 weeks
Discontinued prior to week 24

14 ( 58.3%)

12 ( 50.0%)
2 ( 8.3%)

24 ( 66.7%)

24 ( 66.7%)
0

39 ( 62.9%)

35 ( 56.5%)
4 ( 6.5%)

51 ( 87.9%)

50 ( 86.2%)
1 1.7%)

0.034

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-age.pdf 29AUG2023: 9:00

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.2307: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8g/dL HGB >=8g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
RBC Transfusion Free Rate

Responder, n(%) 5 ( 17.9%) 2 ( 9.5%) 28 ( 48.3%) 17 ( 23.3%)
95% Exact ClI 0.0606, 0.3689 0.0117, 0.3038 0.3495, 0.6178 0.1419, 0.3465
Proportion Difference - Stratified CMH Method (95% 0.08 (-0.14, 0.30) 0.27 (0.11, 0.43)

cnH

p-value 0.49 0.001
Proportion Difference - Unstratified CMH Method 0.08 (-0.12, 0.29) 0.25 (0.09, 0.41)

(95% CI)

p-value 0.42 0.003
Proportion Difference - Unstratified Exact Method 0.08 (-0.20, 0.36) 0.25 (0.08, 0.41)

(95% CI)

p-value 0.68 0.003
Unadjusted Inverse Relative Risk (95% CI) 0.53 (0.11, 2.49) 0.48 (0.29, 0.79)

p-value [1] 0.42 0.004
Unadjusted interaction test for Treatment*Baseline 0.91

Hemoglobin Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.48 (0.08, 2.78) 0.33 (0.15, 0.69)

p-value [1] 0.42 0.003
Unadjusted Absolute Risk Difference (95% CI) 0.08 (-0.11, 0.27) 0.25 (0.09, 0.41)
Adjusted Inverse Relative Risk (95% CI) [2] 0.55 (0.12, 2.55) 0.46 (0.29, 0.74)

p-value [2] 0.44 0.001

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-hgb.pdf 29AUG2023: 9:00 Page 1 of 2



Table 2.2307: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline Hemoglobin Level

Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

HGB <8g/dL HGB >=8g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Adjusted interaction test for Treatment*Baseline 0.83
Hemoglobin Level Group [3]
Non-responder, n(%) 23 ( 82.1%) 19 ( 90.5%) 30 ( 51-7%) 56 ( 76.7%)
RBC Transfusion within 24 weeks 21 ( 75.0%) 19 ( 90.5%) 26 ( 44.8%) 55 ( 75.3%)
Discontinued prior to week 24 2 (C 7.1%) 0 4 ( 6.9%) 1 (C 1.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-hgb.pdf 29AUG2023: 9:00

including treatment,

baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.2306: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline IPSS Two-Level Risk

Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk

High Risk

MMB
(N=28)

MMB

(N=58)

RUX
(N=70) p-value

RBC Transfusion Free Rate
Responder, n(%)

95% Exact CI
Proportion Difference - Stratified CMH Method (95%
cnH
p-value
Proportion Difference - Unstratified CMH Method
(95% CI)
p-value
Proportion Difference - Unstratified Exact Method
(95% CI)
p-value
Unadjusted Inverse Relative Risk (95% CI)
p-value [1]
Unadjusted interaction test for Treatment*IPSS
2-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI)
p-value [1]
Unadjusted Absolute Risk Difference (95% CI)
Adjusted Inverse Relative Risk (95% CI) [2]
p-value [2]

13 ( 46.4%)

0.2751, 0.6613

0.24

0.098

0.17

0.20
0.17

0.26
0.63
0.22

0.48
0.21
0.17
NE
NE

(-0.04, 0.53)

(-0.09, 0.44)

(-0.10, 0.43)

(0.30, 1.32)

(0.15, 1.50)

(-0.09, 0.43)

0.1262, 0.5109

20 ( 34.5%)

0.2249, 0.4812

0.19 (0.03,

0.016
0.17 (0.02,

0.026
0.17 (0.00,

0.039
0.50 (0.27,
0.028

0.39 (0.17,
0.026

0.17 (0.02,
NE

NE

0.34)

0.33)

0.34)

0.93)

0.90)

0.32)

12 ( 17.1%)

0.0918, 0.2803

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-ip2.pdf 29AUG2023: 9:00
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Table 2.2306: Analysis of response

Double-blind Phase
ITT-Anemic Analysis Set

rate of no RBC Transfusion for 24 weeks by Baseline IPSS Two-Level Risk

GSK Oncology
Study GS-US-352-0101

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Adjusted interaction test for Treatment*I1PSS 0.74

2-Level Risk [3]

Non-responder, n(%)

RBC Transfusion within 24 weeks
Discontinued prior to week 24

15 ( 53.6%)

12 ( 42.9%)
3 ( 10.7%)

17 ( 70.8%)

17 ( 70.8%)
0

38 ( 65.5%)

35 ( 60.3%)
3 ( 5.2%)

58 ( 82.9%)

57 ( 81.4%)
1 1.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-ip2.pdf 29AUG2023: 9:00

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.2305: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
RBC Transfusion Free Rate
Responder, n(%) 2 (100.0%) 1 ( 25.0%) 11 ( 42.3%) 6 ( 30.0%)
95% Exact CI 0.1581, 1.0000 0.0063, 0.8059 0.2335, 0.6308 0.1189, 0.5428
Proportion Difference - Stratified CMH Method (95% CI) 0.50 (-0.72, 1.72) 0.19 (-0.09, 0.47)
p-value 0.42 0.19
Proportion Difference - Unstratified CMH Method (95% CI) 0.75 (-0.15, 1.65) 0.12 (-0.16, 0.41)
p-value 0.10 0.40
Proportion Difference - Unstratified Exact Method (95% 0.75 (-0.23, 0.99) 0.12 (-0.17, 0.40)
cn
p-value 0.40 0.54
Unadjusted Inverse Relative Risk (95% CI) NA NA
p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level
Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA
p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk
[31

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-ip3.pdf 29AUG2023: 9:00 Page 1 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.2305: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
RBC Transfusion Free Rate
Responder, n(%) 20 ( 34.5%) 12 ( 17.1%)
95% Exact CI 0.2249, 0.4812 0.0918, 0.2803
Proportion Difference - Stratified CMH Method (95% CI) 0.19 (0.03, 0.34)
p-value 0.016
Proportion Difference - Unstratified CMH Method (95% CI) 0.17 (0.02, 0.-33)
p-value 0.026
Proportion Difference - Unstratified Exact Method (95% 0.17 (0.00, 0.-34)
cn
p-value 0.039
Unadjusted Inverse Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level NA
Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% CI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk NA
[31

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-ip3.pdf 29AUG2023: 9:00 Page 2 of 4



Table 2.2305: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline IPSS Three-Level

Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101
Risk

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Non-responder, n(%) 0 3 ( 75.0%) 15 ( 57.7%) 14 ( 70.0%)
RBC Transfusion within 24 weeks 0 3 ( 75.0%) 12 ( 46.2%) 14 ( 70.0%)
Discontinued prior to week 24 0 0 3 ( 11.5%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-ip3.pdf 29AUG2023: 9:00
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GSK Oncology
Study GS-US-352-0101

Table 2.2305: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline IPSS Three-Level Risk

Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Non-responder, n(%) 38 ( 65.5%) 58 ( 82.9%)
RBC Transfusion within 24 weeks 35 ( 60.3%) 57 ( 81.4%)
Discontinued prior to week 24 3 ( 5.2%) 1 (C 1.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-ip3.pdf 29AUG2023: 9:00
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GSK Oncology
Study GS-US-352-0101
Table 2.2308: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
RBC Transfusion Free Rate

Responder, n(%) 23 ( 39.0%) 11 ( 20.4%) 5 ( 31.3%) 7 ( 25.0%)
95% Exact CI 0.2655, 0.5256 0.1063, 0.3353 0.1102, 0.5866 0.1069, 0.4487
Proportion Difference - Stratified CMH Method (95% 0.19 (0.03, 0.35) 0.07 (-0.22, 0.36)

cn

p-value 0.020 0.63
Proportion Difference - Unstratified CMH Method 0.19 (0.02, 0.-35) 0.06 (-0.23, 0.-35)

(95% CI)

p-value 0.029 0.67
Proportion Difference - Unstratified Exact Method 0.19 (0.00, 0.36) 0.06 (-0.25, 0.36)

(95% CI)

p-value 0.040 0.73
Unadjusted Inverse Relative Risk (95% CI) 0.52 (0.28, 0.97) 0.80 (0.30, 2.11)

p-value [1] 0.039 0.65
Unadjusted interaction test for

Treatment*Myelofibrosis Disease Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.40 (0.17, 0.93) 0.73 (0.19, 2.86)

p-value [1] 0.034 0.65
Unadjusted Absolute Risk Difference (95% CI) 0.19 (0.02, 0.35) 0.06 (-0.22, 0.34)
Adjusted Inverse Relative Risk (95% CI) [2] 0.52 (0.28, 0.94) NE

p-value [2] 0.032 NE

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-mf.pdf 29AUG2023: 9:00 Page 1 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.2308: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
RBC Transfusion Free Rate
Responder, n(%) 5 ( 45.5%) 1 ( 8.3%)
95% Exact CI 0.1675, 0.7662 0.0021, 0.3848
Proportion Difference - Stratified CMH Method (95% 0.48 (0.07, 0.89)
cn
p-value 0.021
Proportion Difference - Unstratified CMH Method 0.37 (0.01, 0.73)
(95% CI)
p-value 0.044
Proportion Difference - Unstratified Exact Method 0.37 (-0.06, 0.70)
(95% CI)
p-value 0.069
Unadjusted Inverse Relative Risk (95% CI) 0.18 (0.03, 1.-33)
p-value [1] 0.094
Unadjusted interaction test for 0.29

Treatment*Myelofibrosis Disease Type [3]
Unadjusted Inverse Odds Ratio (95% Cl)
p-value [1]
Unadjusted Absolute Risk Difference (95% CI)
Adjusted Inverse Relative Risk (95% Cl1) [2]
p-value [2]

0.11 (0.01, 1.16)
0.066

0.37 (0.04, 0.70)
NE

NE

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-mf.pdf 29AUG2023: 9:00

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.2308: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Adjusted interaction test for
Treatment*Myelofibrosis Disease Type [3]
Non-responder, n(%) 36 ( 61.0%) 43 ( 79.6%) 11 ( 68.8%) 21 ( 75.0%)
RBC Transfusion within 24 weeks 31 ( 52.5%) 42 ( 77.8%) 11 ( 68.8%) 21 ( 75.0%)
Discontinued prior to week 24 5 ( 8.5%) 1 (C 1.9%) 0 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-mf.pdf 29AUG2023: 9:00 Page 3 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.2308: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(Continued) (N=11) (N=12) p-value
Adjusted interaction test for 0.11
Treatment*Myelofibrosis Disease Type [3]
Non-responder, n(%) 6 ( 54.5%) 11 ( 91.7%)
RBC Transfusion within 24 weeks 5 ( 45.5%) 11 ( 91.7%)
Discontinued prior to week 24 1 (C 9.1%) 0

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-mf.pdf 29AUG2023: 9:00 Page 4 of 4



Table 2.2304: Analysis of response rate of no RBC Transfusion for 24 weeks by Region

Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Western Countries

Eastern Countries

MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
RBC Transfusion Free Rate
Responder, n(%) 17 ( 32.1%) 9 ( 17.6%) 16 ( 48.5%) 10 ( 23.3%)
95% Exact CI 0.1992, 0.4632 0.0840, 0.3087 0.3080, 0.6646 0.1176, 0.3863
Proportion Difference - Stratified CMH Method (95% 0.22 (0.05, 0.39) 0.25 (0.04, 0.46)
cn
p-value 0.010 0.019
Proportion Difference - Unstratified CMH Method 0.14 (-0.02, 0.31) 0.25 (0.04, 0.47)
(95% CI)
p-value 0.089 0.022
Proportion Difference - Unstratified Exact Method 0.14 (-0.05, 0.33) 0.25 (0.03, 0.46)
(95% CI)
p-value 0.11 0.029
Unadjusted Inverse Relative Risk (95% CI) 0.55 (0.27, 1.12) 0.48 (0.25, 0.92)
p-value [1] 0.099 0.026
Unadjusted interaction test for Treatment*Region 0.78
[31
Unadjusted Inverse Odds Ratio (95% CI) 0.45 (0.18, 1.14) 0.32 (0.12, 0.86)
p-value [1] 0.093 0.024
Unadjusted Absolute Risk Difference (95% CI) 0.14 (-0.02, 0.31) 0.25 (0.04, 0.46)
Adjusted Inverse Relative Risk (95% CI) [2] 0.41 (0.21, 0.78) NE
p-value [2] 0.006 NE
Adjusted interaction test for Treatment*Region [3] 0.92

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-reg.pdf 29AUG2023: 9:00

including treatment, baseline TD
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Table 2.2304: Analysis of response rate of no RBC Transfusion for 24 weeks by Region

Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology

Study GS-US-352-0101

Western Countries

Eastern Countries

MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Non-responder, n(%) 36 ( 67.9%) 42 ( 82.4%) 17 ( 51.5%) 33 ( 76.7%)
RBC Transfusion within 24 weeks 34 ( 64.2%) 42 ( 82.4%) 13 ( 39.4%) 32 ( 74.4%)
Discontinued prior to week 24 2 ( 3.8%) 0 4 ( 12.1%) 1 ( 2.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-reg.pdf 29AUG2023: 9:00

including treatment, baseline TD
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Table 2.2303: Analysis of response rate of no RBC Transfusion for 24 weeks by Gender

Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
RBC Transfusion Free Rate
Responder, n(%) 16 ( 32.0%) 9 ( 16.1%) 17 ( 47.2%) 10 ( 26.3%)
95% Exact CI 0.1952, 0.4670 0.0762, 0.2833 0.3041, 0.6451 0.1340, 0.4310
Proportion Difference - Stratified CMH Method (95% 0.22 (0.06, 0.39) 0.17 (-0.06, 0.41)
cn
p-value 0.009 0.14
Proportion Difference - Unstratified CMH Method 0.16 (0.00, 0.-32) 0.21 (-0.01, 0.43)
(95% CI)
p-value 0.057 0.061
Proportion Difference - Unstratified Exact Method 0.16 (-0.03, 0.34) 0.21 (-0.03, 0.42)
(95% CI)
p-value 0.068 0.091
Unadjusted Inverse Relative Risk (95% CI) 0.50 (0.24, 1.03) 0.56 (0-30, 1.05)
p-value [1] 0.062 0.071
Unadjusted interaction test for Treatment*Gender 0.83
[31
Unadjusted Inverse Odds Ratio (95% CI) 0.41 (0.16, 1.03) 0.40 (0.15, 1.06)
p-value [1] 0.058 0.065
Unadjusted Absolute Risk Difference (95% CI) 0.16 (0.00, 0.32) 0.21 (-0.01, 0.42)
Adjusted Inverse Relative Risk (95% CI) [2] 0.38 (0.19, 0.76) NE
p-value [2] 0.006 NE
Adjusted interaction test for Treatment*Gender [3] 0.37

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
RBC = Red Blood Cell.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were

obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-sex.pdf 29AUG2023: 9:00
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GSK Oncology
Study GS-US-352-0101
Table 2.2303: Analysis of response rate of no RBC Transfusion for 24 weeks by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Non-responder, n(%) 34 ( 68.0%) 47 ( 83.9%) 19 ( 52.8%) 28 ( 73.7%)
RBC Transfusion within 24 weeks 34 ( 68.0%) 47 ( 83.9%) 13 ( 36-1%) 27 ( 71.1%)
Discontinued prior to week 24 0 0 6 ( 16.7%) 1 ( 2.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-sex.pdf 29AUG2023: 9:00 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.2310: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
RBC Transfusion Free Rate

Responder, n(%) 22 ( 46.8%) 8 ( 18.6%) 11 ( 28.2%) 11 ( 21.6%)
95% Exact CI 0.3211, 0.6192 0.0839, 0.3340 0.1500, 0.4487 0.1129, 0.3532
Proportion Difference - Stratified CMH Method (95% 0.31 (0.12, 0.50) 0.09 (-0.10, 0.29)

cn

p-value 0.002 0.35
Proportion Difference - Unstratified CMH Method 0.28 (0.09, 0.47) 0.07 (-0.12, 0.25)

(95% CI)

p-value 0.003 0.48
Proportion Difference - Unstratified Exact Method 0.28 (0.07, 0.47) 0.07 (-0.14, 0.27)

(95% CI)

p-value 0.007 0.62
Unadjusted Inverse Relative Risk (95% CI) 0.40 (0.20, 0.80) 0.76 (0.37, 1.58)

p-value [1] 0.009 0.47
Unadjusted interaction test for Treatment*Baseline 0.20

Spleen Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.26 (0.10, 0.68) 0.70 (0.27, 1.84)

p-value [1] 0.006 0.47
Unadjusted Absolute Risk Difference (95% CI) 0.28 (0.10, 0.47) 0.07 (-0.11, 0.25)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.69 (0.34, 1.40)

p-value [2] NE 0.30

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-spv.pdf 29AUG2023: 9:00 Page 1 of 2



Table 2.2310: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology

Study GS-US-352-0101

<Median 1837.09 cm"3

>=Median 1837.09 cm"3

MMB
(N=47)

RUX
(N=43)

MMB
(N=39)

RUX
(N=51)

p-value

Adjusted interaction test for Treatment*Baseline
Spleen Volume Group [3]

Non-responder, n(%)

RBC Transfusion within 24 weeks
Discontinued prior to week 24

25 ( 53.2%)

22 ( 46.8%)
3 ( 6.4%)

35 ( 81.4%)

34 ( 79.1%)
1( 2.3%)

28 ( 71.8%)

25 ( 64.1%)
3 ( 7.7%)

40 ( 78.4%)

40 ( 78.4%)
0

0.32

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-spv.pdf 29AUG2023: 9:00

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.2309: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
RBC Transfusion Free Rate

Responder, n(%) 18 ( 40.9%) 11 ( 20.0%) 15 ( 36.6%) 8 ( 21.1%)
95% Exact CI 0.2634, 0.5675 0.1043, 0.3297 0.2212, 0.5306 0.0955, 0.3732
Proportion Difference - Stratified CMH Method (95% 0.25 (0.07, 0.43) 0.18 (-0.02, 0.38)

cn

p-value 0.007 0.083
Proportion Difference - Unstratified CMH Method 0.21 (0.03, 0-39) 0.16 (-0.04, 0.36)

(95% CI)

p-value 0.025 0.13
Proportion Difference - Unstratified Exact Method 0.21 (0.01, 0.40) 0.16 (-0.07, 0.36)

(95% CI)

p-value 0.028 0.15
Unadjusted Inverse Relative Risk (95% CI) 0.49 (0.26, 0.92) 0.58 (0.28, 1.20)

p-value [1] 0.028 0.14
Unadjusted interaction test for Treatment*Baseline 0.74

TSS Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.36 (0.15, 0.88) 0.46 (0.17, 1.26)

p-value [1] 0.025 0.13
Unadjusted Absolute Risk Difference (95% CI) 0.21 (0.03, 0.39) 0.16 (-0.04, 0.35)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.53 (0.27, 1.06)

p-value [2] NE 0.072

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-tss.pdf 29AUG2023: 9:00 Page 1 of 2



Table 2.2309: Analysis of response rate of no RBC Transfusion for 24 weeks by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

MMB
(N=44)

RUX
(N=55)

MMB
(N=41)

RUX
(N=38)

p-value

Adjusted interaction test for Treatment*Baseline
TSS Group [3]

Non-responder, n(%)

RBC Transfusion within 24 weeks
Discontinued prior to week 24

26 ( 59.1%)

24 ( 54.5%)
2 ( 4.5%)

44 ( 80.0%)

43 ( 78.2%)
1( 1.8%)

26 ( 63.4%)

22 ( 53.7%)
4 ( 9.8%)

30 ( 78.9%)

30 ( 78.9%)
0

0.56

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC = Red Blood Cell.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-norbc-24-db-gba.sas V.03.05 Output file: t-sg-norbc-24-db-gba-tss.pdf 29AUG2023: 9:00

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.2702: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 11 ( 45.8%) 13 ( 36.1%) 29 ( 46.8%) 12 ( 20.7%)

95% Exact CI 0.2555, 0.6718 0.2082, 0.5378 0.3398, 0.5988 0.1117, 0.3335
Proportion Difference - Stratified CMH Method (95% CI) 0.07 (-0.22, 0.37) 0.28 (0.11, 0.45)

p-value 0.63 0.001
Proportion Difference - Unstratified CMH Method (95% CI) 0.10 (-0.16, 0.36) 0.26 (0.10, 0.42)

p-value 0.46 0.002
Proportion Difference - Unstratified Exact Method (95% Cl) 0.10 (-0.17, 0.35) 0.26 (0.08, 0.43)

p-value 0.59 0.004
Unadjusted Inverse Relative Risk (95% CI) 0.79 (0.43, 1.46) 0.44 (0.25, 0.78)

p-value [1] 0.45 0.005
Unadjusted interaction test for Treatment*Age Group [3] 0.17
Unadjusted Inverse Odds Ratio (95% CI) 0.67 (0.23, 1.91) 0.30 (0.13, 0.67)

p-value [1] 0.45 0.003
Unadjusted Absolute Risk Difference (95% CI) 0.10 (-0.16, 0-35) 0.26 (0.10, 0.42)
Adjusted Inverse Relative Risk (95% Cl) [2] 0.83 (0.43, 1.60) NE

p-value [2] 0.58 NE
Adjusted interaction test for Treatment*Age Group [3] 0.19

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-age-gba.pdf 29AUG2023: 9:34 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.2702: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Non-Responder, n(%) 13 ( 54.2%) 23 ( 63.9%) 33 ( 53.2%) 46 ( 79.3%)
Transfusion (except bleeding) in the last 12 weeks 7 ( 29.2%) 16 ( 44.4%) 19 ( 30.6%) 39 ( 67.2%)
Any Hgb assessment < 8g/dL in the last 12 weeks 7 ( 29.2%) 18 ( 50.0%) 16 ( 25.8%) 27 ( 46.6%)
Last Participation date < Day 162 in DB phase 4 ( 16.7%) 3 ( 8.3%) 12 ( 19.4%) 5 ( 8.6%)
Other 3 ( 12.5%) 11 ( 30.6%) 9 ( 14.5%) 14 ( 24.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-age-gba.pdf 29AUG2023: 9:34 Page 2 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.2704: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 21 ( 39.6%) 13 ( 25.5%) 19 ( 57.6%) 12 ( 27.9%)

95% Exact CI 0.2645, 0.5400 0.1433, 0.3963 0.3922, 0.7452 0.1533, 0.4367
Proportion Difference - Stratified CMH Method (95% CI) 0.20 (0.01, 0.-38) 0.29 (0.08, 0.51)

p-value 0.042 0.008
Proportion Difference - Unstratified CMH Method (95% CI) 0.14 (-0.04, 0.32) 0.30 (0.08, 0.52)

p-value 0.12 0.008
Proportion Difference - Unstratified Exact Method (95% Cl) 0.14 (-0.05, 0-33) 0.30 (0.07, 0.50)

p-value 0.15 0.011
Unadjusted Inverse Relative Risk (95% CI) 0.64 (0.36, 1.14) 0.48 (0.28, 0.85)

p-value [1] 0.13 0.012
Unadjusted interaction test for Treatment*Region [3] 0.49
Unadjusted Inverse Odds Ratio (95% CI) 0.52 (0.23, 1.20) 0.29 (0.11, 0.74)

p-value [1] 0.13 0.010
Unadjusted Absolute Risk Difference (95% CI) 0.14 (-0.04, 0.32) 0.30 (0.08, 0.51)
Adjusted Inverse Relative Risk (95% Cl) [2] 0.54 (0.31, 0.95) NE

p-value [2] 0.031 NE
Adjusted interaction test for Treatment*Region [3] 0.70

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-geo-gba.pdf 29AUG2023: 9:35 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.2704: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Non-Responder, n(%) 32 ( 60.4%) 38 ( 74.5%) 14 ( 42.4%) 31 ( 72.1%)
Transfusion (except bleeding) in the last 12 weeks 21 ( 39.6%) 31 ( 60.8%) 5 ( 15.2%) 24 ( 55.8%)
Any Hgb assessment < 8g/dL in the last 12 weeks 17 ( 32.1%) 20 ( 39.2%) 6 ( 18.2%) 25 ( 58.1%)
Last Participation date < Day 162 in DB phase 10 ( 18.9%) 5 (C 9.8%) 6 ( 18.2%) 3 ( 7.0%)
Other 7 ( 13.2%) 10 ( 19.6%) 5 ( 15.2%) 15 ( 34.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-geo-gba.pdf 29AUG2023: 9:35 Page 2 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.2707: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline Hemoglobin Level

Double-Blind Phase

ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 8 ( 28.6%) 3 ( 14.3%) 32 ( 55.-2%) 22 ( 30-1%)
95% Exact ClI 0.1322, 0.4867 0.0305, 0.3634 0.4154, 0.6826 0.1994, 0.4200
Proportion Difference - Stratified CMH Method (95% CI) 0.14 (-0.11, 0-39) 0.27 (0.10, 0.44)
p-value 0.26 0.002
Proportion Difference - Unstratified CMH Method (95% CI) 0.14 (-0.09, 0.38) 0.25 (0.08, 0.42)
p-value 0.23 0.003
Proportion Difference - Unstratified Exact Method (95% Cl) 0.14 (-0.15, 0.41) 0.25 (0.08, 0.41)
p-value 0.31 0.004
Unadjusted Inverse Relative Risk (95% CI) 0.50 (0.15, 1.66) 0.55 (0.36, 0.83)
p-value [1] 0.26 0.005
Unadjusted interaction test for Treatment*Baseline 0.89
Hemoglobin Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.42 (0.10, 1.82) 0.35 (0.17, 0.72)
p-value [1] 0.24 0.004
Unadjusted Absolute Risk Difference (95% CI) 0.14 (-0.08, 0.37) 0.25 (0.08, 0.42)
Adjusted Inverse Relative Risk (95% CI) [2] 0.50 (0.15, 1.63) 0.52 (0.35, 0.79)
p-value [2] 0.25 0.002
Adjusted interaction test for Treatment*Baseline Hemoglobin 0.95
Level Group [3]
ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.
CMH = Cochran-Mantel-Haenszel; RBC = Red Blood Cell.
[1] p-values were from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-hgb-gba.pdf 29AUG2023: 9:35 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.2707: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Non-Responder, n(%) 20 ( 71.4%) 18 ( 85.7%) 26 ( 44.8%) 51 ( 69.9%)
Transfusion (except bleeding) in the last 12 weeks 11 ( 39.3%) 13 ( 61.9%) 15 ( 25.9%) 42 ( 57.5%)
Any Hgb assessment < 8g/dL in the last 12 weeks 13 ( 46.4%) 12 ( 57.1%) 10 ( 17.2%) 33 ( 45.2%)
Last Participation date < Day 162 in DB phase 6 ( 21.4%) 4 ( 19.0%) 10 ( 17.2%) 4 ( 5.5%)
Other 7 ( 25.0%) 8 ( 38.1%) 5 ( 8.6%) 17 ( 23.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

CMH = Cochran-Mantel-Haenszel; RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-hgb-gba.pdf 29AUG2023: 9:35 Page 2 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.2706: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 14 ( 50.0%) 8 ( 33.3%) 26 ( 44.8%) 17 ( 24.3%)
95% Exact CI 0.3065, 0.6935 0.1563, 0.5532 0.3174, 0.5846 0.1483, 0.3601
Proportion Difference - Stratified CMH Method (95% CI) 0.26 (-0.04, 0.55) 0.21 (0.05, 0.-38)
p-value 0.086 0.012
Proportion Difference - Unstratified CMH Method (95% CI) 0.17 (-0.10, 0.44) 0.21 (0.04, 0.37)
p-value 0.23 0.014
Proportion Difference - Unstratified Exact Method (95% Cl) 0.17 (-0.11, 0.43) 0.21 (0.03, 0.37)
p-value 0.27 0.016
Unadjusted Inverse Relative Risk (95% CI) 0.67 (0.34, 1.31) 0.54 (0.33, 0.90)
p-value [1] 0.24 0.017
Unadjusted interaction test for Treatment*IPSS 2-Level Risk 0.64
[31
Unadjusted Inverse Odds Ratio (95% CI) 0.50 (0.16, 1.54) 0.39 (0.19, 0.84)
p-value [1] 0.23 0.015
Unadjusted Absolute Risk Difference (95% CI) 0.17 (-0.10, 0.43) 0.21 (0.04, 0.37)
Adjusted Inverse Relative Risk (95% CI) [2] 0.55 (0.31, 0.97) NE
p-value [2] 0.040 NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.78

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-ipss2-gba.pdf 29AUG2023: 9:35 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.2706: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Non-Responder, n(%) 14 ( 50.0%) 16 ( 66.7%) 32 ( 55.2%) 53 ( 75.7%)
Transfusion (except bleeding) in the last 12 weeks 8 ( 28.6%) 12 ( 50.0%) 18 ( 31.0%) 43 ( 61.4%)
Any Hgb assessment < 8g/dL in the last 12 weeks 5 ( 17.9%) 11 ( 45.8%) 18 ( 31.0%) 34 ( 48.6%)
Last Participation date < Day 162 in DB phase 4 ( 14.3%) 2 ( 8.3%) 12 ( 20.7%) 6 ( 8.6%)
Other 3 ( 10.7%) 6 ( 25.0%) 9 ( 15.5%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-ipss2-gba.pdf 29AUG2023: 9:35 Page 2 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.2705: Subgroup Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline IPSS Three-Level Risk

Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 2 (100.0%) 2 ( 50.0%) 12 ( 46.2%) 6 ( 30.0%)
95% Exact CI 0.1581, 1.0000 0.0676, 0.9324 0.2659, 0.6663 0.1189, 0.5428
Proportion Difference - Stratified CMH Method (95% CI) 0.00 (-1.03, 1.03) 0.24 (-0.06, 0.53)
p-value 1.00 0.11
Proportion Difference - Unstratified CMH Method (95% CI) 0.50 (-0.42, 1.42) 0.16 (-0.12, 0.45)
p-value 0.29 0.27
Proportion Difference - Unstratified Exact Method (95% CI) 0.50 (-0.45, 0.99) 0.16 (-0.13, 0.43)
p-value 0.47 0.36
Unadjusted Inverse Relative Risk (95% CI) NA NA
p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA
p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Inverse Relative Risk (95% Cl) [2] NA NA
p-value [2] NA NA

Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

CMH = Cochran-Mantel-Haenszel; RBC = Red Blood Cell.
[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-ipss3-gba.pdf 29AUG2023: 9:36
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GSK Oncology

Study GS-US-352-0101

Table 2.2705: Subgroup Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N=58) (N=70) p-value

RBC Transfusion Independent Rate at Week 24
Responder, n(%) 26 ( 44.8%) 17 ( 24.3%)
95% Exact CI 0.3174, 0.5846 0.1483, 0.3601
Proportion Difference - Stratified CMH Method (95% CI) 0.21 (0.05, 0.-38)

p-value 0.012
Proportion Difference - Unstratified CMH Method (95% CI) 0.21 (0.04, 0.37)

p-value 0.014
Proportion Difference - Unstratified Exact Method (95% CI) 0.21 (0.03, 0.37)

p-value 0.016
Unadjusted Inverse Relative Risk (95% Cl) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Inverse Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

CMH = Cochran-Mantel-Haenszel; RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-ipss3-gba.pdf 29AUG2023: 9:36

Page 2 of 4



GSK Oncology

Study GS-US-352-0101

Table 2.2705: Subgroup Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline IPSS Three-Level Risk

Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2

MMB RUX MMB RUX

(N=2) (N=4) (N=26) (N=20)
Non-Responder, n(%) 0 2 ( 50.0%) 14 ( 53.8%) 14 ( 70.0%)
Transfusion (except bleeding) in the last 12 weeks 0 2 ( 50.0%) 8 ( 30.8%) 10 ( 50.0%)
Any Hgb assessment < 8g/dL in the last 12 weeks 0 2 ( 50.0%) 5 ( 19.2%) 9 ( 45.0%)
Last Participation date < Day 162 in DB phase 0 0 4 ( 15.4%) 2 ( 10.0%)
Other 0 0 3 ( 11.5%) 6 ( 30.0%)
ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.
CMH = Cochran-Mantel-Haenszel; RBC = Red Blood Cell.
[1] p-values were from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-ipss3-gba.pdf 29AUG2023: 9:36 Page 3 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.2705: Subgroup Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk

MMB RUX

(N=58) (N=70) p-value
Non-Responder, n(%) 32 ( 55.2%) 53 ( 75.7%)
Transfusion (except bleeding) in the last 12 weeks 18 ( 31.0%) 43 ( 61.4%)
Any Hgb assessment < 8g/dL in the last 12 weeks 18 ( 31.0%) 34 ( 48.6%)
Last Participation date < Day 162 in DB phase 12 ( 20.-7%) 6 ( 8.6%)
Other 9 ( 15.5%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

CMH = Cochran-Mantel-Haenszel; RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-ipss3-gba.pdf 29AUG2023: 9:36 Page 4 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.2708: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 29 ( 49.2%) 18 ( 33.3%) 5 ( 31.3%) 6 ( 21.4%)
95% Exact CI 0.3589, 0.6250 0.2109, 0.4747 0.1102, 0.5866 0.0830, 0.4095
Proportion Difference - Stratified CMH Method (95% CI) 0.16 (-0.02, 0.-34) 0.10 (-0.18, 0-39)
p-value 0.088 0.48
Proportion Difference - Unstratified CMH Method (95% CI) 0.16 (-0.02, 0.34) 0.10 (-0.19, 0.38)
p-value 0.087 0.50
Proportion Difference - Unstratified Exact Method (95% CI) 0.16 (-0.03, 0.-34) 0.10 (-0.21, 0-39)
p-value 0.13 0.49
Unadjusted Inverse Relative Risk (95% CI) 0.68 (0.43, 1.07) 0.69 (0.25, 1.89)
p-value [1] 0.096 0.47
Unadjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.52 (0.24, 1.11) 0.60 (0.15, 2.41)
p-value [1] 0.090 0.47
Unadjusted Absolute Risk Difference (95% CI) 0.16 (-0.02, 0.-34) 0.10 (-0.18, 0.37)
Adjusted Inverse Relative Risk (95% Cl) [2] 0.68 (0.43, 1.07) NE
p-value [2] 0.094 NE

Adjusted interaction test for Treatment*Myelofibrosis Disease

Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI

is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-mf-gba.pdf 29AUG2023: 9:37 Page 1 of 4



GSK Oncology

Study GS-US-352-0101

Table 2.2708: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N=11) (N=12) p-value
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 6 ( 54.5%) 1 ( 8.3%)
95% Exact ClI 0.2338, 0.8325 0.0021, 0.3848
Proportion Difference - Stratified CMH Method (95% CI) 0.55 (0.14, 0.96)
p-value 0.008
Proportion Difference - Unstratified CMH Method (95% CI) 0.46 (0.10, 0.82)
p-value 0.012
Proportion Difference - Unstratified Exact Method (95% CI) 0.46 (0.03, 0.77)
p-value 0.027
Unadjusted Inverse Relative Risk (95% Cl) 0.15 (0.02, 1.08)
p-value [1] 0.059
Unadjusted interaction test for Treatment*Myelofibrosis Disease 0.15
Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.08 (0.01, 0.81)
p-value [1] 0.033
Unadjusted Absolute Risk Difference (95% CI) 0.46 (0.13, 0.80)
Adjusted Inverse Relative Risk (95% Cl) [2] NE
p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis Disease 0.045
Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-mf-gba.pdf 29AUG2023: 9:37
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GSK Oncology
Study GS-US-352-0101
Table 2.2708: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis

MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Non-Responder, n(%) 30 ( 50.8%) 36 ( 66.7%) 11 ( 68.8%) 22 ( 78.6%)
Transfusion (except bleeding) in the last 12 weeks 16 ( 27.1%) 27 ( 50.0%) 8 ( 50.0%) 19 ( 67.9%)
Any Hgb assessment < 8g/dL in the last 12 weeks 15 ( 25.4%) 24 ( 44.4%) 6 ( 37.5%) 16 ( 57.1%)
Last Participation date < Day 162 in DB phase 10 ( 16.9%) 4 ( T7.4%) 3 ( 18.8%) 2 ( 7.1%)
Other 6 ( 10.2%) 11 ( 20.4%) 5 ( 31.3%) 10 ( 35.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-mf-gba.pdf 29AUG2023: 9:37 Page 3 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.2708: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N=11) (N=12) p-value

Non-Responder, n(%) 5 ( 45.5%) 11 ( 91.7%)
Transfusion (except bleeding) in the last 12 weeks 2 ( 18.2%) 9 ( 75.0%)
Any Hgb assessment < 8g/dL in the last 12 weeks 2 ( 18.2%) 5 ( 41.7%)
Last Participation date < Day 162 in DB phase 3 ( 27.3%) 2 ( 16.7%)
Other 1 (C 9.1%) 4 ( 33.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-mf-gba.pdf 29AUG2023: 9:37 Page 4 of 4



Table 2.2703: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Gender
Double-Blind Phase

ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 20 ( 40.0%) 16 ( 28.6%) 20 ( 55.6%) 9 ( 23.7%)

95% Exact CI 0.2641, 0.5482 0.1730, 0.4221 0.3810, 0.7206 0.1144, 0.4024
Proportion Difference - Stratified CMH Method (95% CI) 0.18 (0.00, 0.37) 0.29 (0.06, 0.53)

p-value 0.055 0.016
Proportion Difference - Unstratified CMH Method (95% CI) 0.11 (-0.07, 0.30) 0.32 (0.10, 0.53)

p-value 0.22 0.004
Proportion Difference - Unstratified Exact Method (95% Cl) 0.11 (-0.08, 0-30) 0.32 (0.09, 0.52)

p-value 0.23 0.008
Unadjusted Inverse Relative Risk (95% CI) 0.71 (0.42, 1.22) 0.43 (0.22, 0.81)

p-value [1] 0.22 0.009
Unadjusted interaction test for Treatment*Gender [3] 0.22
Unadjusted Inverse Odds Ratio (95% CI) 0.60 (0.27, 1.35) 0.25 (0.09, 0.67)

p-value [1] 0.22 0.006
Unadjusted Absolute Risk Difference (95% CI) 0.11 (-0.07, 0.29) 0.32 (0.11, 0.53)
Adjusted Inverse Relative Risk (95% Cl) [2] 0.58 (0.35, 0.99) 0.46 (0.24, 0.88)

p-value [2] 0.045 0.018
Adjusted interaction test for Treatment*Gender [3] 0.48

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
is based on Clopper-Pearson method without stratification.
CMH = Cochran-Mantel-Haenszel; RBC = Red Blood Cell.

95% Exact CI

[1]1 p-values

were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-sex-gba.pdf 29AUG2023: 9:35
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GSK Oncology
Study GS-US-352-0101
Table 2.2703: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Non-Responder, n(%) 30 ( 60.0%) 40 ( 71.4%) 16 ( 44.4%) 29 ( 76.3%)
Transfusion (except bleeding) in the last 12 weeks 21 ( 42.0%) 32 ( 57.1%) 5 ( 13.9%) 23 ( 60.5%)
Any Hgb assessment < 8g/dL in the last 12 weeks 18 ( 36.0%) 26 ( 46.4%) 5 ( 13.9%) 19 ( 50.0%)
Last Participation date < Day 162 in DB phase 6 ( 12.0%) 6 ( 10.7%) 10 ( 27.8%) 2 ( 5.3%)
Other 9 ( 18.0%) 15 ( 26.8%) 3 ( 8.3%) 10 ( 26.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

CMH = Cochran-Mantel-Haenszel; RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-sex-gba.pdf 29AUG2023: 9:35 Page 2 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.2710: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median (1837.09 cm"3) >=Median (1837.09 cm"3)
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 26 ( 55.3%) 8 ( 18.6%) 14 ( 35.9%) 17 ( 33.3%)
95% Exact CI 0.4012, 0.6983 0.0839, 0.3340 0.2120, 0.5282 0.2076, 0.4792
Proportion Difference - Stratified CMH Method (95% CI) 0.38 (0.18, 0.59) 0.10 (-0.11, 0.-31)
p-value <0.001 0.34
Proportion Difference - Unstratified CMH Method (95% CI) 0.37 (0.18, 0.55) 0.03 (-0.18, 0.23)
p-value <0.001 0.80
Proportion Difference - Unstratified Exact Method (95% Cl) 0.37 (0.16, 0.55) 0.03 (-0.18, 0.23)
p-value <0.001 0.83
Unadjusted Inverse Relative Risk (95% CI) 0.34 (0.17, 0.66) 0.93 (0.52, 1.64)
p-value [1] 0.002 0.80
Unadjusted interaction test for Treatment*Baseline Spleen 0.018
Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.18 (0.07, 0.48) 0.89 (0.37, 2.14)
p-value [1] <0.001 0.80
Unadjusted Absolute Risk Difference (95% CI) 0.37 (0.18, 0.55) 0.03 (-0.17, 0.22)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.75 (0.43, 1.29)
p-value [2] NE 0.29
Adjusted interaction test for Treatment*Baseline Spleen 0.042

Volume Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-svb-gba.pdf 29AUG2023: 9:36 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.2710: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median (1837.09 cm"3) >=Median (1837.09 cm"3)
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Non-Responder, n(%) 21 ( 44.7%) 35 ( 81.4%) 25 ( 64.1%) 34 ( 66.7%)
Transfusion (except bleeding) in the last 12 weeks 14 ( 29.8%) 29 ( 67.4%) 12 ( 30.8%) 26 ( 51.0%)
Any Hgb assessment < 8g/dL in the last 12 weeks 12 ( 25.5%) 24 ( 55.8%) 11 ( 28.2%) 21 ( 41.2%)
Last Participation date < Day 162 in DB phase 7 ( 14.9%) 4 (C 9.3%) 9 ( 23.1%) 4 ( 7.8%)
Other 4 ( 8.5%) 15 ( 34.9%) 8 ( 20.5%) 10 ( 19.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-svb-gba.pdf 29AUG2023: 9:36 Page 2 of 2



Table 2.2709: Analysis of RBC Transfusion Independent Response Rate
Double-Blind Phase

ITT-Anemic Analysis Set

at Week 24 by Baseline TSS

GSK Oncology

Study GS-US-352-0101

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
RBC Transfusion Independent Rate at Week 24
Responder, n(%) 21 ( 47.7T%) 17 ( 30.9%) 18 ( 43.9%) 8 ( 21.1%)
95% Exact CI 0.3246, 0.6331 0.1914, 0.4481 0.2847, 0.6025 0.0955, 0.3732
Proportion Difference - Stratified CMH Method (95% CI) 0.21 (0.02, 0.40) 0.25 (0.04, 0.45)
p-value 0.033 0.019
Proportion Difference - Unstratified CMH Method (95% CI) 0.17 (-0.03, 0.36) 0.23 (0.03, 0.43)
p-value 0.089 0.028
Proportion Difference - Unstratified Exact Method (95% Cl) 0.17 (-0.03, 0.36) 0.23 (0.01, 0.43)
p-value 0.100 0.035
Unadjusted Inverse Relative Risk (95% CI) 0.65 (0.39, 1.07) 0.48 (0.24, 0.97)
p-value [1] 0.090 0.041
Unadjusted interaction test for Treatment*Baseline TSS Group 0.49
[31
Unadjusted Inverse Odds Ratio (95% CI) 0.49 (0.22, 1.12) 0.34 (0.13, 0.92)
p-value [1] 0.089 0.034
Unadjusted Absolute Risk Difference (95% CI) 0.17 (-0.02, 0.-36) 0.23 (0.03, 0.43)
Adjusted Inverse Relative Risk (95% CI) [2] NE 0.45 (0.23, 0.88)
p-value [2] NE 0.020
Adjusted interaction test for Treatment*Baseline TSS Group 0.58

[31

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

95% Exact ClI
[1]1 p-values

were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified
Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.
Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-tss-gba.pdf 29AUG2023: 9:36
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GSK Oncology
Study GS-US-352-0101
Table 2.2709: Analysis of RBC Transfusion Independent Response Rate at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Non-Responder, n(%) 23 ( 52.3%) 38 ( 69.1%) 23 ( 56.1%) 30 ( 78.-9%)
Transfusion (except bleeding) in the last 12 weeks 16 ( 36-4%) 32 ( 58.2%) 10 ( 24.4%) 22 ( 57.9%)
Any Hgb assessment < 8g/dL in the last 12 weeks 17 ( 38.6%) 25 ( 45.5%) 6 ( 14.6%) 19 ( 50.0%)
Last Participation date < Day 162 in DB phase 3 ( 6.8%) 4 ( 7.3%) 13 ( 31.7%) 4 ( 10.5%)
Other 10 ( 22.7%) 15 ( 27.3%) 2 ( 4.9%) 9 ( 23.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

[1] p-values were from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

including treatment, baseline TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified

Poisson regression which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-ti-resp.sas V.03.05 Output file: t-subgrp-rbcti24-tss-gba.pdf 29AUG2023: 9:36 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3502: Analysis of Time to RBC Transfusion Independent Response by Age
Double-blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Subjects with Event
RBC Transfusion Independent Response, n(%) 13 ( 54.2%) 14 ( 38.9%) 34 ( 54.8%) 17 ( 29.3%)
Censor
Subjects Censored, n(%) 11 ( 45.8%) 22 ( 61.1%) 28 ( 45.2%) 41 ( 70.7%)
Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI) 12.14 (NE, NE) 12.14 (12.14, 24.29) 12.14 (NE, NE) 20.29 (12.14, NE)
Median (95% CI) 23.57 (12.14, NE) 24.29 (22.00, NE) 14.29 (12.14, 23.14) NE (NE, NE)
75-percentile (95% CI) NE (24.14, NE) NE (24.29, NE) NE (23.14, NE) NE (NE, NE)
Min, Max 5.29, 24.57 11.14, 24.71 1.29, 24.57 12.00, 27.00
Stratified Log-Rank Test p-value 0.15 < 0.001
Adjusted Inverse Hazard Ratio (95% CI) 0.46 (0.20, 1.07) 0.25 (0.14, 0.47)
Unstratified Log-Rank Test p-value 0.27 < 0.001
Unadjusted Inverse Hazard Ratio (95% CI) 0.64 (0.30, 1.36) 0.35 (0.20, 0.64)
P-value for interaction test 0.27

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-age.pdf 24AUG2023:12:43 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.3504: Analysis of Time to RBC Transfusion Independent Response by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries

MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Subjects with Event
RBC Transfusion Independent Response, n(%) 26 ( 49.1%) 16 ( 31.4%) 21 ( 63.6%) 15 ( 34.9%)
Censor
Subjects Censored, n(%) 27 ( 50.9%) 35 ( 68.6%) 12 ( 36.4%) 28 ( 65.1%)
Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI) 12.14 (NE, NE) 17.29 (12.14, NE) 12.14 (NE, NE) 20.86 (12.14, NE)
Median (95% CI) 22.00 (12.14, NE) NE (NE, NE) 12.71 (12.14, 23.57) NE (24.29, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (21.86, NE) NE (NE, NE)
Min, Max 1.29, 24.57 11.14, 27.00 2.71, 24.57 12.14, 25.14
Stratified Log-Rank Test p-value 0.003 < 0.001
Adjusted Inverse Hazard Ratio (95% CI) 0.35 (0.18, 0.67) 0.22 (0.11, 0.46)
Unstratified Log-Rank Test p-value 0.022 0.002
Unadjusted Inverse Hazard Ratio (95% CI) 0.50 (0.27, 0.93) 0.35 (0.18, 0.69)
P-value for interaction test 0.56

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-geo.pdf 24AUG2023:12:43

Not estimable.
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GSK Oncology
Study GS-US-352-0101
Table 2.3507: Analysis of Time to RBC Transfusion Independent Response by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Subjects with Event
RBC Transfusion Independent Response, n(%) 10 ( 35.7%) 3 ( 14.3%) 37 ( 63.8%) 28 ( 38.4%)
Censor
Subjects Censored, n(%) 18 ( 64.3%) 18 ( 85.7%) 21 ( 36-2%) 45 ( 61.6%)
Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI) 14.00 (12.14, 24.14) NE (12.14, NE) 12.14 (NE, NE) 12.14 (12.14, 22.29)
Median (95% CI) NE (14.29, NE) NE (NE, NE) 12.14 (12.14, 21.86) NE (24.29, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (21.86, NE) NE (NE, NE)
Min, Max 1.29, 24.43 11.14, 24.71 1.29, 24.57 12.14, 27.00
Stratified Log-Rank Test p-value 0.069 < 0.001
Adjusted Inverse Hazard Ratio (95% CI) 0.33 (0.09, 1.20) 0.32 (0.19, 0.53)
Unstratified Log-Rank Test p-value 0.074 < 0.001
Unadjusted Inverse Hazard Ratio (95% CI) 0.33 (0.09, 1.19) 0.39 (0.24, 0.65)
P-value for interaction test 0.87

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-hgb.pdf 24AUG2023:12:43 Page 1 of 1



GSK Oncology
Study GS-US-352-0101

Table 2.3506: Analysis of Time to RBC Transfusion Independent Response by Baseline IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Subjects with Event
RBC Transfusion Independent Response, n(%) 15 ( 53.6%) 8 ( 33.3%) 32 ( 55.2%) 23 ( 32.9%)
Censor
Subjects Censored, n(%) 13 ( 46.4%) 16 ( 66.7%) 26 ( 44.8%) 47 ( 67.1%)
Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI) 12.14 (NE, NE) 12.14 (12.14, NE) 12.14 (NE, NE) 20.00 (12.14, 24.29)
Median (95% CI) 12.71 (12.14, NE) NE (22.00, NE) 21.86 (12.14, 23.57) NE (24.29, NE)
75-percentile (95% CI) NE (16.57, NE) NE (NE, NE) NE (23.57, NE) NE (NE, NE)
Min, Max 2.71, 24.57 11.14, 25.14 1.29, 24.57 12.00, 27.00
Stratified Log-Rank Test p-value 0.005 < 0.001
Adjusted Inverse Hazard Ratio (95% CI) 0.25 (0.10, 0.63) 0.32 (0.18, 0.57)
Unstratified Log-Rank Test p-value 0.080 < 0.001
Unadjusted Inverse Hazard Ratio (95% CI) 0.47 (0.20, 1.12) 0.41 (0.24, 0.71)
P-value for interaction test 0.96

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-ipss2.pdf 24AUG2023:12:43

Not estimable.
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Table 2.3505: Analysis of Time to

Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101
RBC Transfusion Independent Response by Baseline IPSS Three-Level Risk

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Subjects with Event
RBC Transfusion Independent Response, n(%) 2 (100.0%) 2 ( 50.0%) 13 ( 50.0%) 6 ( 30.0%)
Censor
Subjects Censored, n(%) 0 2 ( 50.0%) 13 ( 50.0%) 14 ( 70.0%)

Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI)
Median (95% CI)
75-percentile (95% CI)

12.14 (NE, NE)
12.14 (NE, NE)
12.14 (NE, NE)

17.07 (12.14, NE)
NE (12.14, NE)
NE (12.14, NE)

12.14 (NE, NE)
16.57 (12.14, NE)
NE (22.14, NE)

12.14 (12.14, NE)
NE (12.14, NE)
NE (NE, NE)

Min, Max 12.14, 12.14 12.14, 24.14 2.71, 24.57 11.14, 25.14
Stratified Log-Rank Test p-value NA NA
Adjusted Inverse Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Inverse Hazard Ratio (95% CI) NA NA

P-value for interaction test

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-ipss3.pdf 24AUG2023:12:43 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3505: Analysis of Time to RBC Transfusion Independent Response by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX

(Continued) (N=58) (N=70) p-value
Subjects with Event

RBC Transfusion Independent Response, n(%) 32 ( 55.2%) 23 ( 32.9%)
Censor
Subjects Censored, n(%) 26 ( 44.8%) 47 ( 67.1%)
Kaplan-Meier Estimate of Time to RBC Transfusion

Independent Response (Weeks)

25-percentile (95% CI) 12.14 (NE, NE) 20.00 (12.14, 24.29)

Median (95% CI) 21.86 (12.14, 23.57) NE (24.29, NE)

75-percentile (95% CI) NE (23.57, NE) NE (NE, NE)

Min, Max 1.29, 24.57 12.00, 27.00
Stratified Log-Rank Test p-value NA
Adjusted Inverse Hazard Ratio (95% CI) NA
Unstratified Log-Rank Test p-value NA
Unadjusted Inverse Hazard Ratio (95% CI) NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-ipss3.pdf 24AUG2023:12:43 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3508: Analysis of Time to RBC Transfusion Independent Response by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Post-ET Myelofibrosis Post-PV Myelofibrosis

MMB RUX MMB RUX
(N=16) (N=28) (N=11) (N=12)
Subjects with Event
RBC Transfusion Independent Response, n(%) 6 ( 37.5%) 8 ( 28.6%) 6 ( 54.5%) 2 (16.7%)
Censor
Subjects Censored, n(%) 10 ( 62.5%) 20 ( 71.-4%) 5 ( 45.5%) 10 ( 83.3%)

Kaplan-Meier Estimate of Time to RBC Transfusion

Independent Response (Weeks)
25-percentile (95% CI)
Median (95% CI)

12.14 (12.14, NE)
NE (12.14, NE)

12.14 (12.14, NE)
NE (20.86, NE)

12.14 (12.14, 12.71)
12.43 (12.14, NE)

NE (12.14, NE)
NE (12.14, NE)

75-percentile (95% CI) NE (NE, NE) NE (NE, NE) NE (12.14, NE) NE (NE, NE)
Min, Max 1.29, 24.57 11.14, 27.00 1.29, 24.29 12.14, 24.29
Stratified Log-Rank Test p-value 0.14 0.025
Adjusted Inverse Hazard Ratio (95% CI) 0.35 (0.11, 1.18) 0.10 (0.02, 0.65)
Unstratified Log-Rank Test p-value 0.44 0.010

Unadjusted Inverse Hazard Ratio (95% CI)
P-value for interaction test

0.65 (0.22, 1.86) 0.16 (0.03, 0.81)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-mf.pdf 24AUG2023:12:43 Page 1 of 2



Table 2.3508: Analysis of Time to RBC Transfusion Independent Response by Baseline MF Disease Status

Double-blind Phase
ITT-Anemic Analysis Set

(Continued)

Primary Myelofibrosis

MMB
(N=59)

RUX
(N=54)

Subjects with Event
RBC Transfusion Independent Response, n(%)

Censor
Subjects Censored, n(%)

Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI)
Median (95% CI)
75-percentile (95% CI)
Min, Max

Stratified Log-Rank Test p-value
Adjusted Inverse Hazard Ratio (95% CI)
Unstratified Log-Rank Test p-value
Unadjusted Inverse Hazard Ratio (95% CI)
P-value for interaction test

35 ( 59.3%)

24 ( 40.7%)

12.14 (NE, NE)
16.57 (12.14, 23.43)
NE (23.43, NE)

2.29, 24.57

0.007

0.38 (0.22, 0.67)
0.005

0.47 (0.27, 0.81)

21 ( 38.9%)

33 ( 61.1%)

19.57 (12.14, 22.71)
NE (22.57, NE)
NE (NE, NE)

12.14, 25.14

GSK Oncology
Study GS-US-352-0101

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-mf.pdf 24AUG2023:12:43

Not estimable.
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GSK Oncology
Study GS-US-352-0101
Table 2.3503: Analysis of Time to RBC Transfusion Independent Response by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Subjects with Event
RBC Transfusion Independent Response, n(%) 25 ( 50.0%) 19 ( 33.9%) 22 ( 61.1%) 12 ( 31.6%)
Censor
Subjects Censored, n(%) 25 ( 50.0%) 37 ( 66.1%) 14 ( 38.9%) 26 ( 68.4%)
Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI) 12.14 (12.14, 14.00) 20.00 (12.14, 24.29) 12.14 (NE, NE) 12.14 (12.14, NE)
Median (95% CI) 23.43 (13.14, NE) NE (24.29, NE) 12.14 (12.14, 22.14) NE (NE, NE)
75-percentile (95% CI) NE (NE, NE) NE (NE, NE) 24.14 (12.14, NE) NE (NE, NE)
Min, Max 2.29, 24.57 11.14, 26.71 1.29, 24.57 12.14, 27.00
Stratified Log-Rank Test p-value 0.010 0.001
Adjusted Inverse Hazard Ratio (95% CI) 0.40 (0.22, 0.76) 0.24 (0.11, 0.52)
Unstratified Log-Rank Test p-value 0.064 < 0.001
Unadjusted Inverse Hazard Ratio (95% CI) 0.57 (0.31, 1.03) 0.29 (0.14, 0.59)
P-value for interaction test 0.18

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-sex.pdf 24AUG2023:12:43 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.3510: Analysis of Time to RBC Transfusion Independent Response by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

< Median 1837.09 cm"3 >= Median 1837.09 cm”3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Subjects with Event
RBC Transfusion Independent Response, n(%) 29 ( 61.7%) 10 ( 23.3%) 18 ( 46.2%) 21 ( 41.2%)
Censor
Subjects Censored, n(%) 18 ( 38.3%) 33 ( 76.-7%) 21 ( 53.8%) 30 ( 58.8%)
Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI) 12.14 (NE, NE) NE (12.14, NE) 12.14 (12.14, 21.86) 12.14 (12.14, 22.29)
Median (95% CI) 12.14 (12.14, 22.00) NE (NE, NE) 23.43 (12.71, NE) NE (22.00, NE)
75-percentile (95% CI) NE (14.29, NE) NE (NE, NE) NE (NE, NE) NE (NE, NE)
Min, Max 1.29, 24.57 12.14, 27.00 1.29, 24.57 11.14, 24.71
Stratified Log-Rank Test p-value < 0.001 0.088
Adjusted Inverse Hazard Ratio (95% CI) 0.14 (0.06, 0.31) 0.52 (0.27, 1.02)
Unstratified Log-Rank Test p-value < 0.001 0.43
Unadjusted Inverse Hazard Ratio (95% CI) 0.22 (0.11, 0.46) 0.78 (0.41, 1.46)
P-value for interaction test 0.010

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-svb.pdf 24AUG2023:12:43 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.3509: Analysis of Time to RBC Transfusion Independent Response by Baseline TSS
Double-blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Subjects with Event
RBC Transfusion Independent Response, n(%) 26 ( 59.1%) 20 ( 36.4%) 20 ( 48.8%) 11 ( 28.9%)
Censor
Subjects Censored, n(%) 18 ( 40.9%) 35 ( 63.6%) 21 ( 51-2%) 27 ( 71.1%)
Kaplan-Meier Estimate of Time to RBC Transfusion
Independent Response (Weeks)
25-percentile (95% CI) 12.14 (12.14, 12.57) 18.00 (12.14, 22.29) 12.14 (NE, NE) 22.71 (12.14, NE)
Median (95% CI) 16.57 (12.14, NE) NE (22.00, NE) 12.43 (12.14, NE) NE (24.29, NE)
75-percentile (95% CI) NE (23.14, NE) NE (NE, NE) NE (24.14, NE) NE (NE, NE)
Min, Max 1.29, 24.57 11.14, 26.71 1.29, 24.57 12.00, 27.00
Stratified Log-Rank Test p-value 0.003 0.001
Adjusted Inverse Hazard Ratio (95% CI) 0.36 (0.19, 0.67) 0.25 (0.12, 0.56)
Unstratified Log-Rank Test p-value 0.012 0.013
Unadjusted Inverse Hazard Ratio (95% CI) 0.49 (0.27, 0.88) 0.39 (0.19, 0.82)
P-value for interaction test 0.61

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

RBC transfusion independent response is defined as the absence of RBC transfusions and no hemoglobin level below 8 g/dL in the prior 12 weeks.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 107M9/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment,

baseline TD (yes,no) and baseline platelet count (<100,100-200,>200 1079/L). Unstratified two-sided p-value is from a log-rank test

comparing treatment. Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-ti-sub.sas V.03.05 Output file: t-tte-ti-tss.pdf 24AUG2023:12:43 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.3802: Analysis of RBC Transfusion Dependence Rate at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Not-Dependent, n(%) 13 ( 54.2%) 15 ( 41.7%) 32 ( 51.6%) 21 ( 36.2%)
Transfusion Requiring, n(%) 2 ( 8.3%) 2 ( 5.6%) 3 ( 4.8%) 9 ( 15.5%)
Transfusion Independent, n(%) 11 ( 45.8%) 13 ( 36.1%) 29 ( 46.8%) 12 ( 20.7%)
Dependent, n(%) 11 ( 45.8%) 21 ( 58.3%) 30 ( 48.4%) 37 ( 63.8%)

95% Exact ClI 0.2555, 0.6718 0.4076, 0.7449 0.3550, 0.6144 0.5012, 0.7601
Proportion Difference - Stratified CMH Method (95% CI) -0.11 (-0.41, 0.20) -0.17 (-0.35, 0.01)

p-value 0.49 0.071
Proportion Difference - Unstratified CMH Method (95% CI) -0.13 (-0.39, 0.14) -0.15 (-0.33, 0.02)

p-value 0.35 0.088
Proportion Difference - Unstratified Exact Method (95% Cl) -0.13 (-0.38, 0.14) -0.15 (-0.33, 0.03)

p-value 0.43 0.10
Unadjusted Relative Risk (95% CI) 0.79 (0.47, 1.32) 0.76 (0.55, 1.05)

p-value [1] 0.36 0.092
Unadjusted interaction test for Treatment*Age Group [3] 0.91
Unadjusted Odds Ratio (95% CI) 0.60 (0.21, 1.71) 0.53 (0.26, 1.11)

p-value [1] 0.34 0.091
Unadjusted Absolute Risk Difference (95% CI) -0.13 (-0.38, 0.13) -0.15 (-0.33, 0.02)
Adjusted Relative Risk (95% ClI) [2] 0.82 (0.48, 1.39) 0.74 (0.54, 1.01)

p-value [2] 0.46 0.059
Adjusted interaction test for Treatment*Age Group [3] 0.95

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-age.pdf 29AUG2023: 9:35 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3802: Analysis of RBC Transfusion Dependence Rate at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
>=4 units transfused in the last 8 weeks 4 ( 16.7%) 6 ( 16.7%) 10 ( 16-1%) 23 ( 39.7%)
Any Hgb assessment < 8g/dL in the last 8 weeks 6 ( 25.0%) 18 ( 50.0%) 14 ( 22.6%) 25 ( 43.1%)
Last Participation date < Day 162 in DB phase 4 ( 16.7%) 3 ( 8.3%) 12 ( 19.4%) 5 ( 8.6%)
Other 4 ( 16.7%) 10 ( 27.8%) 7 ( 11.3%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-age.pdf 29AUG2023: 9:35 Page 2 of 2



Table 2.3808: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline MF Disease Status

Double-Blind Phase

ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
Not-Dependent, n(%) 32 ( 54.2%) 24 ( 44.4%) 7 ( 43.8%) 8 ( 28.6%)
Transfusion Requiring, n(%) 3 ( 5.1%) 6 ( 11.1%) 2 ( 12.5%) 2 (C 7.1%)
Transfusion Independent, n(%) 29 ( 49.2%) 18 ( 33.3%) 5 ( 31.3%) 6 ( 21.4%)
Dependent, n(%) 27 ( 45.8%) 30 ( 55.6%) 9 ( 56.3%) 20 ( 71.4%)

95% Exact CI

Proportion Difference - Stratified CMH Method (95% CI)

p-value

Proportion Difference - Unstratified CMH Method (95% CI)

p-value

Proportion Difference - Unstratified Exact Method (95% CI)

p-value
Unadjusted Relative Risk (95% CI)
p-value [1]

Unadjusted interaction test for Treatment*Myelofibrosis

Disease Type [3]
Unadjusted Odds Ratio (95% CI)
p-value [1]

Unadjusted Absolute Risk Difference (95% CI)
Adjusted Relative Risk (95% CI) [2]

p-value [2]

0.3272, 0.5925
-0.10 (-0.28, 0.09)
0.31

-0.10 (-0.28, 0.09)
0.30

-0.10 (-0.28, 0.09)
0.35

0.82 (0.57, 1.19)
0.30

0.68 (0.32, 1.42)
0.30

-0.10 (-0.28, 0.09)
0.83 (0.58, 1.19)
0.30

0.4140, 0.6908

0.2988, 0.8025
-0.17 (-0.49, 0.16)
0.31

-0.15 (-0.46, 0.15)
0.33

-0.15 (-0.44, 0.16)
0.34

0.79 (0.48, 1.29)
0.34

0.51 (0.14, 1.86)
0.31

-0.15 (-0.45, 0.14)
0.77 (0.47, 1.26)
0.30

0.5133, 0.8678

Adjusted interaction test for Treatment*Myelofibrosis
Disease Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-dstat.pdf 29AUG2023: 9:37
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GSK Oncology
Study GS-US-352-0101
Table 2.3808: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N=11) (N=12) p-value
Not-Dependent, n(%) 6 ( 54.5%) 4 ( 33.3%)
Transfusion Requiring, n(%) 0 3 ( 25.0%)
Transfusion Independent, n(%) 6 ( 54.5%) 1 ( 8.3%)
Dependent, n(%) 5 ( 45.5%) 8 ( 66.7%)
95% Exact ClI 0.1675, 0.7662 0.3489, 0.9008
Proportion Difference - Stratified CMH Method (95% CI) -0.29 (-0.75, 0.18)
p-value 0.23
Proportion Difference - Unstratified CMH Method (95% CI) -0.21 (-0.63, 0.21)
p-value 0.32
Proportion Difference - Unstratified Exact Method (95% CI) -0.21 (-0.59, 0.22)
p-value 0.41
Unadjusted Relative Risk (95% CI) 0.68 (0.32, 1.46)
p-value [1] 0.32
Unadjusted interaction test for Treatment*Myelofibrosis 0.90
Disease Type [3]
Unadjusted Odds Ratio (95% CI) 0.42 (0.08, 2.25)
p-value [1] 0.31
Unadjusted Absolute Risk Difference (95% CI) -0.21 (-0.61, 0.19)
Adjusted Relative Risk (95% Cl) [2] 0.60 (0.30, 1.18)
p-value [2] 0.14
Adjusted interaction test for Treatment*Myelofibrosis 0.69

Disease Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-dstat.pdf 29AUG2023: 9:37 Page 2 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3808: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N=59) (N=54) (N=16) (N=28)
>=4 units transfused in the last 8 weeks 9 ( 15.3%) 15 ( 27.8%) 3 ( 18.8%) 10 ( 35.7%)
Any Hgb assessment < 8g/dL in the last 8 weeks 13 ( 22.0%) 23 ( 42.6%) 5 ( 31.3%) 15 ( 53.6%)
Last Participation date < Day 162 in DB phase 10 ( 16.9%) 4 ( 7.4%) 3 ( 18.8%) 2 (C 7.1%)
Other 7 ( 11.9%) 15 ( 27.8%) 2 ( 12.5%) 9 ( 32.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-dstat.pdf 29AUG2023: 9:37 Page 3 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3808: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX

(N=11) (N=12) p-value
>=4 units transfused in the last 8 weeks 2 ( 18.2%) 4 ( 33.3%)
Any Hgb assessment < 8g/dL in the last 8 weeks 2 ( 18.2%) 5 ( 41.7%)
Last Participation date < Day 162 in DB phase 3 ( 27.3%) 2 (16.7%)
Other 2 ( 18.2%) 2 ( 16.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-dstat.pdf 29AUG2023: 9:37 Page 4 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3807: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Not-Dependent, n(%) 11 ( 39.3%) 5 ( 23.8%) 34 ( 58.6%) 31 ( 42.5%)
Transfusion Requiring, n(%) 3 ( 10.7%) 2 ( 9.5%) 2 ( 3.4%) 9 ( 12.3%)
Transfusion Independent, n(%) 8 ( 28.6%) 3 ( 14.3%) 32 ( 55.2%) 22 ( 30.1%)
Dependent, n(%) 17 ( 60.7%) 16 ( 76.2%) 24 ( 41.4%) 42 ( 57.5%)
95% Exact ClI 0.4058, 0.7850 0.5283, 0.9178 0.2860, 0.5507 0.4541, 0.6903
Proportion Difference - Stratified CMH Method (95% CI) -0.15 (-0.41, 0.12) -0.17 (-0.35, 0.00)
p-value 0.28 0.052
Proportion Difference - Unstratified CMH Method (95% CI) -0.15 (-0.42, 0.11) -0.16 (-0.33, 0.01)
p-value 0.25 0.065
Proportion Difference - Unstratified Exact Method (95% Cl) -0.15 (-0.42, 0.13) -0.16 (-0.33, 0.01)
p-value 0.36 0.080
Unadjusted Relative Risk (95% CI) 0.80 (0.54, 1.17) 0.72 (0.50, 1.04)
p-value [1] 0.24 0.076
Unadjusted interaction test for Treatment*Baseline 0.70
Hemoglobin Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.48 (0-14, 1.70) 0.52 (0-26, 1.05)
p-value [1] 0.26 0.067
Unadjusted Absolute Risk Difference (95% CI) -0.15 (-0.41, 0.10) -0.16 (-0.33, 0.01)
Adjusted Relative Risk (95% CI1) [2] 0.81 (0.56, 1.17) 0.70 (0-49, 1.00)
p-value [2] 0.25 0.052
Adjusted interaction test for Treatment*Baseline 0.59

Hemoglobin Level Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-hgb.pdf 29AUG2023: 9:36 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3807: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
>=4 units transfused in the last 8 weeks 5 ( 17.9%) 7 ( 33.3%) 9 ( 15.5%) 22 ( 30.1%)
Any Hgb assessment < 8g/dL in the last 8 weeks 11 ( 39.3%) 10 ( 47.6%) 9 ( 15.5%) 33 ( 45.2%)
Last Participation date < Day 162 in DB phase 6 ( 21.4%) 4 ( 19.0%) 10 ( 17.2%) 4 ( 5.5%)
Other 9 ( 32.1%) 6 ( 28.6%) 2 ( 3.4%) 20 ( 27-4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-hgb.pdf 29AUG2023: 9:36 Page 2 of 2



GSK Oncology

Study GS-US-352-0101

Table 2.3806: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Not-Dependent, n(%) 17 ( 60.7%) 9 ( 37.5%) 28 ( 48.3%) 27 ( 38.6%)
Transfusion Requiring, n(%) 3 ( 10.7%) 1 (C 4.2%) 2 ( 3.4%) 10 ( 14.3%)
Transfusion Independent, n(%) 14 ( 50.0%) 8 ( 33.3%) 26 ( 44.8%) 17 ( 24.3%)
Dependent, n(%) 11 ( 39.3%) 15 ( 62.5%) 30 ( 51.7%) 43 ( 61.4%)
95% Exact ClI 0.2150, 0.5942 0.4059, 0.8120 0.3822, 0.6505 0.4903, 0.7283
Proportion Difference - Stratified CMH Method (95% CI) -0.29 (-0.58, 0.00) -0.10 (-0.27, 0.08)
p-value 0.054 0.28
Proportion Difference - Unstratified CMH Method (95% CI) -0.23 (-0.50, 0.04) -0.10 (-0.27, 0.08)
p-value 0.093 0.27
Proportion Difference - Unstratified Exact Method (95% Cl) -0.23 (-0.48, 0.05) -0.10 (-0.27, 0.08)
p-value 0.16 0.29
Unadjusted Relative Risk (95% CI) 0.63 (0.36, 1.09) 0.84 (0.62, 1.15)
p-value [1] 0.10 0.28
Unadjusted interaction test for Treatment*IPSS 2-Level 0.36
Risk [3]
Unadjusted Odds Ratio (95% CI) 0.39 (0.13, 1.19) 0.67 (0.33, 1.36)
p-value [1] 0.098 0.27
Unadjusted Absolute Risk Difference (95% CI) -0.23 (-0.50, 0.03) -0.10 (-0.27, 0.07)
Adjusted Relative Risk (95% CI1) [2] 0.56 (0.33, 0.94) 0.84 (0.62, 1.14)
p-value [2] 0.029 0.26
Adjusted interaction test for Treatment*IPSS 2-Level Risk 0.25

31

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-ip2.pdf 29AUG2023: 9:36

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.3806: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
>=4 units transfused in the last 8 weeks 5 ( 17.9%) 8 ( 33.3%) 9 ( 15.5%) 21 ( 30.0%)
Any Hgb assessment < 8g/dL in the last 8 weeks 4 ( 14.3%) 11 ( 45.8%) 16 ( 27.6%) 32 ( 45.7%)
Last Participation date < Day 162 in DB phase 4 ( 14.3%) 2 ( 8.3%) 12 ( 20.7%) 6 ( 8.6%)
Other 3 ( 10.7%) 7 ( 29.2%) 8 ( 13.8%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-ip2.pdf 29AUG2023: 9:36 Page 2 of 2



GSK Oncology
Study GS-US-352-0101

Table 2.3805: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2

MMB RUX MMB RUX

(N=2) (N=4) (N=26) (N=20)

Not-Dependent, n(%) 2 (100.0%) 2 ( 50.0%) 15 ( 57.7%) 7 ( 35.0%)
Transfusion Requiring, n(%) 0 0 3 ( 11.5%) 1 ( 5.0%)
Transfusion Independent, n(%) 2 (100.0%) 2 ( 50.0%) 12 ( 46.2%) 6 ( 30.0%)
Dependent, n(%) 0 2 ( 50.0%) 11 ( 42.3%) 13 ( 65.0%)

95% Exact ClI 0.0000, 0.8419 0.0676, 0.9324 0.2335, 0.6308 0.4078, 0.8461

Proportion Difference - Stratified CMH Method (95% CI) 0.00 (-1.03, 1.03) -0.27 (-0.56, 0.03)
p-value 1.00 0.077

Proportion Difference - Unstratified CMH Method (95% CI) -0.50 (-1.42, 0.42) -0.23 (-0.52, 0.06)
p-value 0.29 0.12

Proportion Difference - Unstratified Exact Method (95% Cl) -0.50 (-0.99, 0.45) -0.23 (-0.49, 0.07)
p-value 0.47 0.15

Unadjusted Relative Risk (95% CI) NA NA
p-value [1] NA NA

Unadjusted interaction test for Treatment*IPSS 3-Level

Risk [3]

Unadjusted Odds Ratio (95% CI) NA NA
p-value [1] NA NA

Unadjusted Absolute Risk Difference (95% CI) NA NA

Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA

Adjusted interaction test for Treatment*IPSS 3-Level Risk

31

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-ip3.pdf 29AUG2023: 9:37
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GSK Oncology
Study GS-US-352-0101
Table 2.3805: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N=58) (N=70) p-value
Not-Dependent, n(%) 28 ( 48.3%) 27 ( 38.6%)
Transfusion Requiring, n(%) 2 ( 3.4%) 10 ( 14.3%)
Transfusion Independent, n(%) 26 ( 44.8%) 17 ( 24.3%)
Dependent, n(%) 30 ( 51-7%) 43 ( 61.4%)
95% Exact ClI 0.3822, 0.6505 0.4903, 0.7283
Proportion Difference - Stratified CMH Method (95% CI) -0.10 (-0.27, 0.08)
p-value 0.28
Proportion Difference - Unstratified CMH Method (95% CI) -0.10 (-0.27, 0.08)
p-value 0.27
Proportion Difference - Unstratified Exact Method (95% Cl) -0.10 (-0.27, 0.08)
p-value 0.29
Unadjusted Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level NA
Risk [3]
Unadjusted Odds Ratio (95% CI) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk NA

31

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-ip3.pdf 29AUG2023: 9:37 Page 2 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3805: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
>=4 units transfused in the last 8 weeks 0 1 ( 25.0%) 5 ( 19.2%) 7 ( 35.0%)
Any Hgb assessment < 8g/dL in the last 8 weeks 0 2 ( 50.0%) 4 ( 15.4%) 9 ( 45.0%)
Last Participation date < Day 162 in DB phase 0 0 4 ( 15.4%) 2 ( 10.0%)
Other 0 0 3 ( 11.5%) 7 ( 35.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-ip3.pdf 29AUG2023: 9:37 Page 3 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3805: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N=58) (N=70) p-value
>=4 units transfused in the last 8 weeks 9 ( 15.5%) 21 ( 30.0%)
Any Hgb assessment < 8g/dL in the last 8 weeks 16 ( 27.6%) 32 ( 45.7%)
Last Participation date < Day 162 in DB phase 12 ( 20.7%) 6 ( 8.6%)
Other 8 ( 13.8%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-ip3.pdf 29AUG2023: 9:37 Page 4 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.3804: Analysis of RBC Transfusion Dependence Rate at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Not-Dependent, n(%) 25 ( 47.2%) 21 ( 41.2%) 20 ( 60.6%) 15 ( 34.9%)
Transfusion Requiring, n(%) 4 ( 7.5%) 8 ( 15.7%) 1 ( 3.0%) 3 (C 7.0%)
Transfusion Independent, n(%) 21 ( 39.6%) 13 ( 25.5%) 19 ( 57.6%) 12 ( 27.9%)
Dependent, n(%) 28 ( 52.8%) 30 ( 58.8%) 13 ( 39.4%) 28 ( 65.1%)

95% Exact ClI 0.3864, 0.6670 0.4417, 0.7242 0.2291, 0.5786 0.4907, 0.7899
Proportion Difference - Stratified CMH Method (95% CI) -0.11 (-0.31, 0.08) -0.27 (-0.49, -0.04)

p-value 0.26 0.019
Proportion Difference - Unstratified CMH Method (95% CI) -0.06 (-0.25, 0.13) -0.26 (-0.48, -0.03)

p-value 0.54 0.024
Proportion Difference - Unstratified Exact Method (95% Cl) -0.06 (-0.25, 0.13) -0.26 (-0.47, -0.03)

p-value 0.56 0.037
Unadjusted Relative Risk (95% CI) 0.90 (0.64, 1.27) 0.60 (0.38, 0.97)

p-value [1] 0.54 0.039
Unadjusted interaction test for Treatment*Region [3] 0.17
Unadjusted Odds Ratio (95% CI) 0.78 (0.36, 1.70) 0.35 (0.14, 0.89)

p-value [1] 0.54 0.028
Unadjusted Absolute Risk Difference (95% CI) -0.06 (-0.25, 0.13) -0.26 (-0.48, -0.04)
Adjusted Relative Risk (95% ClI) [2] 0.82 (0.59, 1.14) 0.59 (0.38, 0.93)

p-value [2] 0.24 0.022
Adjusted interaction test for Treatment*Region [3] 0.22

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-reg.pdf 29AUG2023: 9:36 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3804: Analysis of RBC Transfusion Dependence Rate at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
>=4 units transfused in the last 8 weeks 11 ( 20.8%) 19 ( 37.3%) 3 (C 9.1%) 10 ( 23.3%)
Any Hgb assessment < 8g/dL in the last 8 weeks 14 ( 26.4%) 19 ( 37.3%) 6 ( 18.2%) 24 ( 55.8%)
Last Participation date < Day 162 in DB phase 10 ( 18.9%) 5 (C 9.8%) 6 ( 18.2%) 3 (C 7.0%)
Other 5 ( 9.4%) 9 ( 17.6%) 6 ( 18.2%) 17 ( 39.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-reg.pdf 29AUG2023: 9:36 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3803: Analysis of RBC Transfusion Dependence Rate at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Not-Dependent, n(%) 24 ( 48.0%) 21 ( 37.5%) 21 ( 58.3%) 15 ( 39.5%)
Transfusion Requiring, n(%) 4 ( 8.0%) 5 (C 8.9%) 1 ( 2.8%) 6 ( 15.8%)
Transfusion Independent, n(%) 20 ( 40.0%) 16 ( 28.6%) 20 ( 55.6%) 9 ( 23.7%)
Dependent, n(%) 26 ( 52.0%) 35 ( 62.5%) 15 ( 41.7%) 23 ( 60.5%)

95% Exact ClI 0.3742, 0.6634 0.4855, 0.7508 0.2551, 0.5924 0.4339, 0.7596
Proportion Difference - Stratified CMH Method (95% CI) -0.17 (-0.36, 0.03) -0.14 (-0.38, 0.11)

p-value 0.094 0.27
Proportion Difference - Unstratified CMH Method (95% CI) -0.11 (-0.29, 0.08) -0.19 (-0.42, 0.04)

p-value 0.28 0.10
Proportion Difference - Unstratified Exact Method (95% Cl) -0.11 (-0.29, 0.09) -0.19 (-0.41, 0.05)

p-value 0.33 0.16
Unadjusted Relative Risk (95% CI) 0.83 (0.60, 1.16) 0.69 (0.43, 1.09)

p-value [1] 0.28 0.11
Unadjusted interaction test for Treatment*Gender [3] 0.51
Unadjusted Odds Ratio (95% CI) 0.65 (0-30, 1.41) 0.47 (0.18, 1.18)

p-value [1] 0.28 0.11
Unadjusted Absolute Risk Difference (95% CI) -0.11 (-0.29, 0.08) -0.19 (-0.41, 0.04)
Adjusted Relative Risk (95% ClI) [2] 0.75 (0.54, 1.04) 0.76 (0.48, 1.20)

p-value [2] 0.084 0.24
Adjusted interaction test for Treatment*Gender [3] 0.95

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-sex.pdf 29AUG2023: 9:35 Page 1 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.3803: Analysis of RBC Transfusion Dependence Rate at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
>=4 units transfused in the last 8 weeks 12 ( 24.0%) 20 ( 35.7%) 2 ( 5.6%) 9 ( 23.7%)
Any Hgb assessment < 8g/dL in the last 8 weeks 16 ( 32.0%) 24 ( 42.9%) 4 ( 11.1%) 19 ( 50.0%)
Last Participation date < Day 162 in DB phase 6 ( 12.0%) 6 ( 10.7%) 10 ( 27.8%) 2 ( 5.3%)
Other 9 ( 18.0%) 14 ( 25.0%) 2 ( 5.6%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification. CMH
Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-sex.pdf 29AUG2023: 9:35

Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

including treatment, baseline TD
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Table 2.3810: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline Spleen Volume
Double-Blind Phase

ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

<Median (1837.09 cm"3)

>=Median (1837.09 cm"3)

MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Not-Dependent, n(%) 28 ( 59.6%) 12 ( 27.9%) 17 ( 43.6%) 24 ( 47.1%)
Transfusion Requiring, n(%) 2 ( 4.3%) 4 ( 9.3%) 3(C 7.7%) 7 ( 13.7%)
Transfusion Independent, n(%) 26 ( 55.3%) 8 ( 18.6%) 14 ( 35.9%) 17 ( 33.3%)
Dependent, n(%) 19 ( 40.4%) 31 ( 72.1%) 22 ( 56.4%) 27 ( 52.9%)
95% Exact ClI 0.2637, 0.5573 0.5633, 0.8467 0.3962, 0.7219 0.3846, 0.6707
Proportion Difference - Stratified CMH Method (95% CI) -0.31 (-0.52, -0.09) -0.04 (-0.26, 0.18)
p-value 0.005 0.73
Proportion Difference - Unstratified CMH Method (95% CI) -0.32 (-0.51, -0.12) 0.03 (-0.18, 0.24)
p-value 0.002 0.75
Proportion Difference - Unstratified Exact Method (95% Cl) -0.32 (-0.50, -0.11) 0.03 (-0.17, 0.24)
p-value 0.003 0.83
Unadjusted Relative Risk (95% CI) 0.56 (0.38, 0.83) 1.07 (0.73, 1.56)
p-value [1] 0.004 0.74
Unadjusted interaction test for Treatment*Baseline Spleen 0.021
Volume Group [3]
Unadjusted Odds Ratio (95% CI) 0.26 (0.11, 0.64) 1.15 (0.50, 2.66)
p-value [1] 0.003 0.74
Unadjusted Absolute Risk Difference (95% CI) -0.32 (-0.51, -0.12) 0.03 (-0.17, 0.24)
Adjusted Relative Risk (95% CI1) [2] 0.56 (0.38, 0.84) 0.93 (0.64, 1.35)
p-value [2] 0.005 0.71
Adjusted interaction test for Treatment*Baseline Spleen 0.059

Volume Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-spv.pdf 29AUG2023: 9:37

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.3810: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median (1837.09 cm"3) >=Median (1837.09 cm"3)
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
>=4 units transfused in the last 8 weeks 8 ( 17.0%) 17 ( 39.5%) 6 ( 15.4%) 12 ( 23.5%)
Any Hgb assessment < 8g/dL in the last 8 weeks 10 ( 21.3%) 23 ( 53.5%) 10 ( 25.6%) 20 ( 39.2%)
Last Participation date < Day 162 in DB phase 7 ( 14.9%) 4 ( 9.3%) 9 ( 23.1%) 4 ( 7.8%)
Other 5 ( 10.6%) 14 ( 32.6%) 6 ( 15.4%) 12 ( 23.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-spv.pdf 29AUG2023: 9:37 Page 2 of 2



Table 2.3809: Analysis of

ITT-Anemic Analysis Set

RBC Transfusion Dependence Rate at Week 24 by Baseline TSS
Double-Blind Phase

GSK Oncology

Study GS-US-352-0101

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
Not-Dependent, n(%) 23 ( 52.3%) 23 ( 41.8%) 21 ( 51.2%) 13 ( 34.2%)
Transfusion Requiring, n(%) 2 ( 4.5%) 6 ( 10.9%) 3 (C 7.3%) 5 ( 13.2%)
Transfusion Independent, n(%) 21 ( 47.7%) 17 ( 30.9%) 18 ( 43.9%) 8 ( 21.1%)
Dependent, n(%) 21 ( 47.7%) 32 ( 58.2%) 20 ( 48.8%) 25 ( 65.8%)
95% Exact ClI 0.3246, 0.6331 0.4411, 0.7135 0.3288, 0.6487 0.4865, 0.8037
Proportion Difference - Stratified CMH Method (95% CI) -0.14 (-0.33, 0.06) -0.18 (-0.40, 0.03)
p-value 0.17 0.097
Proportion Difference - Unstratified CMH Method (95% CI) -0.10 (-0.30, 0.09) -0.17 (-0.39, 0.05)
p-value 0.30 0.13
Proportion Difference - Unstratified Exact Method (95% Cl) -0.10 (-0.30, 0.10) -0.17 (-0.38, 0.05)
p-value 0.32 0.17
Unadjusted Relative Risk (95% CI) 0.82 (0.56, 1.20) 0.74 (0.50, 1.09)
p-value [1] 0.31 0.13
Unadjusted interaction test for Treatment*Baseline TSS 0.72
Group [3]
Unadjusted Odds Ratio (95% CI) 0.66 (0.30, 1.46) 0.50 (0.20, 1.23)
p-value [1] 0.30 0.13
Unadjusted Absolute Risk Difference (95% CI) -0.10 (-0.30, 0.09) -0.17 (-0.38, 0.04)
Adjusted Relative Risk (95% CI1) [2] 0.77 (0.54, 1.11) 0.73 (0.50, 1.05)
p-value [2] 0.16 0.091
Adjusted interaction test for Treatment*Baseline TSS 0.84

Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.
Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-tss.pdf 29AUG2023: 9:36

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.3809: Analysis of RBC Transfusion Dependence Rate at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N=44) (N=55) (N=41) (N=38) p-value
>=4 units transfused in the last 8 weeks 9 ( 20.5%) 17 ( 30.9%) 5 ( 12.2%) 11 ( 28.9%)
Any Hgb assessment < 8g/dL in the last 8 weeks 16 ( 36.4%) 24 ( 43.6%) 4 ( 9.8%) 18 ( 47.4%)
Last Participation date < Day 162 in DB phase 3 ( 6.8%) 4 ( 7.3%) 13 ( 31.7%) 4 ( 10.5%)
Other 8 ( 18.2%) 14 ( 25.5%) 3 ( 7-3%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact Cl is based on Clopper-Pearson method without stratification. CMH = Cochran-Mantel-Haenszel, RBC = Red Blood Cell.

Transfusion requiring is defined as being neither transfusion independent nor transfusion dependent.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 107M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-sg-rbctd24-gba.sas V.03.05 Output file: t-rbctd24-gba-tss.pdf 29AUG2023: 9:36 Page 2 of 2



Table 2.1802: Analysis of Time to First RBC Unit Transfused by Age
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

<65 Years >=65 Years
MMB RUX MMB RUX
(N=24) (N=36) (N=62) (N=58) p-value
Subjects with Event
First RBC Unit Transfused, n(%) 12 ( 50.0%) 24 ( 66.7%) 36 ( 58.1%) 50 ( 86.2%)
Censor
Subjects Censored, n(%) 12 ( 50.0%) 12 ( 33.3%) 26 ( 41.9%) 8 ( 13.8%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) 2.64 (0.29, 5.86) 4.14 (1.86, 4.71) 2.00 (0.71, 4.29) 1.86 (0.86, 3.00)
Median (95% CI) 22.71 (3.14, NE) 6.36 (4.71, 14.29) 9.86 (4.29, NE) 4.14 (3.29, 5.14)
75-percentile (95% CI) NE (NE, NE) NE (10.29, NE) NE (NE, NE) 8.43 (5.14, 16.43)
Min, Max 0.29, 24.43 0.57, 24.57 0.29, 24.71 0.29, 25.14
Stratified Log-Rank Test p-value 0.92 < 0.001
Adjusted Hazard Ratio (95% CI) 0.93 (0.45, 1.93) 0.39 (0.24, 0.62)
Unstratified Log-Rank Test p-value 0.40 0.004
Unadjusted Hazard Ratio (95% CI) 0.74 (0.37, 1.49) 0.53 (0.35, 0.82)
P-value for interaction test 0.074

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.
P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),
baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-age.pdf 24AUG2023:11:02
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GSK Oncology
Study GS-US-352-0101
Table 2.1804: Analysis of Time to First RBC Unit Transfused by Region
Double-blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N=53) (N=51) (N=33) (N=43) p-value
Subjects with Event
First RBC Unit Transfused, n(%) 35 ( 66.0%) 42 ( 82.4%) 13 ( 39.4%) 32 ( 74.4%)
Censor
Subjects Censored, n(%) 18 ( 34.0%) 9 ( 17.6%) 20 ( 60.6%) 11 ( 25.6%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) 1.29 (0.43, 2.43) 1.57 (0.86, 2.57) 4.29 (0.29, 11.43) 4.14 (2.00, 4.71)
Median (95% CI) 6.14 (2.00, 17.29) 4.00 (2.29, 5.14) NE (8.14, NE) 6.71 (4.43, 9.86)
75-percentile (95% CI) NE (17.29, NE) 9.29 (4.86, NE) NE (NE, NE) NE (8.43, NE)
Min, Max 0.29, 24.57 0.29, 24.57 0.29, 24.71 0.29, 25.14
Stratified Log-Rank Test p-value 0.009 0.023
Adjusted Hazard Ratio (95% CI) 0.48 (0.30, 0.78) 0.46 (0.24, 0.89)
Unstratified Log-Rank Test p-value 0.11 0.015
Unadjusted Hazard Ratio (95% CI) 0.70 (0.44, 1.09) 0.46 (0.24, 0.88)
P-value for interaction test 0.94

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-geo.pdf 24AUG2023:11:02 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.1807: Analysis of Time to First RBC Unit Transfused by Baseline Hemoglobin Level
Double-blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N=28) (N=21) (N=58) (N=73) p-value
Subjects with Event
First RBC Unit Transfused, n(%) 21 ( 75.0%) 19 ( 90.5%) 27 ( 46.6%) 55 ( 75.3%)
Censor
Subjects Censored, n(%) 7 ( 25.0%) 2 ( 9.5%) 31 ( 53.4%) 18 ( 24.7%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) 0.93 (0.29, 2.14) 1.29 (0.29, 2.14) 4.29 (1.00, 10.00) 3.29 (1.86, 4.14)
Median (95% CI) 3.14 (1.43, 5.86) 3.29 (1.29, 4.71) NE (10.00, NE) 6.14 (4.29, 7.71)
75-percentile (95% CI) 8.14 (4.29, NE) 6.00 (3.86, NE) NE (NE, NE) 16.43 (8.43, NE)
Min, Max 0.29, 24.57 0.29, 24.14 0.29, 24.71 0.29, 25.14
Stratified Log-Rank Test p-value 0.50 < 0.001
Adjusted Hazard Ratio (95% CI) 0.84 (0.45, 1.57) 0.45 (0.28, 0.72)
Unstratified Log-Rank Test p-value 0.50 0.002
Unadjusted Hazard Ratio (95% CI) 0.80 (0.43, 1.49) 0.49 (0.31, 0.78)
P-value for interaction test 0.18

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-hgb.pdf 24AUG2023:11:02 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.1806: Analysis of Time to First RBC Unit Transfused by Baseline IPSS Two-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N=28) (N=24) (N=58) (N=70) p-value
Subjects with Event
First RBC Unit Transfused, n(%) 12 ( 42.9%) 17 ( 70.8%) 36 ( 62.1%) 57 ( 81.4%)
Censor
Subjects Censored, n(%) 16 ( 57-1%) 7 ( 29.2%) 22 ( 37.9%) 13 ( 18.6%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) 2.64 (0.29, 10.14) 3.57 (1.29, 4.57) 2.00 (0.71, 4.29) 2.14 (0.86, 3.29)
Median (95% CI) NE (4.29, NE) 6.14 (3.86, 10.29) 9.86 (4.29, 24.14) 4.71 (3.57, 6.14)
75-percentile (95% CI) NE (NE, NE) NE (6.43, NE) NE (24.14, NE) 14.14 (6.71, NE)
Min, Max 0.29, 24.43 1.29, 24.57 0.29, 24.71 0.29, 25.14
Stratified Log-Rank Test p-value 0.074 0.023
Adjusted Hazard Ratio (95% CI) 0.44 (0.19, 0.98) 0.62 (0.40, 0.94)
Unstratified Log-Rank Test p-value 0.15 0.045
Unadjusted Hazard Ratio (95% CI) 0.59 (0.28, 1.24) 0.65 (0-43, 0.99)
P-value for interaction test 0.48

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-ipss2.pdf 24AUG2023:11:02 Page 1 of 1



Table 2.1805: Analysis of Time to First RBC Unit Transfused by Baseline IPSS Three-Level Risk

Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
(N=2) (N=4) (N=26) (N=20)
Subjects with Event
First RBC Unit Transfused, n(%) 0] 3 ( 75.0%) 12 ( 46.2%) 14 ( 70.0%)
Censor
Subjects Censored, n(%) 2 (100.0%) 1 ( 25.0%) 14 ( 53.8%) 6 ( 30.0%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) NE (NE, NE) 4.21 (3.86, 4.71) 2.14 (0.29, 8.14) 2.79 (1.29, 6.00)
Median (95% CI) NE (NE, NE) 4.64 (3.86, NE) NE (3.14, NE) 6.36 (2.29, NE)
75-percentile (95% CI) NE (NE, NE) NE (3.86, NE) NE (NE, NE) NE (6.43, NE)
Min, Max 23.71, 24.14 3.86, 24.43 0.29, 24.43 1.29, 24.57
Stratified Log-Rank Test p-value NA NA
Adjusted Hazard Ratio (95% CI) NA NA
Unstratified Log-Rank Test p-value NA NA
Unadjusted Hazard Ratio (95% CI) NA NA

P-value for interaction test

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.
P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),
baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-ipss3.pdf 24AUG2023:11:02
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GSK Oncology
Study GS-US-352-0101
Table 2.1805: Analysis of Time to First RBC Unit Transfused by Baseline IPSS Three-Level Risk
Double-blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(Continued) (N=58) (N=70) p-value
Subjects with Event
First RBC Unit Transfused, n(%) 36 ( 62.1%) 57 ( 81.4%)
Censor
Subjects Censored, n(%) 22 ( 37.9%) 13 ( 18.6%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) 2.00 (0.71, 4.29) 2.14 (0.86, 3.29)
Median (95% CI) 9.86 (4.29, 24.14) 4.71 (3.57, 6.14)
75-percentile (95% CI) NE (24.14, NE) 14.14 (6.71, NE)
Min, Max 0.29, 24.71 0.29, 25.14
Stratified Log-Rank Test p-value NA
Adjusted Hazard Ratio (95% CI) NA
Unstratified Log-Rank Test p-value NA
Unadjusted Hazard Ratio (95% CI) NA
P-value for interaction test NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-ipss3.pdf 24AUG2023:11:02 Page 2 of 2



Table 2.1808: Analysis of Time to First RBC Unit Transfused by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Post-ET Myelofibrosis

Post-PV Myelofibrosis

MMB RUX MMB RUX
(N=16) (N=28) (N=11) (N=12)
Subjects with Event
First RBC Unit Transfused, n(%) 11 ( 68.8%) 21 ( 75-0%) 5 ( 45.5%) 11 ( 91.7%)
Censor
Subjects Censored, n(%) 5 ( 31.3%) 7 ( 25.0%) 6 ( 54.5%) 1 ( 8.-3%)

Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI)
Median (95% CI)
75-percentile (95% CI)
Min, Max

Stratified Log-Rank Test p-value
Adjusted Hazard Ratio (95% CI)
Unstratified Log-Rank Test p-value
Unadjusted Hazard Ratio (95% CI)
P-value for interaction test

0.86 (0.29, 5.29)

6.50 (0.71, NE)

NE (5.29, NE)
0.29, 24.71

0.80
1.04 (0.46, 2.38)
0.76
0.89 (0.43, 1.86)

2.00 (0.29, 4.14)

4.79 (2.14, 9.29)

NE (6.00, NE)
0.29, 24.71

0.71 (0.29, NE)

NE (0.29, NE)

NE (2.43, NE)
0.29, 24.57

0.19

0.39 (0.12, 1.30)
0.11

0.44 (0.15, 1.28)

0.64 (0.29, 3.57)

3.79 (0.43, 6.71)

6.43 (3.57, NE)
0.29, 24.57

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.
P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),
baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-mf.pdf 24AUG2023:11:02
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GSK Oncology
Study GS-US-352-0101
Table 2.1808: Analysis of Time to First RBC Unit Transfused by Baseline MF Disease Status
Double-blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

MMB RUX
(Continued) (N=59) (N=54) p-value
Subjects with Event
First RBC Unit Transfused, n(%) 32 ( 54.2%) 42 ( 77.8%)
Censor
Subjects Censored, n(%) 27 ( 45.8%) 12 ( 22.2%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) 2.14 (1.14, 4.29) 3.29 (1.86, 4.14)
Median (95% CI) 11.43 (4.29, NE) 5.14 (4.14, 6.71)
75-percentile (95% CI) NE (NE, NE) 14.14 (6.71, NE)
Min, Max 0.29, 24.43 0.29, 25.14
Stratified Log-Rank Test p-value 0.042
Adjusted Hazard Ratio (95% CI) 0.54 (0.34, 0.88)
Unstratified Log-Rank Test p-value 0.034
Unadjusted Hazard Ratio (95% CI) 0.61 (0-38, 0.97)
P-value for interaction test 0.16

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-mf.pdf 24AUG2023:11:02 Page 2 of 2



GSK Oncology
Study GS-US-352-0101
Table 2.1803: Analysis of Time to First RBC Unit Transfused by Gender
Double-blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N=50) (N=56) (N=36) (N=38) p-value
Subjects with Event
First RBC Unit Transfused, n(%) 35 ( 70.0%) 47 ( 83.9%) 13 ( 36.1%) 27 ( 71.1%)
Censor
Subjects Censored, n(%) 15 ( 30.0%) 9 ( 16.1%) 23 ( 63.9%) 11 ( 28.9%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) 1.14 (0.43, 2.14) 2.14 (1.14, 3.29) 4.29 (1.29, NE) 3.57 (0.86, 4.29)
Median (95% CI) 6.00 (2.00, 12.00) 4.64 (3.29, 6.00) NE (9.86, NE) 6.29 (4.14, 10.29)
75-percentile (95% CI) NE (11.43, NE) 9.14 (6.14, NE) NE (NE, NE) NE (8.43, NE)
Min, Max 0.29, 24.71 0.29, 25.14 0.29, 24.29 0.29, 24.71
Stratified Log-Rank Test p-value 0.025 0.073
Adjusted Hazard Ratio (95% CI) 0.57 (0.36, 0.90) 0.49 (0.25, 0.96)
Unstratified Log-Rank Test p-value 0.19 0.013
Unadjusted Hazard Ratio (95% CI) 0.75 (0.48, 1.16) 0.44 (0.23, 0.86)
P-value for interaction test 0.69

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-sex.pdf 24AUG2023:11:02 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.1810: Analysis of Time to First RBC Unit Transfused by Baseline Spleen Volume
Double-blind Phase
ITT-Anemic Analysis Set

< Median 1837.09 cm"3 >= Median 1837.09 cm”3
MMB RUX MMB RUX
(N=47) (N=43) (N=39) (N=51) p-value
Subjects with Event
First RBC Unit Transfused, n(%) 23 ( 48.9%) 34 ( 79-1%) 25 ( 64.1%) 40 ( 78.4%)
Censor
Subjects Censored, n(%) 24 ( 51.1%) 9 ( 20.9%) 14 ( 35.9%) 11 ( 21.6%)
Kaplan-Meier Estimate of Time to First RBC Unit
Transfused (Weeks)
25-percentile (95% CI) 2.00 (0.71, 6.14) 2.57 (1.14, 3.57) 1.14 (0.43, 4.29) 2.29 (0.86, 4.43)
Median (95% CI) 24.14 (5.86, NE) 4.14 (3.29, 6.14) 7.71 (2.43, 12.29) 5.14 (4.14, 9.86)
75-percentile (95% CI) NE (NE, NE) 8.43 (6.14, NE) NE (11.43, NE) 15.86 (8.14, NE)
Min, Max 0.29, 24.71 0.29, 25.14 0.29, 24.57 0.29, 24.57
Stratified Log-Rank Test p-value 0.001 0.27
Adjusted Hazard Ratio (95% CI) 0.33 (0.18, 0.61) 0.77 (0.46, 1.30)
Unstratified Log-Rank Test p-value 0.009 0.45
Unadjusted Hazard Ratio (95% CI) 0.50 (0.29, 0.85) 0.83 (0.50, 1.37)
P-value for interaction test 0.076

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-svb.pdf 24AUG2023:11:02 Page 1 of 1



Table 2.1809: Analysis

Double-blind Phase
ITT-Anemic Analysis Set

of Time to First RBC Unit Transfused by Baseline TSS

GSK Oncology
Study GS-US-352-0101

MMB
(N=44)

RUX
(N=55)

MMB
(N=41)

RUX
(N=38) p-value

Subjects with Event
First RBC Unit Transfused, n(%)

Censor
Subjects Censored, n(%)

Kaplan-Meier Estimate of Time to First RBC Unit

Transfused (Weeks)
25-percentile (95% CI)
Median (95% CI)

25 ( 56.8%)

19 ( 43.2%)

2.14 (0.43, 6.14)
11.43 (5.29, NE)

43 ( 78.2%)

12 ( 21.8%)

2.71 (1.57, 4.00)
4.71 (4.00, 6.43)

22 ( 53.7%)

19 ( 46.3%)

1.29 (0.43, 4.29)
7.71 (3.14, NE)

30 ( 78.9%)

8 ( 21.1%)

2.14 (0.71, 4.00)
4.86 (3.29, 9.29)

75-percentile (95% CI) NE (24.14, NE) 14.29 (6.43, NE) NE (NE, NE) 14.29 (6.71, NE)
Min, Max 0.29, 24.43 0.29, 25.14 0.29, 24.71 0.43, 24.71
Stratified Log-Rank Test p-value 0.015 0.10
Adjusted Hazard Ratio (95% CI) 0.54 (0.33, 0.89) 0.58 (0.33, 1.02)
Unstratified Log-Rank Test p-value 0.049 0.12
Unadjusted Hazard Ratio (95% CI) 0.61 (0-37, 1.00) 0.65 (0-38, 1.14)
P-value for interaction test 0.77

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

Stratified two-sided p-value is from a log-rank test comparing treatment stratified by baseline TD (yes,no) and baseline platelet count
(<100,100-200,>200 1079/L). Adjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with covariates of treatment, baseline TD
(yes,no) and baseline platelet count (<100,100-200,>200 107"9/L). Unstratified two-sided p-value is from a log-rank test comparing treatment.
Unadjusted hazard ratio and 95% Cl are from a Cox proportional hazards model with a covariate of treatment.

P-value for interaction test is from a Cox proportional hazards model with covariates of treatment, subgroup, baseline TD (yes,no),

baseline platelet count (<100,100-200,>200 1079/L) and treatment by subgroup interaction. NE = Not estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-tte-rbc-tran-sub.sas V.03.05 Output file: t-tte-rbc-tran-tss.pdf 24AUG2023:11:02 Page 1 of 1



GSK Oncology
Study GS-US-352-0101
Table 2.6502: Analysis of Patient Global Impression of Change at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
Week 24 at Double-Blind Phase, n(%)
Improvement, n(%) 15 ( 62.5%) 28 ( 77.8%) 40 ( 64.5%) 42 ( 72.4%)

Very much improved 0 3 ( 8.3%) 6 ( 9.7%) 3 ( 5.2%)
Much improved 12 ( 50.0%) 14 ( 38.9%) 23 ( 37.1%) 26 ( 44.8%)
Minimally improved 3 ( 12.5%) 11 ( 30.6%) 11 ( 17.7%) 13 ( 22.4%)
95% Exact CI 0.4059, 0.8120 0.6085, 0.8988 0.5134, 0.7626 0.5910, 0.8334
Proportion Difference - Stratified CMH Method (95% CI) -0.21 (-0.48, 0.07) -0.10 (-0.28, 0.08)

p-value 0.14 0.27
Proportion Difference - Unstratified CMH Method (95% CI) -0.15 (-0.40, 0.09) -0.08 (-0.25, 0.09)

p-value 0.22 0.36
Proportion Difference - Unstratified Exact Method (95% CI) -0.15 (-0.40, 0.11) -0.08 (-0.25, 0.10)

p-value 0.25 0.43
Unadjusted Inverse Relative Risk (95% Cl) 1.24 (0.87, 1.78) 1.12 (0.88, 1.43)

p-value [1] 0.23 0.35
Unadjusted interaction test for Treatment*Age Group [3] 0.64
Unadjusted Inverse Odds Ratio (95% CI) 2.10 (0.67, 6.57) 1.44 (0.66, 3.14)

p-value [1] 0.20 0.35
Unadjusted Absolute Risk Difference (95% CI) -0.15 (-0.39, 0.08) -0.08 (-0.24, 0.09)
Adjusted Inverse Relative Risk (95% CI) [2] 1.34 (0.92, 1.95) 1.16 (0.90, 1.48)

p-value [2] 0.12 0.24
Adjusted interaction test for Treatment*Age Group [3] 0.64

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-age.pdf 29AUG2023: 9:47 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6502: Analysis of Patient Global Impression of Change at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
Worsening, n(%) 3 ( 12.5%) 1 (C 2.8%) 2 ( 3.2%) 4 ( 6.9%)

Minimally worse 1 (C 4.2%) 1 (C 2.8%) 2 ( 3.2%) 2 ( 3.4%)
Much worse 2 ( 8.3%) 0 0 2 ( 3.4%)
Very much worse 0 0 0 0
95% Exact ClI 0.0266, 0.3236 0.0007, 0.1453 0.0039, 0.1117 0.0191, 0.1673
Proportion Difference - Stratified CMH Method (95% CI) 0.09 (-0.14, 0.31) -0.02 (-0.13, 0.09)

p-value 0.45 0.68
Proportion Difference - Unstratified CMH Method (95% CI) 0.10 (-0.06, 0.25) -0.04 (-0.12, 0.05)

p-value 0.22 0.39
Proportion Difference - Unstratified Exact Method (95% CI) 0.10 (-0.17, 0.35) -0.04 (-0.22, 0.14)

p-value 0.29 0.43
Unadjusted Relative Risk (95% CI) 4.50 (0.50, 40.75) 0.47 (0.09, 2.46)

p-value [1] 0.18 0.37
Unadjusted interaction test for Treatment*Age Group [3] NA
Unadjusted Odds Ratio (95% CI) 5.00 (0.49, 51.23) 0.45 (0.08, 2.56)

p-value [1] 0.18 0.37
Unadjusted Absolute Risk Difference (95% ClI) 0.10 (-0.05, 0.24) -0.04 (-0.12, 0.04)
Adjusted Relative Risk (95% Cl) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Age Group [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-age.pdf 29AUG2023: 9:47 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6502: Analysis of Patient Global Impression of Change at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value

Missing Assessment 4 ( 16.7%) 5 ( 13.9%) 17 ( 27.4%) 9 ( 15.5%)
No change 2 ( 8.3%) 2 ( 5.6%) 3 ( 4.8%) 3 ( 5.2%)
Return Rate (%) 83% 86% 73% 84%
Number of Subjects in Risk 20 33 50 53
Return Rate in Risk (%) 100% 94% 90% 92%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-age.pdf 29AUG2023: 9:47 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6504: Analysis of Patient Global Impression of Change at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
Week 24 at Double-Blind Phase, n(%)
Improvement, n(%) 31 ( 58.5%) 34 ( 66.7%) 24 ( 72.7%) 36 ( 83.7%)

Very much improved 5 ( 9.4%) 4 ( 7.8%) 1 (C 3.0%) 2 ( 4.7%)
Much improved 19 ( 35.8%) 19 ( 37.3%) 16 ( 48.5%) 21 ( 48.8%)
Minimally improved 7 ( 13.2%) 11 ( 21.6%) 7 ( 21.2%) 13 ( 30.2%)
95% Exact CI 0.4413, 0.7186 0.5208, 0.7924 0.5448, 0.8670 0.6930, 0.9319
Proportion Difference - Stratified CMH Method (95% CI) -0.08 (-0.28, 0.12) -0.14 (-0.34, 0.07)

p-value 0.44 0.19
Proportion Difference - Unstratified CMH Method (95% CI) -0.08 (-0.27, 0.11) -0.11 (-0.30, 0.08)

p-value 0.39 0.26
Proportion Difference - Unstratified Exact Method (95% CI) -0.08 (-0.27, 0.11) -0.11 (-0.33, 0.12)

p-value 0.42 0.27
Unadjusted Inverse Relative Risk (95% Cl) 1.14 (0.85, 1.54) 1.15 (0.90, 1.47)

p-value [1] 0.39 0.26
Unadjusted interaction test for Treatment*Region [3] 0.96
Unadjusted Inverse Odds Ratio (95% CI) 1.42 (0.64, 3.15) 1.93 (0.63, 5.88)

p-value [1] 0.39 0.25
Unadjusted Absolute Risk Difference (95% CI) -0.08 (-0.27, 0.10) -0.11 (-0.30, 0.08)
Adjusted Inverse Relative Risk (95% CI) [2] 1.14 (0.84, 1.54) NE

p-value [2] 0.41 NE
Adjusted interaction test for Treatment*Region [3] 0.95

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-geo.pdf 29AUG2023: 9:47 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6504: Analysis of Patient Global Impression of Change at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
Worsening, n(%) 5 (C 9.4%) 4 ( 7.8%) 0 1 (C 2.3%)

Minimally worse 3 ( 5.7%) 2 ( 3.9%) 0 1 ( 2.3%)
Much worse 2 ( 3.8%) 2 ( 3.9%) 0 0
Very much worse 0 0 0 0
95% Exact ClI 0.0313, 0.2066 0.0218, 0.1888 0.0000, 0.1058 0.0006, 0.1229
Proportion Difference - Stratified CMH Method (95% CI) 0.02 (-0.12, 0.16) -0.02 (-0.15, 0.10)

p-value 0.81 0.72
Proportion Difference - Unstratified CMH Method (95% CI) 0.02 (-0.10, 0.13) -0.02 (-0.09, 0.05)

p-value 0.78 0.51
Proportion Difference - Unstratified Exact Method (95% CI) 0.02 (-0.18, 0.20) -0.02 (-0.25, 0.20)

p-value 1.00 1.00
Unadjusted Relative Risk (95% CI) 1.20 (0.34, 4.23) 0.43 (0.02, 10.26)

p-value [1] 0.77 0.60
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 1.22 (0.31, 4.84) 0.42 (0.02, 10.72)

p-value [1] 0.77 0.60
Unadjusted Absolute Risk Difference (95% ClI) 0.02 (-0.09, 0.12) -0.02 (-0.09, 0.05)
Adjusted Relative Risk (95% Cl) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-geo.pdf 29AUG2023: 9:47 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6504: Analysis of Patient Global Impression of Change at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value

Missing Assessment 15 ( 28.3%) 11 ( 21.6%) 6 ( 18.2%) 3 (C 7.0%)
No change 2 ( 3.8%) 2 ( 3.9%) 3 ( 9.1%) 3 ( 7-0%)
Return Rate (%) 72% 78% 82% 93%
Number of Subjects in Risk 43 46 27 40
Return Rate in Risk (%) 88% 87% 100% 100%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-geo.pdf 29AUG2023: 9:47 Page 3 of 3



Table 2.6507: Analysis of Patient Global

Impression of Change at Week 24 by Baseline Hemoglobin Level

Double-Blind Phase

ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
Week 24 at Double-Blind Phase, n(%)

Improvement, n(%) 18 ( 64.3%) 15 ( 71.4%) 37 ( 63.8%) 55 ( 75.3%)
Very much improved 5 ( 17.9%) 1 ( 4.8%) 1 C 1-7%) 5 ( 6.8%)
Much improved 8 ( 28.6%) 8 ( 38.1%) 27 ( 46.6%) 32 ( 43.8%)
Minimally improved 5 ( 17.9%) 6 ( 28.6%) 9 ( 15.5%) 18 ( 24.7%)
95% Exact ClI 0.4407, 0.8136 0.4782, 0.8872 0.5012, 0.7601 0.6386, 0.8468
Proportion Difference - Stratified CMH Method (95% CI) -0.07 (-0.34, 0.20) -0.14 (-0.30, 0.03)

p-value 0.62 0.11
Proportion Difference - Unstratified CMH Method (95% CI) -0.07 (-0.34, 0.20) -0.12 (-0.28, 0.04)
p-value 0.60 0.16
Proportion Difference - Unstratified Exact Method (95% CI) -0.07 (-0.35, 0.21) -0.12 (-0.28, 0.06)
p-value 0.76 0.18
Unadjusted Inverse Relative Risk (95% Cl) 1.11 (0.75, 1.64) 1.18 (0.93, 1.49)
p-value [1] 0.59 0.16
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.79
Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.39 (0.41, 4.72) 1.73 (0.82, 3.69)
p-value [1] 0.60 0.15
Unadjusted Absolute Risk Difference (95% CI) -0.07 (-0.33, 0.19) -0.12 (-0.27, 0.04)
Adjusted Inverse Relative Risk (95% CI) [2] 1.11 (0.76, 1.63) 1.22 (0.96, 1.53)
p-value [2] 0.60 0.099
ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.
[1]1 p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-hgb.pdf 29AUG2023: 9:47 Page 1 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.6507: Analysis of Patient Global Impression of Change at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL

MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value

Adjusted interaction test for Treatment*Baseline Hemoglobin 0.68
Level Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-hgb.pdf 29AUG2023: 9:47 Page 2 of 4



Table 2.6507: Analysis of Patient Global

GSK Oncology

Study GS-US-352-0101

Impression of Change at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
Worsening, n(%) 2 (C 7.1%) 1 ( 4.8%) 3 ( 5.2%) 4 ( 5.5%)
Minimally worse 1 ( 3.6%) 0 2 ( 3.4%) 3 ( 4.1%)
Much worse 1 ( 3.6%) 1 ( 4.8%) 1 C 1-7%) 1 (C 1-4%)
Very much worse 0 0 0 0
95% Exact ClI 0.0088, 0.2350 0.0012, 0.2382 0.0108, 0.1438 0.0151, 0.1344
Proportion Difference - Stratified CMH Method (95% CI) 0.02 (-0.16, 0.20) 0.00 (-0.10, 0.10)
p-value 0.83 0.99
Proportion Difference - Unstratified CMH Method (95% CI) 0.02 (-0.13, 0.18) 0.00 (-0.09, 0.08)
p-value 0.76 0.94
Proportion Difference - Unstratified Exact Method (95% CI) 0.02 (-0.26, 0.30) 0.00 (-0.17, 0.17)
p-value 1.00 1.00
Unadjusted Relative Risk (95% CI) 1.50 (0.15, 15.46) 0.94 (0.22, 4.05)
p-value [1] 0.73 0.94
Unadjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Unadjusted Odds Ratio (95% CI) 1.54 (0.13, 18.19) 0.94 (0.20, 4.38)
p-value [1] 0.73 0.94
Unadjusted Absolute Risk Difference (95% CI) 0.02 (-0.11, 0.16) 0.00 (-0.08, 0.07)
Adjusted Relative Risk (95% Cl) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.
[1]1 p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-hgb.pdf 29AUG2023: 9:47 Page 3 of 4



Table 2.6507: Analysis of Patient Global

Double-Blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Impression of Change at Week 24 by Baseline Hemoglobin Level

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value

Missing Assessment 7 ( 25.0%) 5 ( 23.8%) 14 ( 24.1%) 9 ( 12.3%)
No change 1 ( 3.6%) 0 4 ( 6.9%) 5 ( 6.8%)
Return Rate (%) 75% 76% 76% 88%
Number of Subjects in Risk 22 17 48 69
Return Rate in Risk (%) 95% 94% 92% 93%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-hgb.pdf 29AUG2023: 9:47

including treatment, baseline TD
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Table 2.6506: Analysis of Patient Global

Impression of Change at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
Week 24 at Double-Blind Phase, n(%)
Improvement, n(%) 18 ( 64.3%) 18 ( 75.0%) 37 ( 63.8%) 52 ( 74.3%)

Very much improved 1 ( 3.6%) 2 ( 8.3%) 5 ( 8.6%) 4 ( 5.7%)
Much improved 12 ( 42.9%) 10 ( 41.7%) 23 ( 39.7%) 30 ( 42.9%)
Minimally improved 5 ( 17.9%) 6 ( 25.0%) 9 ( 15.5%) 18 ( 25.7%)
95% Exact ClI 0.4407, 0.8136 0.5329, 0.9023 0.5012, 0.7601 0.6244, 0.8399
Proportion Difference - Stratified CMH Method (95% CI) -0.12 (-0.42, 0.17) -0.13 (-0.30, 0.03)

p-value 0.41 0.12
Proportion Difference - Unstratified CMH Method (95% CI) -0.11 (-0.36, 0.15) -0.10 (-0.27, 0.06)

p-value 0.41 0.21
Proportion Difference - Unstratified Exact Method (95% CI) -0.11 (-0.37, 0.17) -0.10 (-0.27, 0.07)

p-value 0.55 0.25
Unadjusted Inverse Relative Risk (95% Cl) 1.17 (0.81, 1.67) 1.16 (0.92, 1.48)

p-value [1] 0.40 0.21
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.99
Unadjusted Inverse Odds Ratio (95% CI) 1.67 (0.50, 5.56) 1.64 (0.77, 3.50)

p-value [1] 0.41 0.20
Unadjusted Absolute Risk Difference (95% CI) -0.11 (-0.36, 0.14) -0.10 (-0.27, 0.06)
Adjusted Inverse Relative Risk (95% CI) [2] 1.20 (0.83, 1.73) 1.21 (0.96, 1.54)

p-value [2] 0.34 0.11
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.96

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact ClI
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

is based on Clopper-Pearson method without stratification.

including treatmen

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip2.pdf 29AUG2023: 9:47

t, baseline TD

Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6506: Analysis of Patient Global Impression of Change at Week 24 by Baseline IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
Worsening, n(%) 2 (C 7.1%) 2 ( 8.3%) 3 ( 5.2%) 3 ( 4.3%)

Minimally worse 1 ( 3.6%) 1 ( 4.2%) 2 ( 3.4%) 2 ( 2.9%)
Much worse 1 ( 3.6%) 1 (C 4.2%) 1 C 1-7%) 1 (C 1-4%)
Very much worse 0 0 0 0
95% Exact ClI 0.0088, 0.2350 0.0103, 0.2700 0.0108, 0.1438 0.0089, 0.1202
Proportion Difference - Stratified CMH Method (95% CI) -0.04 (-0.28, 0.20) 0.02 (-0.08, 0.12)

p-value 0.76 0.75
Proportion Difference - Unstratified CMH Method (95% CI) -0.01 (-0.17, 0.15) 0.01 (-0.07, 0.09)

p-value 0.89 0.83
Proportion Difference - Unstratified Exact Method (95% CI) -0.01 (-0.28, 0.26) 0.01 (-0.16, 0.18)

p-value 1.00 1.00
Unadjusted Relative Risk (95% CI) 0.86 (0.13, 5.63) 1.21 (0.25, 5.76)

p-value [1] 0.87 0.81
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) 0.85 (0.11, 6.51) 1.22 (0.24, 6.28)

p-value [1] 0.87 0.81
Unadjusted Absolute Risk Difference (95% ClI) -0.01 (-0.16, 0.13) 0.01 (-0.07, 0.08)
Adjusted Relative Risk (95% Cl) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip2.pdf 29AUG2023: 9:47 Page 2 of 3



Table 2.6506: Analysis of Patient Global Impression of Change at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value

Missing Assessment 6 ( 21.4%) 2 ( 8.3%) 15 ( 25.9%) 12 ( 17.1%)
No change 2 ( 7-1%) 2 ( 8.3%) 3 ( 5.2%) 3 ( 4.3%)
Return Rate (%) 79% 92% 74% 83%
Number of Subjects in Risk 24 22 46 64
Return Rate in Risk (%) 92% 100% 93% 91%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip2.pdf 29AUG2023: 9:47
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GSK Oncology
Study GS-US-352-0101
Table 2.6505: Analysis of Patient Global Impression of Change at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) (N =4) (N = 26) (N = 20)
Week 24 at Double-Blind Phase, n(%)

Improvement, n(%) 2 (100.0%) 3 ( 75.0%) 16 ( 61.5%) 15 ( 75.0%)
Very much improved 0 0 1 (C 3.8%) 2 ( 10.0%)
Much improved 2 (100.0%) 2 ( 50.0%) 10 ( 38.5%) 8 ( 40.0%)
Minimally improved 0 1 ( 25.0%) 5 ( 19.2%) 5 ( 25.0%)
95% Exact ClI 0.1581, 1.0000 0.1941, 0.9937 0.4057, 0.7977 0.5090, 0.9134
Proportion Difference - Stratified CMH Method (95% CI) 0.00 (-1.03, 1.03) -0.20 (-0.49, 0.09)

p-value 1.00 0.18
Proportion Difference - Unstratified CMH Method (95% CI) 0.25 (-0.65, 1.15) -0.13 (-0.41, 0.14)

p-value 0.58 0.34
Proportion Difference - Unstratified Exact Method (95% CI) 0.25 (-0.64, 0.89) -0.13 (-0.41, 0.16)

p-value 1.00 0.36
Unadjusted Inverse Relative Risk (95% Cl) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Inverse Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Inverse Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA

Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip3.pdf 29AUG2023: 9:48 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6505: Analysis of Patient Global Impression of Change at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
Week 24 at Double-Blind Phase, n(%)
Improvement, n(%) 37 ( 63.8%) 52 ( 74.3%)

Very much improved 5 ( 8.6%) 4 ( 5.7%)
Much improved 23 ( 39.7%) 30 ( 42.9%)
Minimally improved 9 ( 15.5%) 18 ( 25.7%)
95% Exact ClI 0.5012, 0.7601 0.6244, 0.8399
Proportion Difference - Stratified CMH Method (95% CI) -0.13 (-0.30, 0.03)

p-value 0.12
Proportion Difference - Unstratified CMH Method (95% CI) -0.10 (-0.27, 0.06)

p-value 0.21
Proportion Difference - Unstratified Exact Method (95% CI) -0.10 (-0.27, 0.07)

p-value 0.25
Unadjusted Inverse Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Inverse Odds Ratio (95% Cl) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% Cl1) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip3.pdf 29AUG2023: 9:48 Page 2 of 6



Table 2.6505: Analysis of Patient Global Impression of Change at Week 24 by Baseline IPSS Three-Level Risk

Double-Blind Phase
ITT-Anemic Analysis Set

GSK Oncology

Study GS-US-352-0101

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
Worsening, n(%) 0 1 ( 25.0%) 2 (C 7.7%) 1 ( 5.0%)
Minimally worse 0 0 1 ( 3.8%) 1 ( 5.0%)
Much worse 0 1 ( 25.0%) 1 ( 3.8%) 0
Very much worse 0 0 0 0
95% Exact ClI 0.0000, 0.8419 0.0063, 0.8059 0.0095, 0.2513 0.0013, 0.2487

Proportion Difference - Stratified CMH Method (95% CI)
p-value

Proportion Difference - Unstratified CMH Method (95% CI)
p-value

Proportion Difference - Unstratified Exact Method (95% CI)
p-value

Unadjusted Relative Risk (95% CI)
p-value [1]

Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]

Unadjusted Odds Ratio (95% CI)
p-value [1]

Unadjusted Absolute Risk Difference (95% ClI)

Adjusted Relative Risk (95% CI) [2]
p-value [2]

Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]

0.00 (-1.03, 1.03)
1.00

-0.25 (-1.15, 0.65)

0.58

-0.25 (-0.89, 0.64)

1.00
NA
NA

NA
NA
NA
NA
NA

0.00 (-0.23, 0.23)
1.00

0.03 (-0.14, 0.19)
0.74

0.03 (-0.26, 0.31)
1.00
NA
NA

NA
NA
NA
NA
NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.
[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip3.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6505: Analysis of Patient Global Impression of Change at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
Worsening, n(%) 3 ( 5.2%) 3 ( 4.3%)

Minimally worse 2 ( 3.4%) 2 ( 2.9%)
Much worse 1 C 1-7%) 1 (C 1-4%)
Very much worse 0 0
95% Exact ClI 0.0108, 0.1438 0.0089, 0.1202
Proportion Difference - Stratified CMH Method (95% CI) 0.02 (-0.08, 0.12)

p-value 0.75
Proportion Difference - Unstratified CMH Method (95% CI) 0.01 (-0.07, 0.09)

p-value 0.83
Proportion Difference - Unstratified Exact Method (95% CI) 0.01 (-0.16, 0.18)

p-value 1.00
Unadjusted Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip3.pdf 29AUG2023: 9:48 Page 4 of 6



GSK Oncology
Study GS-US-352-0101

Table 2.6505: Analysis of Patient Global Impression of Change at Week 24 by Baseline IPSS Three-Level Risk

Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
(N =2) (N =4) (N = 26) (N = 20)
Missing Assessment 0 0 6 ( 23.1%) 2 ( 10.0%)
No change 0 0 2 ( 7.7%) 2 ( 10.0%)
Return Rate (%) 100% 100% 7% 90%
Number of Subjects in Risk 2 4 22 18
Return Rate in Risk (%) 100% 100% 91% 100%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip3.pdf 29AUG2023: 9:48
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GSK Oncology
Study GS-US-352-0101
Table 2.6505: Analysis of Patient Global Impression of Change at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value

Missing Assessment 15 ( 25.9%) 12 ( 17.1%)
No change 3 ( 5.2%) 3 (C 4.3%)
Return Rate (%) 74% 83%
Number of Subjects in Risk 46 64
Return Rate in Risk (%) 93% 91%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-ip3.pdf 29AUG2023: 9:48 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6508: Analysis of Patient Global Impression of Change at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-OL Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
Week 24 at Double-Blind Phase, n(%)

Improvement, n(%) 41 ( 69.5%) 43 ( 79.6%) 8 ( 50.0%) 20 ( 71.-4%)
Very much improved 4 ( 6.8%) 3 ( 5.6%) 1 ( 6-3%) 2 ( 7-1%)
Much improved 26 ( 44.1%) 27 ( 50.0%) 5 ( 31.3%) 9 ( 32.1%)
Minimally improved 11 ( 18.6%) 13 ( 24.1%) 2 ( 12.5%) 9 ( 32.1%)
95% Exact ClI 0.5613, 0.8081 0.6647, 0.8937 0.2465, 0.7535 0.5133, 0.8678
Proportion Difference - Stratified CMH Method (95% CI) -0.14 (-0.30, 0.03) -0.22 (-0.55, 0.11)

p-value 0.10 0.19
Proportion Difference - Unstratified CMH Method (95% CI) -0.10 (-0.26, 0.06) -0.21 (-0.52, 0.09)
p-value 0.22 0.17
Proportion Difference - Unstratified Exact Method (95% CI) -0.10 (-0.28, 0.08) -0.21 (-0.50, 0.10)
p-value 0.28 0.20
Unadjusted Inverse Relative Risk (95% ClI) 1.15 (0.92, 1.42) 1.43 (0.83, 2.46)
p-value [1] 0.22 0.20
Unadjusted interaction test for Treatment*Myelofibrosis Disease Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.72 (0.72, 4.07) 2.50 (0.70, 8.97)
p-value [1] 0.22 0.16
Unadjusted Absolute Risk Difference (95% CI) -0.10 (-0.26, 0.06) -0.21 (-0.51, 0.08)
Adjusted Inverse Relative Risk (95% CI) [2] 1.20 (0.97, 1.49) 1.44 (0.82, 2.54)
p-value [2] 0.089 0.20

Adjusted interaction test for Treatment*Myelofibrosis Disease Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-mf.pdf 29AUG2023: 9:48 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6508: Analysis of Patient Global Impression of Change at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
Week 24 at Double-Blind Phase, n(%)
Improvement, n(%) 6 ( 54.5%) 7 ( 58.3%)

Very much improved 1 (C 9-1%) 1 ( 8.-3%)
Much improved 4 ( 36.4%) 4 ( 33.3%)
Minimally improved 1 ( 9.1%) 2 ( 16.7%)
95% Exact CI 0.2338, 0.8325 0.2767, 0.8483
Proportion Difference - Stratified CMH Method (95% CI) -0.23 (-0.69, 0.23)

p-value 0.33
Proportion Difference - Unstratified CMH Method (95% CI) -0.04 (-0.46, 0.39)

p-value 0.86
Proportion Difference - Unstratified Exact Method (95% CI) -0.04 (-0.44, 0.38)

p-value 1.00
Unadjusted Inverse Relative Risk (95% CI) 1.07 (0.52, 2.20)

p-value [1] 0.86
Unadjusted interaction test for Treatment*Myelofibrosis Disease Type [3] 0.72
Unadjusted Inverse Odds Ratio (95% Cl) 1.17 (0.22, 6.08)

p-value [1] 0.85
Unadjusted Absolute Risk Difference (95% CI) -0.04 (-0.44, 0.37)
Adjusted Inverse Relative Risk (95% Cl1) [2] NE

p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis Disease Type [3] 0.83

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-mf.pdf 29AUG2023: 9:48 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6508: Analysis of Patient Global Impression of Change at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-OL Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
Worsening, n(%) 2 ( 3.4%) 2 ( 3.7%) 3 ( 18.8%) 3 ( 10.7%)

Minimally worse 1 C 1.7%) 1 (C 1.9%) 2 ( 12.5%) 2 (C 7.1%)
Much worse 1 (C 1-7%) 1 (C 1-9%) 1 ( 6-3%) 1 ( 3.6%)
Very much worse 0 0 0 0
95% Exact ClI 0.0041, 0.1171 0.0045, 0.1275 0.0405, 0.4565 0.0227, 0.2823
Proportion Difference - Stratified CMH Method (95% CI) 0.01 (-0.09, 0.11) 0.04 (-0.22, 0.30)

p-value 0.85 0.78
Proportion Difference - Unstratified CMH Method (95% CI) 0.00 (-0.08, 0.07) 0.08 (-0.16, 0.-32)

p-value 0.94 0.51
Proportion Difference - Unstratified Exact Method (95% CI) 0.00 (-0.19, 0.18) 0.08 (-0.23, 0.38)

p-value 1.00 0.65
Unadjusted Relative Risk (95% CI) 0.92 (0.13, 6.27) 1.75 (0.40, 7.67)

p-value [1] 0.93 0.46
Unadjusted interaction test for Treatment*Myelofibrosis Disease Type [3]
Unadjusted Odds Ratio (95% CI) 0.91 (0.12, 6.71) 1.92 (0.34, 10.90)

p-value [1] 0.93 0.46
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.07, 0.07) 0.08 (-0.14, 0.-30)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA

Adjusted interaction test for Treatment*Myelofibrosis Disease Type [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-mf.pdf 29AUG2023: 9:48 Page 3 of 6



Table 2.6508: Analysis of Patient Global

Impression of Change at Week 24 by Baseline MF Disease Status

GSK Oncology
Study GS-US-352-0101

Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
Worsening, n(%) 0 0
Minimally worse 0 0
Much worse 0 0
Very much worse 0 0
95% Exact ClI 0.0000, 0.2849 0.0000, 0.2646
Proportion Difference - Stratified CMH Method (95% CI) 0.00 (-0.37, 0.37)
p-value 1.00
Proportion Difference - Unstratified CMH Method (95% CI) 0.00 (-0.17, 0.17)
p-value 1.00
Proportion Difference - Unstratified Exact Method (95% CI) NA
p-value NA
Unadjusted Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*Myelofibrosis Disease Type [3] NA
Unadjusted Odds Ratio (95% CI) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*Myelofibrosis Disease Type [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.
Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-mf.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6508: Analysis of Patient Global Impression of Change at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-OL Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)

Missing Assessment 14 ( 23.7%) 5 (C 9.3%) 3 ( 18.8%) 5 ( 17.9%)
No change 2 ( 3.4%) 4 ( 7.4%) 2 ( 12.5%) 0
Return Rate (%) 76% 91% 81% 82%
Number of Subjects in Risk 49 50 13 26
Return Rate in Risk (%) 92% 98% 100% 88%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-mf.pdf 29AUG2023: 9:48 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6508: Analysis of Patient Global Impression of Change at Week 24 by Baseline MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
Missing Assessment 4 ( 36.4%) 4 ( 33.3%)
No change 1 ( 9.1%) 1 ( 8.3%)
Return Rate (%) 64% 67%
Number of Subjects in Risk 8 10
Return Rate in Risk (%) 88% 80%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-mf.pdf 29AUG2023: 9:48 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6503: Analysis of Patient Global Impression of Change at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
Week 24 at Double-Blind Phase, n(%)
Improvement, n(%) 34 ( 68.0%) 38 ( 67.-9%) 21 ( 58.3%) 32 ( 84.2%)
Very much improved 5 ( 10.0%) 3 ( 5.4%) 1 (C 2.8%) 3 (C 7-9%)
Much improved 20 ( 40.0%) 20 ( 35.7%) 15 ( 41.7%) 20 ( 52.6%)
Minimally improved 9 ( 18.0%) 15 ( 26.8%) 5 ( 13.9%) 9 ( 23.7%)
95% Exact CI 0.5330, 0.8048 0.5404, 0.7971 0.4076, 0.7449 0.6875, 0.9398
Proportion Difference - Stratified CMH Method (95% CI) -0.02 (-0.20, 0.17) -0.26 (-0.49, -0.03)
p-value 0.86 0.028
Proportion Difference - Unstratified CMH Method (95% CI) 0.00 (-0.18, 0.18) -0.26 (-0.46, -0.06)
p-value 0.99 0.012
Proportion Difference - Unstratified Exact Method (95% CI) 0.00 (-0.19, 0.19) -0.26 (-0.47, -0.03)
p-value 1.00 0.020
Unadjusted Inverse Relative Risk (95% Cl) 1.00 (0.77, 1.30) 1.44 (1.06, 1.97)
p-value [1] 0.99 0.020
Unadjusted interaction test for Treatment*Gender [3] 0.069
Unadjusted Inverse Odds Ratio (95% CI) 0.99 (0.44, 2.25) 3.81 (1.27, 11.39)
p-value [1] 0.99 0.017
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.18, 0.18) -0.26 (-0.46, -0.06)
Adjusted Inverse Relative Risk (95% CI) [2] 1.03 (0.79, 1.33) 1.44 (1.06, 1.96)
p-value [2] 0.85 0.020
Adjusted interaction test for Treatment*Gender [3] 0.086

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-sex.pdf 29AUG2023: 9:47 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6503: Analysis of Patient Global Impression of Change at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
Worsening, n(%) 1 (C 2.0%) 5 (C 8.9%) 4 ( 11.1%) 0
Minimally worse 1 (C 2.0%) 3 ( 5.4%) 2 ( 5.6%) 0
Much worse 0 2 ( 3.6%) 2 ( 5.6%) 0
Very much worse 0 0 0 0
95% Exact ClI 0.0005, 0.1065 0.0296, 0.1962 0.0311, 0.2606 0.0000, 0.0925
Proportion Difference - Stratified CMH Method (95% CI) -0.07 (-0.19, 0.04) 0.11 (-0.05, 0.27)
p-value 0.20 0.19
Proportion Difference - Unstratified CMH Method (95% CI) -0.07 (-0.16, 0.02) 0.11 (0.00, 0.23)
p-value 0.14 0.057
Proportion Difference - Unstratified Exact Method (95% CI) -0.07 (-0.26, 0.12) 0.11 (-0.12, 0.34)
p-value 0.21 0.051
Unadjusted Relative Risk (95% CI) 0.22 (0.03, 1.85) 9.49 (0.53, 170.18)
p-value [1] 0.17 0.13
Unadjusted interaction test for Treatment*Gender [3] NA
Unadjusted Odds Ratio (95% CI) 0.21 (0.02, 1.85) 10.66 (0.55, 205.51)
p-value [1] 0.16 0.12
Unadjusted Absolute Risk Difference (95% ClI) -0.07 (-0.15, 0.01) 0.11 (0.00, 0.22)
Adjusted Relative Risk (95% Cl) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Gender [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-sex.pdf 29AUG2023: 9:47 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6503: Analysis of Patient Global Impression of Change at Week 24 by Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value

Missing Assessment 11 ( 22.0%) 10 ( 17.9%) 10 ( 27.8%) 4 ( 10.5%)
No change 4 ( 8.0%) 3 ( 5.4%) 1 ( 2.8%) 2 ( 5.3%)
Return Rate (%) 78% 82% 72% 89%
Number of Subjects in Risk 44 50 26 36
Return Rate in Risk (%) 89% 92% 100% 94%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-sex.pdf 29AUG2023: 9:47 Page 3 of 3



Table 2.6510: Analysis of Patient Global

Double-Blind Phase
ITT-Anemic Analysis Set

Impression of Change at Week 24 by Baseline Spleen Volume

GSK Oncology
Study GS-US-352-0101

<Median 1837.09 cm"3

>=Median 1837.09 cm"3

MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
Week 24 at Double-Blind Phase, n(%)

Improvement, n(%) 31 ( 66.0%) 34 ( 79.1%) 24 ( 61.5%) 36 ( 70.6%)
Very much improved 3 ( 6.4%) 3 ( 7.0%) 3 (C 7-Th) 3 ( 5.9%)
Much improved 21 ( 44.7%) 18 ( 41.9%) 14 ( 35.9%) 22 ( 43.1%)
Minimally improved 7 ( 14.9%) 13 ( 30.2%) 7 ( 17.9%) 11 ( 21.6%)
95% Exact CI 0.5069, 0.7914 0.6396, 0.8996 0.4462, 0.7664 0.5617, 0.8251
Proportion Difference - Stratified CMH Method (95% CI) -0.14 (-0.36, 0.07) -0.13 (-0.34, 0.08)

p-value 0.18 0.22
Proportion Difference - Unstratified CMH Method (95% CI) -0.13 (-0.32, 0.05) -0.09 (-0.29, 0.11)
p-value 0.17 0.38
Proportion Difference - Unstratified Exact Method (95% CI) -0.13 (-0.33, 0.08) -0.09 (-0.29, 0.12)
p-value 0.24 0.38
Unadjusted Inverse Relative Risk (95% Cl) 1.20 (0.93, 1.55) 1.15 (0.85, 1.56)
p-value [1] 0.17 0.38
Unadjusted interaction test for Treatment*Baseline Spleen 0.83
Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.95 (0.75, 5.05) 1.50 (0.62, 3.63)
p-value [1] 0.17 0.37
Unadjusted Absolute Risk Difference (95% CI) -0.13 (-0.31, 0.05) -0.09 (-0.29, 0.11)
Adjusted Inverse Relative Risk (95% CI) [2] 1.22 (0.94, 1.59) 1.22 (0.90, 1.64)
p-value [2] 0.14 0.20
ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.
[1]1 p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-svb.pdf 29AUG2023: 9:48 Page 1 of 4



GSK Oncology
Study GS-US-352-0101
Table 2.6510: Analysis of Patient Global Impression of Change at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
Adjusted interaction test for Treatment*Baseline Spleen Volume 0.81

Group [3]

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-svb.pdf 29AUG2023: 9:48 Page 2 of 4



Table 2.6510: Analysis of Patient Global

Impression of Change at Week 24 by Baseline Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

GSK Oncology

Study GS-US-352-0101

<Median 1837.09 cm"3

>=Median 1837.09 cm"3

MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
Worsening, n(%) 2 ( 4.3%) 0 3C 7.T%) 5 (C 9.8%)
Minimally worse 0 0 3 (C 7.7%) 3 ( 5.9%)
Much worse 2 ( 4.3%) 0 0 2 ( 3.9%)
Very much worse 0 0 0 0
95% Exact CI 0.0052, 0.1454 0.0000, 0.0822 0.0162, 0.2087 0.0326, 0.2141

Proportion Difference - Stratified CMH Method (95% CI)
p-value

Proportion Difference - Unstratified CMH Method (95% CI)
p-value

Proportion Difference - Unstratified Exact Method (95% CI)
p-value

Unadjusted Relative Risk (95% CI)
p-value [1]

Unadjusted interaction test for Treatment*Baseline Spleen

Volume Group [3]

Unadjusted Odds Ratio (95% CI)
p-value [1]

Unadjusted Absolute Risk Difference (95% CI)

Adjusted Relative Risk (95% ClI) [2]
p-value [2]

Adjusted interaction test for Treatment*Baseline Spleen Volume

Group [3]

0.05

0.04

0.04

4.58

4.78

0.04

(-0.08, 0.18)
0.48

(-0.03, 0.11)
0.25

(-0.17, 0.25)
0.50

(0.23, 92.87)
0.32

(0.22, 102.43)
0.32

(-0.03, 0.11)
NA
NA

-0.05

-0.02

-0.02

0.78

0.77

-0.02

(-0.21, 0.12)
0.58

(-0.14, 0.10)
0.74

(-0.23, 0.19)
1.00

(0.20, 3.09)
0.73

(0.17, 3.42)
0.73

(-0.14, 0.10)

NA
NA

NA

NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-svb.pdf 29AUG2023: 9:48
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Table 2.6510: Analysis of Patient Global Impression of Change at Week 24 by B

Double-Blind Phase
ITT-Anemic Analysis Set

aseline Spleen Volume

Study GS

GSK Oncology
-US-352-0101

<Median 1837.09 cm"3

>=Median 1837.09 cm"3

MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
Missing Assessment 10 ( 21.3%) 5 ( 11.6%) 11 ( 28.2%) 9 ( 17.6%)
No change 4 ( 8.5%) 4 ( 9.3%) 1 ( 2.6%) 1( 2.0%)
Return Rate (%) 79% 88% 72% 82%
Number of Subjects in Risk 40 39 30 47
Return Rate in Risk (%) 93% 97% 93% 89%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-svb.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6509: Analysis of Patient Global Impression of Change at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
Week 24 at Double-Blind Phase, n(%)
Improvement, n(%) 30 ( 68.2%) 45 ( 81.8%) 24 ( 58.5%) 24 ( 63.2%)

Very much improved 2 ( 4.5%) 4 ( 7.3%) 4 ( 9.8%) 2 ( 5.3%)
Much improved 20 ( 45.5%) 24 ( 43.6%) 14 ( 34.1%) 15 ( 39.5%)
Minimally improved 8 ( 18.2%) 17 ( 30.9%) 6 ( 14.6%) 7 ( 18.4%)
95% Exact ClI 0.5242, 0.8139 0.6910, 0.9092 0.4211, 0.7368 0.4599, 0.7819
Proportion Difference - Stratified CMH Method (95% CI) -0.15 (-0.34, 0.03) -0.06 (-0.29, 0.16)

p-value 0.10 0.58
Proportion Difference - Unstratified CMH Method (95% CI) -0.14 (-0.31, 0.04) -0.05 (-0.26, 0.17)

p-value 0.12 0.68
Proportion Difference - Unstratified Exact Method (95% CI) -0.14 (-0.33, 0.06) -0.05 (-0.27, 0.17)

p-value 0.16 0.82
Unadjusted Inverse Relative Risk (95% Cl) 1.20 (0.95, 1.52) 1.08 (0.76, 1.54)

p-value [1] 0.13 0.67
Unadjusted interaction test for Treatment*Baseline TSS Group [3] 0.62
Unadjusted Inverse Odds Ratio (95% CI) 2.10 (0.83, 5.34) 1.21 (0-49, 3.00)

p-value [1] 0.12 0.67
Unadjusted Absolute Risk Difference (95% CI) -0.14 (-0.31, 0.03) -0.05 (-0.26, 0.17)
Adjusted Inverse Relative Risk (95% CI) [2] NE 1.11 (0.79, 1.56)

p-value [2] NE 0.54
Adjusted interaction test for Treatment*Baseline TSS Group [3] 0.62

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-tss.pdf 29AUG2023: 9:48 Page 1 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6509: Analysis of Patient Global Impression of Change at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
Worsening, n(%) 2 ( 4.5%) 2 ( 3.6%) 3 (C 7.3%) 3 C 7.9%)

Minimally worse 2 ( 4.5%) 2 ( 3.6%) 1 ( 2.4%) 1 ( 2.6%)
Much worse 0 0 2 ( 4.9%) 2 ( 5.3%)
Very much worse 0 0 0 0
95% Exact ClI 0.0056, 0.1547 0.0044, 0.1253 0.0154, 0.1992 0.0166, 0.2138
Proportion Difference - Stratified CMH Method (95% CI) 0.01 (-0.11, 0.12) 0.00 (-0.16, 0.16)

p-value 0.89 1.00
Proportion Difference - Unstratified CMH Method (95% CI) 0.01 (-0.08, 0.10) -0.01 (-0.13, 0.12)

p-value 0.84 0.93
Proportion Difference - Unstratified Exact Method (95% CI) 0.01 (-0.19, 0.21) -0.01 (-0.22, 0.22)

p-value 1.00 1.00
Unadjusted Relative Risk (95% CI) 1.25 (0.18, 8.52) 0.93 (0.20, 4.32)

p-value [1] 0.82 0.92
Unadjusted interaction test for Treatment*Baseline TSS Group [3] NA
Unadjusted Odds Ratio (95% CI) 1.26 (0.17, 9.34) 0.92 (0.17, 4.87)

p-value [1] 0.82 0.92
Unadjusted Absolute Risk Difference (95% ClI) 0.01 (-0.07, 0.09) -0.01 (-0.12, 0.11)
Adjusted Relative Risk (95% Cl) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline TSS Group [3] NA

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-tss.pdf 29AUG2023: 9:48 Page 2 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6509: Analysis of Patient Global Impression of Change at Week 24 by Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value

Missing Assessment 7 ( 15.9%) 5 (C 9.1%) 14 ( 34.1%) 9 ( 23.7%)
No change 5 ( 11.4%) 3 ( 5.5%) 0 2 ( 5.3%)
Return Rate (%) 84% 91% 66% 76%
Number of Subjects in Risk 41 51 28 34
Return Rate in Risk (%) 90% 98% 96% 85%

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

95% Exact CI is based on Clopper-Pearson method without stratification.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-chg-pgic.sas V.03.05 Output file: t-subgrp-chg-pgic-db-gba-tss.pdf 29AUG2023: 9:48 Page 3 of 3



GSK Oncology
Study GS-US-352-0101
Table 2.6902: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 0 4 ( 11.1%) 6 ( 9.7%) 8 ( 13.8%)
Non-Responder, n(%) 24 (100.0%) 32 ( 88.9%) 56 ( 90.3%) 50 ( 86.2%)
Non-missing 18 ( 75.0%) 24 ( 66.7%) 45 ( 72.6%) 39 ( 67.2%)
Missing 6 ( 25.0%) 8 ( 22.2%) 11 ( 17.7%) 11 ( 19.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-age.pdf 29AUG2023: 9:47 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6902: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 2 ( 8.3%) 3 ( 8.3%) 7 ( 11.3%) 3 ( 5.2%)
Non-Responder, n(%) 22 ( 91.7%) 33 ( 91.7%) 55 ( 88.7%) 55 ( 94.8%)
Non-missing 14 ( 58.3%) 23 ( 63.9%) 41 ( 66.1%) 43 ( 74.1%)
Missing 8 ( 33.3%) 10 ( 27.8%) 14 ( 22.6%) 12 ( 20.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-age.pdf 29AUG2023: 9:47 Page 2 of 6



GSK Oncology
Study GS-US-352-0101

Table 2.6902: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Age

Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 3 ( 12.5%) 3 ( 8.3%) 6 ( 9.7%) 5 ( 8.6%)
Non-Responder, n(%) 21 ( 87.5%) 33 (91.7%) 56 ( 90.3%) 53 ( 91.4%)
Non-missing 14 ( 58.3%) 25 ( 69.4%) 41 ( 66.1%) 41 ( 70.7%)
Missing 7 ( 29.2%) 8 ( 22.2%) 15 ( 24.2%) 12 ( 20.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
[1] p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-age.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6902: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 4 ( 16.7%) 3 ( 8.3%) 9 ( 14.5%) 4 ( 6.9%)
Non-Responder, n(%) 20 ( 83.3%) 33 ( 91.7%) 53 ( 85.5%) 54 ( 93.1%)
Non-missing 13 ( 54.2%) 23 ( 63.9%) 34 ( 54.8%) 41 ( 70.7%)
Missing 7 ( 29.2%) 10 ( 27.8%) 19 ( 30.6%) 13 ( 22.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-age.pdf 29AUG2023: 9:47 Page 4 of 6



GSK Oncology
Study GS-US-352-0101

Table 2.6902: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Age

Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 3 ( 12.5%) 2 ( 5.6%) 5 ( 8.1%) 4 ( 6.9%)
Non-Responder, n(%) 21 ( 87.5%) 34 ( 94.4%) 57 ( 91.9%) 54 ( 93.1%)
Non-missing 13 ( 54.2%) 23 ( 63.9%) 37 ( 59.7%) 40 ( 69.0%)
Missing 8 ( 33.3%) 11 ( 30.6%) 20 ( 32.3%) 14 ( 24.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
[1] p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-age.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6902: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 1 (C 4.2%) 3 ( 8.3%) 5 ( 8.1%) 5 ( 8.6%)
Unadjusted Relative Risk (95% CI) 0.50 (0.06, 4.53) 0.94 (0.29, 3.07)
p-value [1] 0.54 0.91
Unadjusted interaction test for Treatment*Age Group [3] 0.60
Unadjusted Odds Ratio (95% CI) 0.48 (0.05, 4.89) 0.93 (0.25, 3.39)
p-value [1] 0.53 0.91
Unadjusted Absolute Risk Difference (95% CI) -0.04 (-0.16, 0.08) -0.01 (-0.10, 0.09)
Adjusted Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 23 ( 95.8%) 33 (1 91.7%) 57 ( 91.9%) 53 ( 91.4%)
Non-missing 14 ( 58.3%) 22 ( 61.1%) 38 ( 61.3%) 38 ( 65.5%)
Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-age.pdf 29AUG2023: 9:47 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6904: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 3 ( 5.7%) 6 ( 11.8%) 3 (C 9.1%) 6 ( 14.0%)
Non-Responder, n(%) 50 ( 94.3%) 45 ( 88.2%) 30 ( 90.-9%) 37 ( 86.0%)
Non-missing 35 ( 66.0%) 31 ( 60.8%) 28 ( 84.8%) 32 ( 74.4%)
Missing 15 ( 28.3%) 14 ( 27.5%) 2 ( 6.1%) 5 ( 11.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-geo.pdf 29AUG2023: 9:47 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6904: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 4 ( 7.5%) 2 ( 3.9%) 5 ( 15.2%) 4 ( 9.3%)
Non-Responder, n(%) 49 ( 92.5%) 49 ( 96.1%) 28 ( 84.8%) 39 ( 90.7%)
Non-missing 32 ( 60.4%) 34 ( 66.7%) 23 ( 69.7%) 32 ( 74.4%)
Missing 17 ( 32.1%) 15 ( 29.4%) 5 ( 15.2%) 7 ( 16.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-geo.pdf 29AUG2023: 9:47 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6904: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 4 ( 7.5%) 3 ( 5.9%) 5 ( 15.2%) 5 ( 11.6%)
Non-Responder, n(%) 49 ( 92.5%) 48 ( 94.1%) 28 ( 84.8%) 38 ( 88.4%)
Non-missing 31 ( 58.5%) 33 ( 64.7%) 24 ( 72.7T%) 33 ( 76.7T%)
Missing 18 ( 34.0%) 15 ( 29.4%) 4 ( 12.1%) 5 ( 11.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-geo.pdf 29AUG2023: 9:47 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6904: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 6 ( 11.3%) 3 ( 5.9%) 7 ( 21.2%) 4 ( 9.3%)
Non-Responder, n(%) 47 ( 88.7%) 48 ( 94.1%) 26 ( 78.8%) 39 ( 90.7%)
Non-missing 27 ( 50.9%) 31 ( 60.8%) 20 ( 60.6%) 33 ( 76.7%)
Missing 20 ( 37.7%) 17 ( 33.3%) 6 ( 18.2%) 6 ( 14.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-geo.pdf 29AUG2023: 9:47 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6904: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 3 ( 5.7%) 0 5 ( 15.2%) 6 ( 14.0%)
Non-Responder, n(%) 50 ( 94.3%) 51 (100.0%) 28 ( 84.8%) 37 ( 86.0%)
Non-missing 27 ( 50.9%) 32 ( 62.7%) 23 ( 69.7%) 31 ( 72.1%)
Missing 23 ( 43.4%) 19 ( 37.3%) 5 ( 15.2%) 6 ( 14.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-geo.pdf 29AUG2023: 9:47 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6904: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 4 ( 7.5%) 1 (C 2.0%) 2 ( 6.1%) 7 ( 16.3%)
Unadjusted Relative Risk (95% CI) 3.85 (0.45, 33.29) 0.37 (0.08, 1.68)
p-value [1] 0.22 0.20
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 4.08 (0.44, 37.83) 0.33 (0.06, 1.72)
p-value [1] 0.22 0.19
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.02, 0.14) -0.10 (-0.24, 0.03)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 49 ( 92.5%) 50 ( 98.0%) 31 ( 93.9%) 36 ( 83.7%)
Non-missing 27 ( 50.9%) 32 ( 62.7%) 25 ( 75.8%) 28 ( 65.1%)
Missing 22 ( 41.5%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-geo.pdf 29AUG2023: 9:47 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6907: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 3 ( 10.7%) 3 ( 14.3%) 3 ( 5.2%) 9 ( 12.3%)
Non-Responder, n(%) 25 ( 89.3%) 18 ( 85.7%) 55 ( 94.8%) 64 ( 87.7%)
Non-missing 19 ( 67.9%) 16 ( 76.2%) 44 ( 75.9%) 47 ( 64.4%)
Missing 6 ( 21.4%) 2 ( 9.5%) 11 ( 19.0%) 17 ( 23.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-hgb.pdf 29AUG2023: 9:47 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6907: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 3 ( 10.7%) 2 ( 9.5%) 6 ( 10.3%) 4 ( 5.5%)
Non-Responder, n(%) 25 ( 89.3%) 19 ( 90.5%) 52 ( 89.7%) 69 ( 94.5%)
Non-missing 16 ( 57-1%) 17 ( 81.0%) 39 ( 67.2%) 49 ( 67.1%)
Missing 9 ( 32.1%) 2 ( 9.5%) 13 ( 22.4%) 20 ( 27.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-hgb.pdf 29AUG2023: 9:47 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6907: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 3 ( 10.7%) 1 ( 4.8%) 6 ( 10.3%) 7 ( 9.6%)
Non-Responder, n(%) 25 ( 89.3%) 20 ( 95.2%) 52 ( 89.7%) 66 ( 90.4%)
Non-missing 15 ( 53.6%) 16 ( 76.2%) 40 ( 69.0%) 50 ( 68.5%)
Missing 10 ( 35.7%) 4 ( 19.0%) 12 ( 20.7%) 16 ( 21.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-hgb.pdf 29AUG2023: 9:47 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6907: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 6 ( 21.4%) 1 ( 4.8%) 7 ( 12.1%) 6 ( 8.2%)
Non-Responder, n(%) 22 ( 78.6%) 20 ( 95.2%) 51 ( 87.9%) 67 ( 91.8%)
Non-missing 10 ( 35.7%) 16 ( 76.2%) 37 ( 63.8%) 48 ( 65.8%)
Missing 12 ( 42.9%) 4 ( 19.0%) 14 ( 24.1%) 19 ( 26.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-hgb.pdf 29AUG2023: 9:47 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6907: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 3 ( 10.7%) 1 ( 4.8%) 5 ( 8.6%) 5 ( 6.8%)
Non-Responder, n(%) 25 ( 89.3%) 20 ( 95.2%) 53 ( 91.4%) 68 ( 93.2%)
Non-missing 15 ( 53.6%) 16 ( 76.2%) 35 ( 60.3%) 47 ( 64.4%)
Missing 10 ( 35.7%) 4 ( 19.0%) 18 ( 31.0%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-hgb.pdf 29AUG2023: 9:47 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6907: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 2 ( 7-1%) 2 ( 9.5%) 4 ( 6.9%) 6 ( 8.2%)
Unadjusted Relative Risk (95% Cl) 0.75 (0.11, 4.90) 0.84 (0.25, 2.83)
p-value [1] 0.76 0.78
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.92
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.73 (0.09, 5.66) 0.83 (0.22, 3.08)
p-value [1] 0.76 0.78
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.18, 0.13) -0.01 (-0.10, 0.08)
Adjusted Relative Risk (95% Cl) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Non-Responder, n(%) 26 ( 92.9%) 19 ( 90.5%) 54 ( 93.1%) 67 ( 91.8%)
Non-missing 16 ( 57.1%) 14 ( 66.7%) 36 ( 62.1%) 46 ( 63.0%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-hgb.pdf 29AUG2023: 9:47 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6906: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 2 ( 7-1%) 3 ( 12.5%) 4 ( 6.9%) 9 ( 12.9%)
Non-Responder, n(%) 26 ( 92.9%) 21 ( 87.5%) 54 ( 93.1%) 61 ( 87.1%)
Non-missing 18 ( 64.3%) 16 ( 66.7%) 45 ( 77.6%) 47 ( 67.1%)
Missing 8 ( 28.6%) 5 ( 20.8%) 9 ( 15.5%) 14 ( 20.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip2.pdf 29AUG2023: 9:47 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6906: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 4 ( 14.3%) 2 ( 8.3%) 5 ( 8.6%) 4 ( 5.7%)
Non-Responder, n(%) 24 ( 85.7%) 22 ( 91.7%) 53 ( 91.4%) 66 ( 94.3%)
Non-missing 15 ( 53.6%) 16 ( 66.7%) 40 ( 69.0%) 50 ( 71.-4%)
Missing 9 ( 32.1%) 6 ( 25.0%) 13 ( 22.4%) 16 ( 22.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip2.pdf 29AUG2023: 9:47 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6906: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 4 ( 14.3%) 3 ( 12.5%) 5 ( 8.6%) 5 (C 7-1%)
Non-Responder, n(%) 24 ( 85.7%) 21 ( 87.5%) 53 ( 91.4%) 65 ( 92.9%)
Non-missing 15 ( 53.6%) 16 ( 66.7%) 40 ( 69.0%) 50 ( 71.-4%)
Missing 9 ( 32.1%) 5 ( 20.8%) 13 ( 22.4%) 15 ( 21.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip2.pdf 29AUG2023: 9:47 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6906: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 4 ( 14.3%) 3 ( 12.5%) 9 ( 15.5%) 4 ( 5.7%)
Non-Responder, n(%) 24 ( 85.7%) 21 ( 87.5%) 49 ( 84.5%) 66 ( 94.3%)
Non-missing 14 ( 50.0%) 14 ( 58.3%) 33 ( 56-9%) 50 ( 71.-4%)
Missing 10 ( 35.7%) 7 ( 29.2%) 16 ( 27.6%) 16 ( 22.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip2.pdf 29AUG2023: 9:47 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6906: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 2 ( 7-1%) 1 (C 4.2%) 6 ( 10.3%) 5 (C 7-1%)
Non-Responder, n(%) 26 ( 92.9%) 23 ( 95.8%) 52 ( 89.7%) 65 ( 92.9%)
Non-missing 16 ( 57-1%) 15 ( 62.5%) 34 ( 58.6%) 48 ( 68.6%)
Missing 10 ( 35.7%) 8 ( 33.3%) 18 ( 31.0%) 17 ( 24.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip2.pdf 29AUG2023: 9:47 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6906: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 0 1 (C 4.2%) 6 ( 10.3%) 7 ( 10.0%)

Unadjusted Relative Risk (95% Cl) 0.29 (0.01, 6.74) 1.03 (0.37, 2.91)
p-value [1] 0.44 0.95
Unadjusted interaction test for Treatment*IPSS 2-Level Risk NE

31

Unadjusted Odds Ratio (95% CI) 0.27 (0.01, 7.07) 1.04 (0.33, 3.28)

p-value [1] 0.44 0.95
Unadjusted Absolute Risk Difference (95% CI) -0.04 (-0.15, 0.06) 0.00 (-0.10, 0.11)
Adjusted Relative Risk (95% Cl) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 28 (100.0%) 23 ( 95.8%) 52 ( 89.7%) 63 ( 90.0%)
Non-missing 17 ( 60.7%) 16 ( 66.7%) 35 ( 60-3%) 44 ( 62.9%)
Missing 11 ( 39.3%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip2.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 0 0 2 ( 7-T%) 3 ( 15.0%)
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 24 ( 92.3%) 17 ( 85.0%)
Non-missing 1 ( 50.0%) 3 ( 75.0%) 17 ( 65.4%) 13 ( 65.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 7 ( 26.9%) 4 ( 20.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 4 ( 6.9%) 9 ( 12.9%)

Non-Responder, n(%)
Non-missing
Missing

54 ( 93.1%)
45 ( 77.6%)
9 ( 15.5%)

61 ( 87.1%)
47 ( 67.1%)
14 ( 20.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 0 0 4 ( 15.4%) 2 ( 10.0%)
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 22 ( 84.6%) 18 ( 90.0%)
Non-missing 1 ( 50.0%) 3 ( 75.0%) 14 ( 53.8%) 13 ( 65.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 8 ( 30.8%) 5 ( 25.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 5 ( 8.6%) 4 ( 5.7%)

Non-Responder, n(%)
Non-missing
Missing

53 ( 91.4%)
40 ( 69.0%)
13 ( 22.4%)

66 ( 94.3%)
50 ( 71.4%)
16 ( 22.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 0 1 ( 25.0%) 4 ( 15.4%) 2 ( 10.0%)
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 22 ( 84.6%) 18 ( 90.0%)
Non-missing 1 ( 50.0%) 2 ( 50.0%) 14 ( 53.8%) 14 ( 70.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 8 ( 30.8%) 4 ( 20.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 5 ( 8.6%) 5 (C 7-1%)

Non-Responder, n(%)
Non-missing
Missing

53 ( 91.4%)
40 ( 69.0%)
13 ( 22.4%)

65 ( 92.9%)
50 ( 71.4%)
15 ( 21.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 0 1 ( 25.0%) 4 ( 15.4%) 2 ( 10.0%)
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 22 ( 84.6%) 18 ( 90.0%)
Non-missing 1 ( 50.0%) 2 ( 50.0%) 13 ( 50.0%) 12 ( 60.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 9 ( 15.5%) 4 ( 5.7%)

Non-Responder, n(%)
Non-missing
Missing

49 ( 84.5%)
33 ( 56.9%)
16 ( 27.6%)

66 ( 94.3%)
50 ( 71.4%)
16 ( 22.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 0 1 ( 25.0%) 2 ( 7-T%) 0
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 24 ( 92.3%) 20 (100.0%)
Non-missing 1 ( 50.0%) 1 ( 25.0%) 15 ( 57.7%) 14 ( 70.0%)
Missing 1 ( 50.0%) 2 ( 50.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 6 ( 10.3%) 5 (C 7-1%)

Non-Responder, n(%)
Non-missing
Missing

52 ( 89.7%)
34 ( 58.6%)
18 ( 31.0%)

65 ( 92.9%)
48 ( 68.6%)
17 ( 24.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 0 1 ( 25.0%) 0 0
Unadjusted Relative Risk (95% CI) NA NA
p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk
[31
Unadjusted Odds Ratio (95% CI) NA NA
p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 26 (100.0%) 20 (100.0%)
Non-missing 1 ( 50.0%) 2 ( 50.0%) 16 ( 61.5%) 14 ( 70.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 10 ( 38.5%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47 Page 11 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6905: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 6 ( 10.3%) 7 ( 10.0%)
Unadjusted Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk NA
[31
Unadjusted Odds Ratio (95% CI) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% ClI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 52 ( 89.7%) 63 ( 90.0%)
Non-missing 35 ( 60-3%) 44 ( 62.9%)
Missing 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-ip3.pdf 29AUG2023: 9:47 Page 12 of 12



GSK Oncology
Study GS-US-352-0101

Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

Post-ET Myelofibrosis

MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 5 ( 8.5%) 6 ( 11.1%) 1 ( 6-3%) 3 ( 10.7%)
Non-Responder, n(%) 54 ( 91.5%) 48 ( 88.9%) 15 ( 93.8%) 25 ( 89.3%)
Non-missing 45 ( 76.3%) 43 ( 79.6%) 10 ( 62.5%) 16 ( 57-1%)
Missing 9 ( 15.3%) 5 (C 9.3%) 5 ( 31.3%) 9 ( 32.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 0 3 ( 25.0%)
Non-Responder, n(%) 11 (100.0%) 9 ( 75.0%)
Non-missing 8 ( 72.7%) 4 ( 33.3%)
Missing 3 ( 27.3%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48
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GSK Oncology
Study GS-US-352-0101

Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

Post-ET Myelofibrosis

MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 6 ( 10.2%) 1 (C 1-9%) 3 ( 18.8%) 2 ( 7-1%)
Non-Responder, n(%) 53 ( 89.8%) 53 ( 98.1%) 13 ( 81.3%) 26 ( 92.9%)
Non-missing 40 ( 67.8%) 45 ( 83.3%) 8 ( 50.0%) 17 ( 60.7%)
Missing 13 ( 22.0%) 8 ( 14.8%) 5 ( 31.3%) 9 ( 32.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 0 3 ( 25.0%)
Non-Responder, n(%) 11 (100.0%) 9 ( 75.0%)
Non-missing 7 ( 63.6%) 4 ( 33.3%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48
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GSK Oncology
Study GS-US-352-0101

Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

Post-ET Myelofibrosis

MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 7 ( 11.9%) 5 (C 9.3%) 2 ( 12.5%) 0
Non-Responder, n(%) 52 ( 88.1%) 49 ( 90.7%) 14 ( 87.5%) 28 (100.0%)
Non-missing 40 ( 67.8%) 44 ( 81.5%) 8 ( 50.0%) 18 ( 64.3%)
Missing 12 ( 20.3%) 5 (C 9.3%) 6 ( 37.5%) 10 ( 35.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 0 3 ( 25.0%)
Non-Responder, n(%) 11 (100.0%) 9 ( 75.0%)
Non-missing 7 ( 63.6%) 4 ( 33.3%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48
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GSK Oncology
Study GS-US-352-0101

Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

Post-ET Myelofibrosis

MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 9 ( 15.3%) 5 (C 9.3%) 4 ( 25.0%) 1 ( 3.6%)
Non-Responder, n(%) 50 ( 84.7%) 49 ( 90.7%) 12 ( 75.0%) 27 ( 96.4%)
Non-missing 35 ( 59.3%) 41 ( 75.9%) 6 ( 37.5%) 16 ( 57-1%)
Missing 15 ( 25.4%) 8 ( 14.8%) 6 ( 37.5%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 0 1 ( 8.3%)
Non-Responder, n(%) 11 (100.0%) 11 ( 91.7%)
Non-missing 6 ( 54.5%) 7 ( 58.3%)
Missing 5 ( 45.5%) 4 ( 33.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48 Page 8 of 12



GSK Oncology
Study GS-US-352-0101

Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis

Post-ET Myelofibrosis

MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 5 ( 8.5%) 3 ( 5.6%) 3 ( 18.8%) 1 ( 3.6%)
Non-Responder, n(%) 54 ( 91.5%) 51 ( 94.4%) 13 ( 81.3%) 27 ( 96.4%)
Non-missing 36 ( 61.0%) 42 ( 77.8%) 6 ( 37.5%) 16 ( 57-1%)
Missing 18 ( 30.5%) 9 ( 16.7%) 7 ( 43.8%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 0 2 ( 16.7%)
Non-Responder, n(%) 11 (100.0%) 10 ( 83.3%)
Non-missing 8 ( 72.7%) 5 ( 41.7%)
Missing 3 ( 27.3%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48 Page 10 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 4 ( 6.8%) 3 ( 5.6%) 2 ( 12.5%) 2 ( 7-1%)
Unadjusted Relative Risk (95% CI) 1.22 (0.29, 5.21) 1.75 (0.27, 11.26)
p-value [1] 0.79 0.56
Unadjusted interaction test for Treatment*Myelofibrosis
Disease Type [3]
Unadjusted Odds Ratio (95% CI) 1.24 (0.26, 5.79) 1.86 (0.24, 14.64)
p-value [1] 0.79 0.56
Unadjusted Absolute Risk Difference (95% CI) 0.01 (-0.08, 0.10) 0.05 (-0.13, 0.24)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Non-Responder, n(%) 55 ( 93.2%) 51 ( 94.4%) 14 ( 87.5%) 26 ( 92.9%)
Non-missing 38 ( 64.4%) 41 ( 75.9%) 7 ( 43.8%) 15 ( 53.6%)
Missing 17 ( 28.8%) 10 ( 18.5%) 7 ( 43.8%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48 Page 11 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6908: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 0 3 ( 25.0%)
Unadjusted Relative Risk (95% CI) 0.15 (0.01, 2.70)
p-value [1] 0.20
Unadjusted interaction test for Treatment*Myelofibrosis NA
Disease Type [3]
Unadjusted Odds Ratio (95% CI) 0.12 (0.01, 2.58)
p-value [1] 0.17
Unadjusted Absolute Risk Difference (95% CI) -0.23 (-0.49, 0.04)
Adjusted Relative Risk (95% ClI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*Myelofibrosis Disease NA
Type [3]
Non-Responder, n(%) 11 (100.0%) 9 ( 75.0%)
Non-missing 7 ( 63.6%) 4 ( 33.3%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.
[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-mf.pdf 29AUG2023: 9:48 Page 12 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6903: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 5 ( 10.0%) 7 ( 12.5%) 1 (C 2.8%) 5 ( 13.2%)
Non-Responder, n(%) 45 ( 90.0%) 49 ( 87.5%) 35 ( 97.2%) 33 ( 86.8%)
Non-missing 36 ( 72.0%) 41 ( 73.2%) 27 ( 75.0%) 22 ( 57.9%)
Missing 9 ( 18.0%) 8 ( 14.3%) 8 ( 22.2%) 11 ( 28.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-sex.pdf 29AUG2023: 9:47 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6903: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 5 ( 10.0%) 4 ( 7.1%) 4 ( 11.1%) 2 ( 5.3%)
Non-Responder, n(%) 45 ( 90.0%) 52 ( 92.9%) 32 ( 88.9%) 36 ( 94.7%)
Non-missing 33 ( 66.0%) 42 ( 75.0%) 22 ( 61.1%) 24 ( 63.2%)
Missing 12 ( 24.0%) 10 ( 17.9%) 10 ( 27.8%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-sex.pdf 29AUG2023: 9:47 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6903: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 5 ( 10.0%) 5 (C 8.9%) 4 ( 11.1%) 3 (C 7-9%)
Non-Responder, n(%) 45 ( 90.0%) 51 ( 91.1%) 32 ( 88.9%) 35 ( 92.1%)
Non-missing 34 ( 68.0%) 41 ( 73.2%) 21 ( 58.3%) 25 ( 65.8%)
Missing 11 ( 22.0%) 10 ( 17-9%) 11 ( 30.6%) 10 ( 26.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-sex.pdf 29AUG2023: 9:47 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6903: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 6 ( 12.0%) 4 ( 7.1%) 7 ( 19.4%) 3 (C 7-9%)
Non-Responder, n(%) 44 ( 88.0%) 52 ( 92.9%) 29 ( 80.6%) 35 ( 92.1%)
Non-missing 29 ( 58.0%) 41 ( 73.2%) 18 ( 50.0%) 23 ( 60.5%)
Missing 15 ( 30.0%) 11 ( 19.6%) 11 ( 30.6%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-sex.pdf 29AUG2023: 9:47 Page 4 of 6



GSK Oncology
Study GS-US-352-0101

Table 2.6903: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Gender

Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 4 ( 8.0%) 3 ( 5.4%) 4 ( 11.1%) 3 (C 7-9%)

Non-Responder, n(%)
Non-missing
Missing

46 ( 92.0%)
30 ( 60.0%)
16 ( 32.0%)

53 ( 94.6%)
41 ( 73.2%)
12 ( 21.4%)

32 ( 88.9%)
20 ( 55.6%)
12 ( 33.3%)

35 ( 92.1%)
22 ( 57.9%)
13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-sex.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6903: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 3 ( 6.0%) 5 (C 8.9%) 3 ( 8.3%) 3 (C 7-9%)
Unadjusted Relative Risk (95% CI) 0.67 (0.17, 2.67) 1.06 (0.23, 4.89)
p-value [1] 0.57 0.94
Unadjusted interaction test for Treatment*Gender [3] NA
Unadjusted Odds Ratio (95% CI) 0.65 (0.15, 2.88) 1.06 (0.20, 5.63)
p-value [1] 0.57 0.94
Unadjusted Absolute Risk Difference (95% CI) -0.03 (-0.13, 0.07) 0.00 (-0.12, 0.13)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Gender [3] NA
Non-Responder, n(%) 47 ( 94.0%) 51 ( 91.1%) 33 (1 91.7%) 35 ( 92.1%)
Non-missing 32 ( 64.0%) 37 ( 66.1%) 20 ( 55.6%) 23 ( 60.5%)
Missing 15 ( 30.0%) 14 ( 25.0%) 13 ( 36.1%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-sex.pdf 29AUG2023: 9:47 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6910: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 5 ( 10.6%) 8 ( 18.6%) 1 ( 2.6%) 4 ( 7.8%)
Non-Responder, n(%) 42 ( 89.4%) 35 ( 81.4%) 38 ( 97.4%) 47 ( 92.2%)
Non-missing 35 ( 74.5%) 26 ( 60.5%) 28 ( 71.8%) 37 ( 72.5%)
Missing 7 ( 14.9%) 9 ( 20.9%) 10 ( 25.6%) 10 ( 19.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-svb.pdf 29AUG2023: 9:48 Page 1 of 6



GSK Oncology
Study GS-US-352-0101

Table 2.6910: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3

>=Median 1837.09 cm"3

MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 3 ( 6.4%) 4 ( 9.3%) 6 ( 15.4%) 2 ( 3.9%)
Non-Responder, n(%) 44 ( 93.6%) 39 ( 90.7%) 33 ( 84.6%) 49 ( 96.1%)
Non-missing 33 ( 70-2%) 28 ( 65.1%) 22 ( 56.4%) 38 ( 74.5%)
Missing 11 ( 23.4%) 11 ( 25.6%) 11 ( 28.2%) 11 ( 21.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-svb.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6910: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 4 ( 8.5%) 6 ( 14.0%) 5 ( 12.8%) 2 ( 3.9%)
Non-Responder, n(%) 43 ( 91.5%) 37 ( 86.0%) 34 ( 87.2%) 49 ( 96.1%)
Non-missing 32 ( 68.1%) 27 ( 62.8%) 23 ( 59.0%) 39 ( 76.5%)
Missing 11 ( 23.4%) 10 ( 23.3%) 11 ( 28.2%) 10 ( 19.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-svb.pdf 29AUG2023: 9:48 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6910: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 7 ( 14.9%) 5 ( 11.6%) 6 ( 15.4%) 2 ( 3.9%)
Non-Responder, n(%) 40 ( 85.1%) 38 ( 88.4%) 33 ( 84.6%) 49 ( 96.1%)
Non-missing 27 ( 57.4%) 26 ( 60.5%) 20 ( 51-3%) 38 ( 74.5%)
Missing 13 ( 27.7%) 12 ( 27.9%) 13 ( 33.3%) 11 ( 21.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-svb.pdf 29AUG2023: 9:48 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6910: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 2 ( 4.3%) 5 ( 11.6%) 6 ( 15.4%) 1 (C 2.0%)
Non-Responder, n(%) 45 ( 95.7%) 38 ( 88.4%) 33 ( 84.6%) 50 ( 98.0%)
Non-missing 30 ( 63.8%) 27 ( 62.8%) 20 ( 51.3%) 36 ( 70.6%)
Missing 15 ( 31.9%) 11 ( 25.6%) 13 ( 33.3%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-svb.pdf 29AUG2023: 9:48 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6910: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3

MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 3 ( 6.4%) 6 ( 14.0%) 3(C 7-T%) 2 ( 3.9%)
Unadjusted Relative Risk (95% Cl) 0.46 (0.12, 1.72) 1.96 (0.34, 11.18)
p-value [1] 0.25 0.45
Unadjusted interaction test for Treatment*Baseline Spleen NA
Volume Group [3]
Unadjusted Odds Ratio (95% CI) 0.42 (0.10, 1.80) 2.04 (0.32, 12.86)
p-value [1] 0.24 0.45
Unadjusted Absolute Risk Difference (95% CI) -0.08 (-0.20, 0.05) 0.04 (-0.06, 0.14)
Adjusted Relative Risk (95% Cl) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Spleen NA
Volume Group [3]
Non-Responder, n(%) 44 ( 93.6%) 37 ( 86.0%) 36 ( 92.3%) 49 ( 96.1%)

Non-missing
Missing

32 ( 68.1%)
12 ( 25.5%)

25 ( 58.1%)
12 ( 27.9%)

20 ( 51.3%)
16 ( 41.0%)

35 ( 68.6%)
14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-svb.pdf 29AUG2023: 9:48

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6909: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 5 ( 11.4%) 9 ( 16.4%) 1 (C 2.4%) 3 (C 7-9%)
Non-Responder, n(%) 39 ( 88.6%) 46 ( 83.6%) 40 ( 97.6%) 35 ( 92.1%)
Non-missing 33 ( 75.0%) 37 ( 67.3%) 29 ( 70.7%) 25 ( 65.8%)
Missing 6 ( 13.6%) 9 ( 16.4%) 11 ( 26.8%) 10 ( 26.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-tss.pdf 29AUG2023: 9:48 Page 1 of 6



Double-Blind Phase
ITT-Anemic Analysis Set

GSK Oncology
Study GS-US-352-0101
Table 2.6909: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 5 ( 11.4%) 3 ( 5.5%) 4 ( 9.8%) 3 (C 7-9%)

Non-Responder, n(%)
Non-missing
Missing

39 ( 88.6%)
30 ( 68.2%)
9 ( 20.5%)

52 ( 94.5%)
42 ( 76.4%)
10 ( 18.2%)

37 ( 90.2%)
24 ( 58.5%)
13 ( 31.7%)

35 ( 92.1%)
23 ( 60.5%)
12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-tss.pdf 29AUG2023: 9:48

including treatment, baseline
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GSK Oncology
Study GS-US-352-0101
Table 2.6909: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 7 ( 15.9%) 6 ( 10.9%) 2 ( 4.9%) 2 ( 5.3%)
Non-Responder, n(%) 37 ( 84.1%) 49 ( 89.1%) 39 ( 95.1%) 36 ( 94.7%)
Non-missing 29 ( 65.9%) 40 ( 72.7%) 25 ( 61.0%) 25 ( 65.8%)
Missing 8 ( 18.2%) 9 ( 16.4%) 14 ( 34.1%) 11 ( 28.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-tss.pdf 29AUG2023: 9:48 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6909: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 7 ( 15.9%) 5 (C 9.1%) 6 ( 14.6%) 2 ( 5.3%)
Non-Responder, n(%) 37 ( 84.1%) 50 ( 90.9%) 35 ( 85.4%) 36 ( 94.7%)
Non-missing 26 ( 59.1%) 37 ( 67.3%) 20 ( 48.8%) 26 ( 68.4%)
Missing 11 ( 25.0%) 13 ( 23.6%) 15 ( 36.6%) 10 ( 26.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-tss.pdf 29AUG2023: 9:48 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6909: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 3 ( 6.8%) 4 ( 7.3%) 5 ( 12.2%) 2 ( 5.3%)
Non-Responder, n(%) 41 ( 93.2%) 51 ( 92.7%) 36 ( 87.8%) 36 ( 94.7%)
Non-missing 30 ( 68.2%) 38 ( 69.1%) 19 ( 46.3%) 24 ( 63.2%)
Missing 11 ( 25.0%) 13 ( 23.6%) 17 ( 41.5%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-tss.pdf 29AUG2023: 9:48 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6909: Analysis of Response Rate (deterioration, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 3 ( 6.8%) 4 ( 7.3%) 3 ( 7-3%n) 4 ( 10.5%)
Unadjusted Relative Risk (95% CI) 0.94 (0.22, 3.97) 0.70 (0.17, 2.91)
p-value [1] 0.93 0.62
Unadjusted interaction test for Treatment*Baseline TSS Group NA
[31
Unadjusted Odds Ratio (95% CI) 0.93 (0.20, 4.41) 0.67 (0.14, 3.22)
p-value [1] 0.93 0.62
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.11, 0.10) -0.03 (-0.16, 0.09)
Adjusted Relative Risk (95% Cl) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline TSS Group [3] NA
Non-Responder, n(%) 41 ( 93.2%) 51 ( 92.7%) 38 ( 92.7%) 34 ( 89.5%)
Non-missing 32 ( 72.7%) 38 ( 69.1%) 19 ( 46.3%) 21 ( 55.3%)
Missing 9 ( 20.5%) 13 ( 23.6%) 19 ( 46.3%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-det-gba-tss.pdf 29AUG2023: 9:48 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6802: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 4 ( 16.7%) 6 ( 16.7%) 13 ( 21.0%) 19 ( 32.8%)
Non-Responder, n(%) 20 ( 83.3%) 30 ( 83.3%) 49 ( 79.0%) 39 ( 67.2%)
Non-missing 14 ( 58.3%) 22 ( 61.1%) 38 ( 61.3%) 28 ( 48.3%)
Missing 6 ( 25.0%) 8 ( 22.2%) 11 ( 17.7%) 11 ( 19.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-age.pdf 29AUG2023: 9:46 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6802: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 4 ( 16.7%) 8 ( 22.2%) 18 ( 29.0%) 15 ( 25.9%)
Non-Responder, n(%) 20 ( 83.3%) 28 ( 77.8%) 44 ( 71.0%) 43 ( 74.1%)
Non-missing 12 ( 50.0%) 18 ( 50.0%) 30 ( 48.4%) 31 ( 53.4%)
Missing 8 ( 33.3%) 10 ( 27.8%) 14 ( 22.6%) 12 ( 20.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-age.pdf 29AUG2023: 9:46 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6802: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 3 ( 12.5%) 7 ( 19.4%) 17 ( 27.4%) 15 ( 25.9%)
Non-Responder, n(%) 21 ( 87.5%) 29 ( 80.6%) 45 ( 72.6%) 43 ( 74.1%)
Non-missing 14 ( 58.3%) 21 ( 58.3%) 30 ( 48.4%) 31 ( 53.4%)
Missing 7 ( 29.2%) 8 ( 22.2%) 15 ( 24.2%) 12 ( 20.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-age.pdf 29AUG2023: 9:46 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6802: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 0 7 ( 19.4%) 15 ( 24.2%) 13 ( 22.4%)
Non-Responder, n(%) 24 (100.0%) 29 ( 80.6%) 47 ( 75.8%) 45 ( 77.6%)
Non-missing 17 ( 70.8%) 19 ( 52.8%) 28 ( 45.2%) 32 ( 55.2%)
Missing 7 ( 29.2%) 10 ( 27.8%) 19 ( 30.6%) 13 ( 22.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-age.pdf 29AUG2023: 9:46 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6802: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 2 ( 8.3%) 7 ( 19.4%) 14 ( 22.6%) 13 ( 22.4%)
Non-Responder, n(%) 22 ( 91.7%) 29 ( 80.6%) 48 ( 77.4%) 45 ( 77.6%)
Non-missing 14 ( 58.3%) 18 ( 50.0%) 28 ( 45.2%) 31 ( 53.4%)
Missing 8 ( 33.3%) 11 ( 30.6%) 20 ( 32.3%) 14 ( 24.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-age.pdf 29AUG2023: 9:46 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6802: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 1 (C 4.2%) 6 ( 16.7%) 19 ( 30.6%) 15 ( 25.9%)
Unadjusted Inverse Relative Risk (95% CI) 4.00 (0.51, 31.17) 0.84 (0.48, 1.50)
p-value [1] 0.19 0.56
Unadjusted interaction test for Treatment*Age Group [3] 0.080
Unadjusted Inverse Odds Ratio (95% CI) 4.60 (0.52, 40.92) 0.79 (0.36, 1.75)
p-value [1] 0.17 0.56
Unadjusted Absolute Risk Difference (95% CI) -0.13 (-0.27, 0.02) 0.05 (-0.11, 0.21)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 23 ( 95.8%) 30 ( 83.3%) 43 ( 69.4%) 43 ( 74.1%)
Non-missing 14 ( 58.3%) 19 ( 52.8%) 24 ( 38.7%) 28 ( 48.3%)
Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 15 ( 25.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-age.pdf 29AUG2023: 9:46 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6804: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 9 ( 17.0%) 16 ( 31.4%) 8 ( 24.2%) 9 ( 20.9%)
Non-Responder, n(%) 44 ( 83.0%) 35 ( 68.6%) 25 ( 75.8%) 34 ( 79-1%)
Non-missing 29 ( 54.7%) 21 ( 41.2%) 23 ( 69.7%) 29 ( 67.4%)
Missing 15 ( 28.3%) 14 ( 27.5%) 2 ( 6.1%) 5 ( 11.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-geo.pdf 29AUG2023: 9:46 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6804: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 14 ( 26.4%) 13 ( 25.5%) 8 ( 24.2%) 10 ( 23.3%)
Non-Responder, n(%) 39 ( 73.6%) 38 ( 74.5%) 25 ( 75.8%) 33 ( 76.7%)
Non-missing 22 ( 41.5%) 23 ( 45.1%) 20 ( 60.6%) 26 ( 60.5%)
Missing 17 ( 32.1%) 15 ( 29.4%) 5 ( 15.2%) 7 ( 16.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-geo.pdf 29AUG2023: 9:46 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6804: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 11 ( 20-8%) 13 ( 25.5%) 9 ( 27.3%) 9 ( 20.9%)
Non-Responder, n(%) 42 ( 79.2%) 38 ( 74.5%) 24 ( 72.7%) 34 ( 79.1%)
Non-missing 24 ( 45.3%) 23 ( 45.1%) 20 ( 60.6%) 29 ( 67.4%)
Missing 18 ( 34.0%) 15 ( 29.4%) 4 ( 12.1%) 5 ( 11.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-geo.pdf 29AUG2023: 9:46 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6804: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 8 ( 15.1%) 12 ( 23.5%) 7 ( 21.2%) 8 ( 18.6%)
Non-Responder, n(%) 45 ( 84.9%) 39 ( 76.5%) 26 ( 78.8%) 35 ( 81.4%)
Non-missing 25 ( 47.2%) 22 ( 43.1%) 20 ( 60.6%) 29 ( 67.4%)
Missing 20 ( 37.7%) 17 ( 33.3%) 6 ( 18.2%) 6 ( 14.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-geo.pdf 29AUG2023: 9:46 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6804: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 9 ( 17.0%) 11 ( 21.6%) 7 ( 21.2%) 9 ( 20.9%)
Non-Responder, n(%) 44 ( 83.0%) 40 ( 78.4%) 26 ( 78.8%) 34 ( 79-1%)
Non-missing 21 ( 39.6%) 21 ( 41.2%) 21 ( 63.6%) 28 ( 65.1%)
Missing 23 ( 43.4%) 19 ( 37.3%) 5 ( 15.2%) 6 ( 14.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-geo.pdf 29AUG2023: 9:46 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6804: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 10 ( 18.9%) 11 ( 21.6%) 10 ( 30-3%) 10 ( 23.3%)
Unadjusted Inverse Relative Risk (95% CI) 1.14 (0.53, 2.46) 0.77 (0.36, 1.62)
p-value [1] 0.73 0.49
Unadjusted interaction test for Treatment*Region [3] 0.47
Unadjusted Inverse Odds Ratio (95% CI) 1.18 (0.45, 3.08) 0.70 (0.25, 1.94)
p-value [1] 0.73 0.49
Unadjusted Absolute Risk Difference (95% CI) -0.03 (-0.18, 0.13) 0.07 (-0.13, 0.27)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Region [3] NE
Non-Responder, n(%) 43 ( 81.1%) 40 ( 78.4%) 23 ( 69.7%) 33 ( 76.7%)
Non-missing 21 ( 39.6%) 22 ( 43.1%) 17 ( 51.5%) 25 ( 58.1%)
Missing 22 ( 41.5%) 18 ( 35.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-geo.pdf 29AUG2023: 9:46 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6807: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 3 ( 10.7%) 5 ( 23.8%) 14 ( 24.1%) 20 ( 27.4%)

Non-Responder, n(%)
Non-missing

25 ( 89.3%)
19 ( 67.9%)

16 ( 76.2%)
14 ( 66.7%)
2 ( 9.5%)

44 ( 75.9%)
33 ( 56.9%)
11 ( 19.0%)

53 ( 72.6%)
36 ( 49.3%)
17 ( 23.3%)

Missing 6 ( 21.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-hgb.pdf 29AUG2023: 9:46 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6807: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 7 ( 25.0%) 6 ( 28.6%) 15 ( 25.9%) 17 ( 23.3%)

Non-Responder, n(%)
Non-missing

21 ( 75.0%)
12 ( 42.9%)

15 ( 71.4%)
13 ( 61.9%)
2 ( 9.5%)

43 ( 74.1%)
30 ( 51.7%)
13 ( 22.4%)

56 ( 76.7%)
36 ( 49.3%)
20 ( 27.4%)

Missing 9 ( 32.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-hgb.pdf 29AUG2023: 9:46 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6807: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 6 ( 21.4%) 5 ( 23.8%) 14 ( 24.1%) 17 ( 23.3%)

Non-Responder, n(%)
Non-missing

22 ( 78.6%)
12 ( 42.9%)

16 ( 76.2%)
12 ( 57.1%)
4 ( 19.0%)

44 ( 75.9%)
32 ( 55.2%)
12 ( 20.7%)

56 ( 76.7%)
40 ( 54.8%)
16 ( 21.9%)

Missing 10 ( 35.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-hgb.pdf 29AUG2023: 9:46 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6807: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 2 ( 7.1 5 ( 23.8%) 13 ( 22.4%) 15 ( 20.5%)

Non-Responder, n(%)
Non-missing

26 ( 92.9%)
14 ( 50.0%)

16 ( 76.2%)
12 ( 57.1%)
4 ( 19.0%)

45 ( 77.6%)
31 ( 53.4%)
14 ( 24.1%)

58 ( 79.5%)
39 ( 53.4%)
19 ( 26.0%)

Missing 12 ( 42.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-hgb.pdf 29AUG2023: 9:46 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6807: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 5 ( 17.9%) 3 ( 14.3%) 11 ( 19.0%) 17 ( 23.3%)

Non-Responder, n(%)
Non-missing

23 ( 82.1%)
13 ( 46.4%)

18 ( 85.7%)
14 ( 66.7%)
4 ( 19.0%)

47 ( 81.0%)
29 ( 50.0%)
18 ( 31.0%)

56 ( 76.7%)
35 ( 47.9%)
21 ( 28.8%)

Missing 10 ( 35.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-hgb.pdf 29AUG2023: 9:46 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6807: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 5 ( 17.9%) 4 ( 19.0%) 15 ( 25.9%) 17 ( 23.3%)
Unadjusted Inverse Relative Risk (95% Cl) 1.07 (0.33, 3.50) 0.90 (0.49, 1.65)
p-value [1] 0.92 0.73
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.80
Level Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.08 (0.25, 4.64) 0.87 (0.39, 1.94)
p-value [1] 0.92 0.73
Unadjusted Absolute Risk Difference (95% CI) -0.01 (-0.23, 0.21) 0.03 (-0.12, 0.17)
Adjusted Inverse Relative Risk (95% Cl) [2] 1.06 (0.-33, 3.36) NE
p-value [2] 0.92 NE
Adjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Non-Responder, n(%) 23 ( 82.1%) 17 ( 81.0%) 43 ( 74.1%) 56 ( 76.7%)
Non-missing 13 ( 46.4%) 12 ( 57.1%) 25 ( 43.1%) 35 ( 47.9%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 21 ( 28.8%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-hgb.pdf 29AUG2023: 9:46 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6806: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 5 ( 17.9%) 8 ( 33.3%) 12 ( 20.7%) 17 ( 24.3%)

Non-Responder, n(%)
Non-missing

23 ( 82.1%)
15 ( 53.6%)

16 ( 66.7%)
11 ( 45.8%)
5 ( 20.8%)

46 ( 79.3%)
37 ( 63.8%)
9 ( 15.5%)

53 ( 75.7%)
39 ( 55.7%)
14 ( 20.0%)

Missing 8 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip2.pdf 29AUG2023: 9:46 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6806: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 7 ( 25.0%) 7 ( 29.2%) 15 ( 25.9%) 16 ( 22.9%)
Non-Responder, n(%) 21 ( 75.0%) 17 ( 70.8%) 43 ( 74.1%) 54 ( 77.1%)
Non-missing 12 ( 42.9%) 11 ( 45.8%) 30 ( 51-7%) 38 ( 54.3%)
Missing 9 ( 32.1%) 6 ( 25.0%) 13 ( 22.4%) 16 ( 22.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip2.pdf 29AUG2023: 9:46 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6806: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 4 ( 14.3%) 5 ( 20.8%) 16 ( 27.6%) 17 ( 24.3%)
Non-Responder, n(%) 24 ( 85.7%) 19 ( 79.2%) 42 ( 72.4%) 53 ( 75.7%)
Non-missing 15 ( 53.6%) 14 ( 58.3%) 29 ( 50.0%) 38 ( 54.3%)
Missing 9 ( 32.1%) 5 ( 20.8%) 13 ( 22.4%) 15 ( 21.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip2.pdf 29AUG2023: 9:46 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6806: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 3 ( 10.7%) 4 ( 16.7%) 12 ( 20.7%) 16 ( 22.9%)
Non-Responder, n(%) 25 ( 89.3%) 20 ( 83.3%) 46 ( 79.3%) 54 ( 77.1%)
Non-missing 15 ( 53.6%) 13 ( 54.2%) 30 ( 51-7%) 38 ( 54.3%)
Missing 10 ( 35.7%) 7 ( 29.2%) 16 ( 27.6%) 16 ( 22.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip2.pdf 29AUG2023: 9:46 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6806: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 4 ( 14.3%) 4 ( 16.7%) 12 ( 20.7%) 16 ( 22.9%)
Non-Responder, n(%) 24 ( 85.7%) 20 ( 83.3%) 46 ( 79.3%) 54 ( 77.1%)
Non-missing 14 ( 50.0%) 12 ( 50.0%) 28 ( 48.3%) 37 ( 52.9%)
Missing 10 ( 35.7%) 8 ( 33.3%) 18 ( 31.0%) 17 ( 24.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip2.pdf 29AUG2023: 9:46 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6806: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Two-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 4 ( 14.3%) 4 ( 16.7%) 16 ( 27.6%) 17 ( 24.3%)
Unadjusted Inverse Relative Risk (95% Cl) 1.17 (0.33, 4.17) 0.88 (0.49, 1.58)
p-value [1] 0.81 0.67
Unadjusted interaction test for Treatment*IPSS 2-Level Risk 0.70
[31
Unadjusted Inverse Odds Ratio (95% CI) 1.20 (0.27, 5.42) 0.84 (0.38, 1.86)
p-value [1] 0.81 0.67
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.22, 0.17) 0.03 (-0.12, 0.19)
Adjusted Inverse Relative Risk (95% Cl) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 24 ( 85.7%) 20 ( 83.3%) 42 ( 72.4%) 53 ( 75.-7%)
Non-missing 13 ( 46.4%) 13 ( 54.2%) 25 ( 43.1%) 34 ( 48.6%)
Missing 11 ( 39.3%) 7 ( 29.2%) 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip2.pdf 29AUG2023: 9:46 Page 6 of 6



GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 0 0 5 ( 19.2%) 8 ( 40.0%)
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 21 ( 80.8%) 12 ( 60.0%)
Non-missing 1 ( 50.0%) 3 ( 75.0%) 14 ( 53.8%) 8 ( 40.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 7 ( 26.9%) 4 ( 20.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 12 ( 20.7%) 17 ( 24.3%)

Non-Responder, n(%)
Non-missing
Missing

46 ( 79.3%)
37 ( 63.8%)
9 ( 15.5%)

53 ( 75.7%)
39 ( 55.7%)
14 ( 20.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 0 0 7 ( 26.9%) 7 ( 35.0%)
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 19 ( 73.1%) 13 ( 65.0%)
Non-missing 1 ( 50.0%) 3 ( 75.0%) 11 ( 42.3%) 8 ( 40.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 8 ( 30.8%) 5 ( 25.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 15 ( 25.9%) 16 ( 22.9%)
Non-Responder, n(%) 43 ( 74.1%) 54 ( 77.1%)
Non-missing 30 ( 51-7%) 38 ( 54.3%)
Missing 13 ( 22.4%) 16 ( 22.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 0 0 4 ( 15.4%) 5 ( 25.0%)
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 22 ( 84.6%) 15 ( 75.0%)
Non-missing 1 ( 50.0%) 3 ( 75.0%) 14 ( 53.8%) 11 ( 55.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 8 ( 30.8%) 4 ( 20.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 16 ( 27.6%) 17 ( 24.3%)
Non-Responder, n(%) 42 ( 72.4%) 53 ( 75.7%)
Non-missing 29 ( 50.0%) 38 ( 54.3%)
Missing 13 ( 22.4%) 15 ( 21.4%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 0 0 3 ( 11.5%) 4 ( 20.0%)
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 23 ( 88.5%) 16 ( 80.0%)
Non-missing 1 ( 50.0%) 3 ( 75.0%) 14 ( 53.8%) 10 ( 50.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 12 ( 20.7%) 16 ( 22.9%)

Non-Responder, n(%)
Non-missing
Missing

46 ( 79.3%)
30 ( 51.7%)
16 ( 27.6%)

54 ( 77.1%)
38 ( 54.3%)
16 ( 22.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1

Intermediate Risk-2

MMB RUX MMB RUX
N =2) N =4 (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 0 0 4 ( 15.4%) 4 ( 20.0%)
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 22 ( 84.6%) 16 ( 80.0%)
Non-missing 1 ( 50.0%) 2 ( 50.0%) 13 ( 50.0%) 10 ( 50.0%)
Missing 1 ( 50.0%) 2 ( 50.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 12 ( 20.7%) 16 ( 22.9%)

Non-Responder, n(%)
Non-missing
Missing

46 ( 79.3%)
28 ( 48.3%)
18 ( 31.0%)

54 ( 77.1%)
37 ( 52.9%)
17 ( 24.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
(N =2 (N = 4) (N = 26) (N = 20)
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 0 0 4 ( 15.4%) 4 ( 20.0%)
Unadjusted Inverse Relative Risk (95% Cl) NA NA
p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk
[31
Unadjusted Inverse Odds Ratio (95% CI) NA NA
p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Inverse Relative Risk (95% Cl) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 22 ( 84.6%) 16 ( 80.0%)
Non-missing 1 ( 50.0%) 3 ( 75.0%) 12 ( 46.2%) 10 ( 50.0%)
Missing 1 ( 50.0%) 1 ( 25.0%) 10 ( 38.5%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46 Page 11 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6805: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 16 ( 27.6%) 17 ( 24.3%)
Unadjusted Inverse Relative Risk (95% CI) NA
p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk NA
[31
Unadjusted Inverse Odds Ratio (95% CI) NA
p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Inverse Relative Risk (95% CI) [2] NA
p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 42 ( 72.4%) 53 ( 75.-7%)
Non-missing 25 ( 43.1%) 34 ( 48.6%)
Missing 17 ( 29.3%) 19 ( 27.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-ip3.pdf 29AUG2023: 9:46 Page 12 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 10 ( 16.9%) 16 ( 29.6%) 5 ( 31.3%) 9 ( 32.1%)
Non-Responder, n(%) 49 ( 83.1%) 38 ( 70.4%) 11 ( 68.8%) 19 ( 67.9%)
Non-missing 40 ( 67.8%) 33 ( 61.-1%) 6 ( 37.5%) 10 ( 35.7%)
Missing 9 ( 15.3%) 5 (C 9.3%) 5 ( 31.3%) 9 ( 32.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 1 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 2 ( 18.2%) 0
Non-Responder, n(%) 9 ( 81.8%) 12 (100.0%)
Non-missing 6 ( 54.5%) 7 ( 58.3%)
Missing 3 ( 27.3%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 2 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 14 ( 23.7%) 15 ( 27.8%) 3 ( 18.8%) 7 ( 25.0%)
Non-Responder, n(%) 45 ( 76.3%) 39 ( 72.2%) 13 ( 81.3%) 21 ( 75.0%)
Non-missing 32 ( 54.2%) 31 ( 57-4%) 8 ( 50.0%) 12 ( 42.9%)
Missing 13 ( 22.0%) 8 ( 14.8%) 5 ( 31.3%) 9 ( 32.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 3 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 5 ( 45.5%) 1 ( 8.3%)
Non-Responder, n(%) 6 ( 54.5%) 11 ( 91.7%)
Non-missing 2 ( 18.2%) 6 ( 50.0%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 4 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 13 ( 22.0%) 15 ( 27.8%) 4 ( 25.0%) 6 ( 21.4%)
Non-Responder, n(%) 46 ( 78.0%) 39 (72.2%) 12 ( 75.0%) 22 ( 78.6%)
Non-missing 34 ( 57.6%) 34 ( 63.0%) 6 ( 37.5%) 12 ( 42.9%)
Missing 12 ( 20.3%) 5 (C 9-3%) 6 ( 37-5%) 10 ( 35.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 5 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 3 ( 27.3%) 1 ( 8.3%)
Non-Responder, n(%) 8 ( 72.7%) 11 ( 91.7%)
Non-missing 4 ( 36.4%) 6 ( 50.0%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 6 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 12 ( 20.3%) 13 ( 24.1%) 2 ( 12.5%) 4 ( 14.3%)
Non-Responder, n(%) 47 ( 79.7%) 41 ( 75.9%) 14 ( 87.5%) 24 ( 85.7%)
Non-missing 32 ( 54.2%) 33 ( 61.-1%) 8 ( 50.0%) 13 ( 46.4%)
Missing 15 ( 25.4%) 8 ( 14.8%) 6 ( 37.5%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 7 of 12



GSK Oncology
Study GS-US-352-0101

Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline

MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 1 (C 9-1%) 3 ( 25.0%)
Non-Responder, n(%) 10 ( 90.9%) 9 ( 75.0%)
Non-missing 5 ( 45.5%) 5 ( 41.7%)
Missing 5 ( 45.5%) 4 ( 33.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 8 ( 13.6%) 14 ( 25.9%) 4 ( 25.0%) 6 ( 21.4%)
Non-Responder, n(%) 51 ( 86.4%) 40 ( 74.1%) 12 ( 75.0%) 22 ( 78.6%)
Non-missing 33 ( 55.9%) 31 ( 57-4%) 5 ( 31.3%) 11 ( 39.3%)
Missing 18 ( 30.5%) 9 ( 16.7%) 7 ( 43.8%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 9 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 4 ( 36.4%) 0
Non-Responder, n(%) 7 ( 63.6%) 12 (100.0%)
Non-missing 4 ( 36.4%) 7 ( 58.3%)
Missing 3 ( 27.3%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 10 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Primary Myelofibrosis Post-ET Myelofibrosis
MMB RUX MMB RUX
(N = 59) (N = 54) (N = 16) (N = 28)
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 13 ( 22.0%) 15 ( 27.8%) 4 ( 25.0%) 5 ( 17.9%)
Unadjusted Inverse Relative Risk (95% Cl) 1.26 (0.66, 2.40) 0.71 (0.22, 2.28)
p-value [1] 0.48 0.57
Unadjusted interaction test for Treatment*Myelofibrosis
Disease Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.36 (0.58, 3.20) 0.65 (0.15, 2.89)
p-value [1] 0.48 0.57
Unadjusted Absolute Risk Difference (95% CI) -0.06 (-0.22, 0.10) 0.07 (-0.18, 0.33)
Adjusted Inverse Relative Risk (95% Cl) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Myelofibrosis Disease
Type [3]
Non-Responder, n(%) 46 ( 78.0%) 39 ( 72.2%) 12 ( 75.0%) 23 ( 82.1%)
Non-missing 29 ( 49.2%) 29 ( 53.7%) 5 ( 31.3%) 12 ( 42.9%)
Missing 17 ( 28.8%) 10 ( 18.5%) 7 ( 43.8%) 11 ( 39.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 11 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6808: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
MF Disease Status
Double-Blind Phase
ITT-Anemic Analysis Set

Post-PV Myelofibrosis

MMB RUX
(N = 11) (N = 12) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 3 ( 27.3%) 1 ( 8.3%)
Unadjusted Inverse Relative Risk (95% CI) 0.31 (0.04, 2.52)
p-value [1] 0.27
Unadjusted interaction test for Treatment*Myelofibrosis 0.33
Disease Type [3]
Unadjusted Inverse Odds Ratio (95% CI) 0.24 (0.02, 2.78)
p-value [1] 0.25
Unadjusted Absolute Risk Difference (95% CI) 0.19 (-0.12, 0.50)
Adjusted Inverse Relative Risk (95% CI) [2] NE
p-value [2] NE
Adjusted interaction test for Treatment*Myelofibrosis Disease NE
Type [3]
Non-Responder, n(%) 8 ( 72.7%) 11 ( 91.7%)
Non-missing 4 ( 36.4%) 6 ( 50.0%)
Missing 4 ( 36.4%) 5 ( 41.7%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-mf.pdf 29AUG2023: 9:47 Page 12 of 12



GSK Oncology
Study GS-US-352-0101
Table 2.6803: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 11 ( 22.0%) 17 ( 30.4%) 6 ( 16.7%) 8 ( 21.1%)
Non-Responder, n(%) 39 ( 78.0%) 39 ( 69.6%) 30 ( 83.3%) 30 ( 78.9%)
Non-missing 30 ( 60.0%) 31 ( 55.4%) 22 ( 61.1%) 19 ( 50.0%)
Missing 9 ( 18.0%) 8 ( 14.3%) 8 ( 22.2%) 11 ( 28.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-sex.pdf 29AUG2023: 9:46 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6803: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 14 ( 28.0%) 18 ( 32.1%) 8 ( 22.2%) 5 ( 13.2%)
Non-Responder, n(%) 36 ( 72.0%) 38 ( 67.9%) 28 ( 77.8%) 33 ( 86.8%)
Non-missing 24 ( 48.0%) 28 ( 50.0%) 18 ( 50.0%) 21 ( 55.3%)
Missing 12 ( 24.0%) 10 ( 17.9%) 10 ( 27.8%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-sex.pdf 29AUG2023: 9:46 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6803: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 14 ( 28.0%) 15 ( 26.8%) 6 ( 16.7%) 7 ( 18.4%)
Non-Responder, n(%) 36 ( 72.0%) 41 ( 73.2%) 30 ( 83.3%) 31 ( 81.6%)
Non-missing 25 ( 50.0%) 31 ( 55.4%) 19 ( 52.8%) 21 ( 55.3%)
Missing 11 ( 22.0%) 10 ( 17-9%) 11 ( 30.6%) 10 ( 26.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-sex.pdf 29AUG2023: 9:46 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6803: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 10 ( 20.0%) 16 ( 28.6%) 5 ( 13.9%) 4 ( 10.5%)
Non-Responder, n(%) 40 ( 80.0%) 40 ( 71.4%) 31 ( 86.1%) 34 ( 89.5%)
Non-missing 25 ( 50.0%) 29 ( 51.8%) 20 ( 55.6%) 22 ( 57.9%)
Missing 15 ( 30.0%) 11 ( 19.6%) 11 ( 30.6%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-sex.pdf 29AUG2023: 9:46 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6803: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 11 ( 22.0%) 16 ( 28.6%) 5 ( 13.9%) 4 ( 10.5%)
Non-Responder, n(%) 39 ( 78.0%) 40 ( 71.4%) 31 ( 86.1%) 34 ( 89.5%)
Non-missing 23 ( 46.0%) 28 ( 50.0%) 19 ( 52.8%) 21 ( 55.3%)
Missing 16 ( 32.0%) 12 ( 21.4%) 12 ( 33.3%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-sex.pdf 29AUG2023: 9:46 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6803: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Gender
Double-Blind Phase
ITT-Anemic Analysis Set

Male Female
MMB RUX MMB RUX
(N = 50) (N = 56) (N = 36) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 13 ( 26.0%) 13 ( 23.2%) 7 ( 19.4%) 8 ( 21.1%)
Unadjusted Inverse Relative Risk (95% CI) 0.89 (0.46, 1.74) 1.08 (0.44, 2.68)
p-value [1] 0.74 0.86
Unadjusted interaction test for Treatment*Gender [3] 0.74
Unadjusted Inverse Odds Ratio (95% CI) 0.86 (0-35, 2.09) 1.10 (0.35, 3.44)
p-value [1] 0.74 0.86
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.14, 0.19) -0.02 (-0.20, 0.17)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Gender [3] NE
Non-Responder, n(%) 37 ( 74.0%) 43 ( 76.8%) 29 ( 80.6%) 30 ( 78.9%)
Non-missing 22 ( 44.0%) 29 ( 51.8%) 16 ( 44.4%) 18 ( 47.4%)
Missing 15 ( 30.0%) 14 ( 25.0%) 13 ( 36.1%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-sex.pdf 29AUG2023: 9:46 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6810: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 11 ( 23.4%) 13 ( 30.2%) 6 ( 15.4%) 12 ( 23.5%)
Non-Responder, n(%) 36 ( 76.6%) 30 ( 69.8%) 33 ( 84.6%) 39 ( 76.5%)
Non-missing 29 ( 61.7%) 21 ( 48.8%) 23 ( 59.0%) 29 ( 56.9%)
Missing 7 ( 14.9%) 9 ( 20.9%) 10 ( 25.6%) 10 ( 19.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-svb.pdf 29AUG2023: 9:47 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6810: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 13 ( 27.7%) 10 ( 23.3%) 9 ( 23.1%) 13 ( 25.5%)
Non-Responder, n(%) 34 ( 72.3%) 33 ( 76.7%) 30 ( 76.9%) 38 ( 74.5%)
Non-missing 23 ( 48.9%) 22 ( 51-2%) 19 ( 48.7%) 27 ( 52.9%)
Missing 11 ( 23.4%) 11 ( 25.6%) 11 ( 28.2%) 11 ( 21.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-svb.pdf 29AUG2023: 9:47 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6810: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 9 ( 19.1%) 9 ( 20.9%) 11 ( 28.2%) 13 ( 25.5%)
Non-Responder, n(%) 38 ( 80.-9%) 34 ( 79-1%) 28 ( 71.8%) 38 ( 74.5%)
Non-missing 27 ( 57.4%) 24 ( 55.8%) 17 ( 43.6%) 28 ( 54.9%)
Missing 11 ( 23.4%) 10 ( 23.3%) 11 ( 28.2%) 10 ( 19.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-svb.pdf 29AUG2023: 9:47 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6810: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 8 ( 17.0%) 7 ( 16.3%) 7 ( 17.9%) 13 ( 25.5%)
Non-Responder, n(%) 39 ( 83.0%) 36 ( 83.7%) 32 ( 82.1%) 38 ( 74.5%)
Non-missing 26 ( 55.3%) 24 ( 55.8%) 19 ( 48.7%) 27 ( 52.9%)
Missing 13 ( 27.7%) 12 ( 27.9%) 13 ( 33.3%) 11 ( 21.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-svb.pdf 29AUG2023: 9:47 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6810: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 11 ( 23.4%) 9 ( 20.9%) 5 ( 12.8%) 11 ( 21.6%)
Non-Responder, n(%) 36 ( 76.6%) 34 ( 79.1%) 34 ( 87.2%) 40 ( 78.4%)
Non-missing 21 ( 44.7%) 23 ( 53.5%) 21 ( 53.8%) 26 ( 51.0%)
Missing 15 ( 31.9%) 11 ( 25.6%) 13 ( 33.3%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-svb.pdf 29AUG2023: 9:47 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6810: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline
Spleen Volume
Double-Blind Phase
ITT-Anemic Analysis Set

<Median 1837.09 cm"3 >=Median 1837.09 cm"3
MMB RUX MMB RUX
(N = 47) (N = 43) (N = 39) (N = 51) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 13 ( 27.7%) 12 ( 27.9%) 7 ( 17.9%) 9 ( 17.6%)
Unadjusted Inverse Relative Risk (95% Cl) 1.01 (0.52, 1.97) 0.98 (0.40, 2.41)
p-value [1] 0.98 0.97
Unadjusted interaction test for Treatment*Baseline Spleen 0.96
Volume Group [3]
Unadjusted Inverse Odds Ratio (95% CI) 1.01 (0.40, 2.55) 0.98 (0.33, 2.91)
p-value [1] 0.98 0.97
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.19, 0.18) 0.00 (-0.16, 0.16)
Adjusted Inverse Relative Risk (95% Cl) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline Spleen NE
Volume Group [3]
Non-Responder, n(%) 34 ( 72.3%) 31 ( 72.1%) 32 ( 82.1%) 42 ( 82.4%)
Non-missing 22 ( 46.8%) 19 ( 44.2%) 16 ( 41.0%) 28 ( 54.9%)
Missing 12 ( 25.5%) 12 ( 27.9%) 16 ( 41.0%) 14 ( 27.5%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-svb.pdf 29AUG2023: 9:47 Page 6 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6809: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 4
Responder, n(%) 6 ( 13.6%) 16 ( 29.1%) 11 ( 26.8%) 8 ( 21.1%)
Non-Responder, n(%) 38 ( 86.4%) 39 ( 70.9%) 30 ( 73.2%) 30 ( 78.9%)
Non-missing 32 ( 72.7%) 30 ( 54.5%) 19 ( 46.3%) 20 ( 52.6%)
Missing 6 ( 13.6%) 9 ( 16.4%) 11 ( 26.8%) 10 ( 26.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-tss.pdf 29AUG2023: 9:47 Page 1 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6809: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 8
Responder, n(%) 9 ( 20.5%) 14 ( 25.5%) 13 ( 31.7%) 8 ( 21.1%)
Non-Responder, n(%) 35 ( 79.5%) 41 ( 74.5%) 28 ( 68.3%) 30 ( 78.9%)
Non-missing 26 ( 59.1%) 31 ( 56.4%) 15 ( 36.6%) 18 ( 47.4%)
Missing 9 ( 20.5%) 10 ( 18.2%) 13 ( 31.7%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-tss.pdf 29AUG2023: 9:47 Page 2 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6809: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 12
Responder, n(%) 8 ( 18.2%) 10 ( 18.2%) 11 ( 26.8%) 11 ( 28.9%)
Non-Responder, n(%) 36 ( 81.8%) 45 ( 81.8%) 30 ( 73-2%) 27 ( 71.1%)
Non-missing 28 ( 63.6%) 36 ( 65.5%) 16 ( 39.0%) 16 ( 42.1%)
Missing 8 ( 18.2%) 9 ( 16.4%) 14 ( 34.1%) 11 ( 28.9%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-tss.pdf 29AUG2023: 9:47 Page 3 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6809: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 16
Responder, n(%) 6 ( 13.6%) 11 ( 20.0%) 9 ( 22.0%) 8 ( 21.1%)
Non-Responder, n(%) 38 ( 86.4%) 44 ( 80.0%) 32 ( 78.0%) 30 ( 78.9%)
Non-missing 27 ( 61.4%) 31 ( 56.4%) 17 ( 41.5%) 20 ( 52.6%)
Missing 11 ( 25.0%) 13 ( 23.6%) 15 ( 36.6%) 10 ( 26.3%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-tss.pdf 29AUG2023: 9:47 Page 4 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6809: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 20
Responder, n(%) 8 ( 18.2%) 12 ( 21.8%) 8 ( 19.5%) 7 ( 18.4%)
Non-Responder, n(%) 36 ( 81.8%) 43 ( 78.2%) 33 ( 80.5%) 31 ( 81.6%)
Non-missing 25 ( 56.8%) 30 ( 54.5%) 16 ( 39.0%) 19 ( 50.0%)
Missing 11 ( 25.0%) 13 ( 23.6%) 17 ( 41.5%) 12 ( 31.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-tss.pdf 29AUG2023: 9:47 Page 5 of 6



GSK Oncology
Study GS-US-352-0101
Table 2.6809: Analysis of Response Rate (improvement, 15% criterion) in EQ-5D-5L VAS by Visit and Baseline TSS
Double-Blind Phase
ITT-Anemic Analysis Set

<18 >=18
MMB RUX MMB RUX
(N = 44) (N = 55) (N = 41) (N = 38) p-value
EQ-5D-5L VAS Response Rate at Week 24
Responder, n(%) 9 ( 20.5%) 12 ( 21.8%) 10 ( 24.4%) 8 ( 21.1%)
Unadjusted Inverse Relative Risk (95% CI) 1.07 (0.49, 2.30) 0.86 (0.38, 1.96)
p-value [1] 0.87 0.72
Unadjusted interaction test for Treatment*Baseline TSS Group 0.71
[31
Unadjusted Inverse Odds Ratio (95% CI) 1.09 (0.41, 2.87) 0.83 (0.29, 2.38)
p-value [1] 0.87 0.72
Unadjusted Absolute Risk Difference (95% CI) -0.01 (-0.18, 0.15) 0.03 (-0.15, 0.22)
Adjusted Inverse Relative Risk (95% CI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline TSS Group [3] NE
Non-Responder, n(%) 35 ( 79.5%) 43 ( 78.2%) 31 ( 75.6%) 30 ( 78.9%)
Non-missing 26 ( 59.1%) 30 ( 54.5%) 12 ( 29.3%) 17 ( 44.7%)
Missing 9 ( 20.5%) 13 ( 23.6%) 19 ( 46.3%) 13 ( 34.2%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline

TD (yes, no), and baseline platelet count (<100, 100-200, >200 1079/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-vas-gba-improv.sas V.03.05 Output file: t-subgrp-vas-imp-gba-tss.pdf 29AUG2023: 9:47 Page 6 of 6



GSK Oncology
Study GS-US-352-0101

Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age

Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Physical Functioning: NBS at Week 24

Responder, n(%) 1 (C 4.2%) 5 ( 13.9%) 7 ( 11.3%) 4 ( 6.9%)
Unadjusted Relative Risk (95% CI) 0.30 (0.04, 2.41) 1.64 (0.51, 5.30)

p-value [1] 0.26 0.41
Unadjusted interaction test for Treatment*Age Group [3] 0.11
Unadjusted Odds Ratio (95% CI) 0.27 (0.03, 2.47) 1.72 (0.48, 6.21)

p-value [1] 0.25 0.41
Unadjusted Absolute Risk Difference (95% CI) -0.10 (-0.24, 0.04) 0.04 (-0.06, 0.15)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] 0.057
Non-Responder, n(%) 23 ( 95.8%) 31 ( 86.1%) 55 ( 88.7%) 54 ( 93.1%)

Non-missing 14 ( 58.3%) 20 ( 55.6%) 36 ( 58.1%) 38 ( 65.5%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43
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GSK Oncology
Study GS-US-352-0101

Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age

Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Role Physical: NBS at Week 24

Responder, n(%) 4 ( 16.7%) 4 ( 11.1%) 6 ( 9.7%) 11 ( 19.0%)
Unadjusted Relative Risk (95% CI) 1.50 (0.41, 5.43) 0.51 (0.20, 1.29)

p-value [1] 0.54 0.16
Unadjusted interaction test for Treatment*Age Group [3] 0.21
Unadjusted Odds Ratio (95% CI) 1.60 (0.36, 7.13) 0.46 (0.16, 1.33)

p-value [1] 0.54 0.15
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.13, 0.24) -0.09 (-0.22, 0.03)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] 0.19
Non-Responder, n(%) 20 ( 83.3%) 32 ( 88.9%) 56 ( 90.3%) 47 ( 81.0%)

Non-missing 11 ( 45.8%) 21 ( 58.3%) 37 ( 59.7%) 31 ( 53.4%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43
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GSK Oncology
Study GS-US-352-0101

Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age

Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Bodily Pain: NBS at Week 24

Responder, n(%) 3 ( 12.5%) 2 ( 5.6%) 7 ( 11.3%) 7 ( 12.1%)
Unadjusted Relative Risk (95% CI) 2.25 (0.41, 12.48) 0.94 (0.35, 2.50)

p-value [1] 0.35 0.89
Unadjusted interaction test for Treatment*Age Group [3] 0.39
Unadjusted Odds Ratio (95% CI) 2.43 (0.37, 15.76) 0.93 (0.30, 2.83)

p-value [1] 0.35 0.89
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.08, 0.22) -0.01 (-0.12, 0.11)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 21 ( 87.5%) 34 ( 94.4%) 55 ( 88.7%) 51 ( 87.9%)

Non-missing 12 ( 50.0%) 23 ( 63.9%) 36 ( 58.1%) 35 ( 60.3%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43
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GSK Oncology
Study GS-US-352-0101
Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-General Health: NBS at Week 24

Responder, n(%) 0 4 ( 11.1%) 3 ( 4.8%) 9 ( 15.5%)
Unadjusted Relative Risk (95% CI) 0.16 (0.01, 2.92) 0.31 (0.09, 1.10)

p-value [1] 0.22 0.069
Unadjusted interaction test for Treatment*Age Group [3] NE
Unadjusted Odds Ratio (95% CI) 0.15 (0.01, 2.87) 0.28 (0.07, 1.08)

p-value [1] 0.21 0.064
Unadjusted Absolute Risk Difference (95% CI) -0.10 (-0.22, 0.02) -0.11 (-0.21, 0.00)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 24 (100.0%) 32 ( 88.9%) 59 ( 95.2%) 49 ( 84.5%)

Non-missing 15 ( 62.5%) 21 ( 58.3%) 40 ( 64.5%) 33 ( 56.9%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43 Page 4 of 10



GSK Oncology
Study GS-US-352-0101

Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age

Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Vitality: NBS at Week 24

Responder, n(%) 1 (C 4.2%) 3 ( 8.3%) 5 ( 8.1%) 5 ( 8.6%)
Unadjusted Relative Risk (95% CI) 0.50 (0.06, 4.53) 0.94 (0.29, 3.07)

p-value [1] 0.54 0.91
Unadjusted interaction test for Treatment*Age Group [3] 0.60
Unadjusted Odds Ratio (95% CI) 0.48 (0.05, 4.89) 0.93 (0.25, 3.39)

p-value [1] 0.53 0.91
Unadjusted Absolute Risk Difference (95% CI) -0.04 (-0.16, 0.08) -0.01 (-0.10, 0.09)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 23 ( 95.8%) 33 (1 91.7%) 57 ( 91.9%) 53 ( 91.4%)

Non-missing 14 ( 58.3%) 22 ( 61.1%) 38 ( 61.3%) 37 ( 63.8%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43
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GSK Oncology
Study GS-US-352-0101

Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age

Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Social Functioning: NBS at Week 24

Responder, n(%) 2 ( 8.3%) 2 ( 5.6%) 5 ( 8.1%) 5 ( 8.6%)
Unadjusted Relative Risk (95% CI) 1.50 (0.23, 9.94) 0.94 (0.29, 3.07)

p-value [1] 0.67 0.91
Unadjusted interaction test for Treatment*Age Group [3] 0.68
Unadjusted Odds Ratio (95% CI) 1.55 (0.20, 11.79) 0.93 (0.25, 3.39)

p-value [1] 0.67 0.91
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.11, 0.16) -0.01 (-0.10, 0.09)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 22 (1 91.7%) 34 ( 94.4%) 57 ( 91.9%) 53 ( 91.4%)

Non-missing 13 ( 54.2%) 23 ( 63.9%) 38 ( 61.3%) 37 ( 63.8%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43
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GSK Oncology
Study GS-US-352-0101
Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Role Emotional: NBS at Week 24

Responder, n(%) 2 ( 8.3%) 5 ( 13.9%) 9 ( 14.5%) 8 ( 13.8%)
Unadjusted Relative Risk (95% CI) 0.60 (0.13, 2.84) 1.05 (0.44, 2.54)

p-value [1] 0.52 0.91
Unadjusted interaction test for Treatment*Age Group [3] 0.52
Unadjusted Odds Ratio (95% CI) 0.56 (0.10, 3.17) 1.06 (0.38, 2.97)

p-value [1] 0.52 0.91
Unadjusted Absolute Risk Difference (95% CI) -0.06 (-0.21, 0.10) 0.01 (-0.12, 0.13)
Adjusted Relative Risk (95% CI) [2] NE 1.23 (0.46, 3.29)

p-value [2] NE 0.68
Adjusted interaction test for Treatment*Age Group [3] 0.54
Non-Responder, n(%) 22 (1 91.7%) 31 ( 86.1%) 53 ( 85.5%) 50 ( 86.2%)

Non-missing 13 ( 54.2%) 20 ( 55.6%) 34 ( 54.8%) 34 ( 58.6%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43 Page 7 of 10



GSK Oncology
Study GS-US-352-0101

Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age

Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Mental Health: NBS at Week 24

Responder, n(%) 1 (C 4.2%) 2 ( 5.6%) 6 ( 9.7%) 7 ( 12.1%)
Unadjusted Relative Risk (95% CI) 0.75 (0.07, 7.82) 0.80 (0.29, 2.25)

p-value [1] 0.81 0.67
Unadjusted interaction test for Treatment*Age Group [3] 0.96
Unadjusted Odds Ratio (95% CI) 0.74 (0.06, 8.64) 0.78 (0.25, 2.48)

p-value [1] 0.81 0.67
Unadjusted Absolute Risk Difference (95% CI) -0.01 (-0.12, 0.10) -0.02 (-0.14, 0.09)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Age Group [3] NE
Non-Responder, n(%) 23 ( 95.8%) 34 ( 94.4%) 56 ( 90.3%) 51 ( 87.9%)

Non-missing 14 ( 58.3%) 23 ( 63.9%) 37 ( 59.7%) 35 ( 60.3%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43
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GSK Oncology
Study GS-US-352-0101
Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Physical Component Summary at Week 24

Responder, n(%) 0 1 ( 2.8%) 2 ( 3.2%) 4 ( 6.9%)
Unadjusted Relative Risk (95% CI) 0.49 (0.02, 11.63) 0.47 (0.09, 2.46)

p-value [1] 0.66 0.37
Unadjusted interaction test for Treatment*Age Group [3] NA
Unadjusted Odds Ratio (95% CI) 0.48 (0.02, 12.35) 0.45 (0.08, 2.56)

p-value [1] 0.66 0.37
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.10, 0.06) -0.04 (-0.12, 0.04)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Age Group [3] NA
Non-Responder, n(%) 24 (100.0%) 35 ( 97.2%) 60 ( 96.8%) 54 ( 93.1%)

Non-missing 15 ( 62.5%) 24 ( 66.7%) 41 ( 66.1%) 38 ( 65.5%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43 Page 9 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7202: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Age
Double-Blind Phase
ITT-Anemic Analysis Set

<65 Years >=65 Years
MMB RUX MMB RUX
(N = 24) (N = 36) (N = 62) (N = 58) p-value
SF3602-Mental Component Summary at Week 24

Responder, n(%) 1 (C 4.2%) 1 ( 2.8%) 3 ( 4.8%) 4 ( 6.9%)
Unadjusted Relative Risk (95% CI) 1.50 (0.10, 22.85) 0.70 (0.16, 3.00)

p-value [1] 0.77 0.63
Unadjusted interaction test for Treatment*Age Group [3] NA
Unadjusted Odds Ratio (95% CI) 1.52 (0.09, 25.56) 0.69 (0.15, 3.21)

p-value [1] 0.77 0.63
Unadjusted Absolute Risk Difference (95% CI) 0.01 (-0.08, 0.11) -0.02 (-0.10, 0.06)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*Age Group [3] NA
Non-Responder, n(%) 23 ( 95.8%) 35 ( 97.2%) 59 ( 95.2%) 54 ( 93.1%)

Non-missing 14 ( 58.3%) 24 ( 66.7%) 40 ( 64.5%) 38 ( 65.5%)

Missing 9 ( 37.5%) 11 ( 30.6%) 19 ( 30.6%) 16 ( 27.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-age.pdf 29AUG2023: 9:43 Page 10 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Physical Functioning: NBS at Week 24
Responder, n(%) 4 ( 7.5%) 5 (C 9.8%) 4 ( 12.1%) 4 ( 9.3%)
Unadjusted Relative Risk (95% CI) 0.77 (0.22, 2.71) 1.30 (0.35, 4.83)
p-value [1] 0.68 0.69
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 0.75 (0.19, 2.97) 1.34 (0.31, 5.83)
p-value [1] 0.68 0.69
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.13, 0.09) 0.03 (-0.11, 0.17)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 49 ( 92.5%) 46 ( 90.2%) 29 ( 87.9%) 39 ( 90.7%)
Non-missing 27 ( 50.9%) 27 ( 52.9%) 23 ( 69.7%) 31 ( 72.1%)
Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44 Page 1 of 10



GSK Oncology
Study GS-US-352-0101

Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region

Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries

Eastern Countries

MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Role Physical: NBS at Week 24

Responder, n(%) 5 ( 9.4%) 9 ( 17.6%) 5 ( 15.2%) 6 ( 14.0%)
Unadjusted Relative Risk (95% CI) 0.53 (0.19, 1.49) 1.09 (0.36, 3.25)

p-value [1] 0.23 0.88
Unadjusted interaction test for Treatment*Region [3] 0.36
Unadjusted Odds Ratio (95% CI) 0.49 (0.15, 1.56) 1.10 (0.30, 3.98)

p-value [1] 0.23 0.88
Unadjusted Absolute Risk Difference (95% CI) -0.08 (-0.21, 0.05) 0.01 (-0.15, 0.17)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Region [3] 0.37
Non-Responder, n(%) 48 ( 90.6%) 42 ( 82.4%) 28 ( 84.8%) 37 ( 86.0%)

Non-missing 26 ( 49.1%) 23 ( 45.1%) 22 ( 66.7%) 29 ( 67.4%)

Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44
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GSK Oncology
Study GS-US-352-0101

Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region

Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries

Eastern Countries

MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Bodily Pain: NBS at Week 24

Responder, n(%) 5 ( 9.4%) 4 ( 7.8%) 5 ( 15.2%) 5 ( 11.6%)
Unadjusted Relative Risk (95% CI) 1.20 (0.34, 4.23) 1.30 (0.41, 4.13)

p-value [1] 0.77 0.65
Unadjusted interaction test for Treatment*Region [3] 0.93
Unadjusted Odds Ratio (95% CI) 1.22 (0.31, 4.84) 1.36 (0.36, 5.14)

p-value [1] 0.77 0.65
Unadjusted Absolute Risk Difference (95% CI) 0.02 (-0.09, 0.12) 0.04 (-0.12, 0.19)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Region [3] NE
Non-Responder, n(%) 48 ( 90.6%) 47 ( 92.2%) 28 ( 84.8%) 38 ( 88.4%)

Non-missing 26 ( 49.1%) 28 ( 54.9%) 22 ( 66.7%) 30 ( 69.8%)

Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44
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GSK Oncology
Study GS-US-352-0101

Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region

Double-Blind Phase

ITT-Anemic Analysis Set

Western Countries

Eastern Countries

MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-General Health: NBS at Week 24

Responder, n(%) 2 ( 3.8%) 9 ( 17.6%) 1 (C 3.0%) 4 ( 9.3%)
Unadjusted Relative Risk (95% CI) 0.21 (0.05, 0.94) 0.33 (0.04, 2.78)

p-value [1] 0.042 0.31
Unadjusted interaction test for Treatment*Region [3] 0.77
Unadjusted Odds Ratio (95% CI) 0.18 (0.04, 0.89) 0.30 (0.03, 2.86)

p-value [1] 0.036 0.30
Unadjusted Absolute Risk Difference (95% CI) -0.14 (-0.26, -0.02) -0.06 (-0.17, 0.04)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Region [3] NE
Non-Responder, n(%) 51 ( 96.2%) 42 ( 82.4%) 32 ( 97.0%) 39 ( 90.7%)

Non-missing 29 ( 54.7%) 23 ( 45.1%) 26 ( 78.8%) 31 ( 72.1%)

Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44
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GSK Oncology
Study GS-US-352-0101
Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Vitality: NBS at Week 24
Responder, n(%) 3 ( 5.7%) 3 ( 5.9%) 3 ( 9.1%) 5 ( 11.6%)
Unadjusted Relative Risk (95% CI) 0.96 (0.20, 4.55) 0.78 (0.20, 3.04)
p-value [1] 0.96 0.72
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 0.96 (0.18, 4.99) 0.76 (0.17, 3.44)
p-value [1] 0.96 0.72
Unadjusted Absolute Risk Difference (95% CI) 0.00 (-0.09, 0.09) -0.03 (-0.16, 0.11)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 50 ( 94.3%) 48 ( 94.1%) 30 ( 90.9%) 38 ( 88.4%)
Non-missing 28 ( 52.8%) 29 ( 56.9%) 24 (72.7%) 30 ( 69.8%)
Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44 Page 5 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Social Functioning: NBS at Week 24
Responder, n(%) 5 ( 9.4%) 2 ( 3.9%) 2 ( 6.1%) 5 ( 11.6%)
Unadjusted Relative Risk (95% CI) 2.41 (0.49, 11.85) 0.52 (0.11, 2.52)
p-value [1] 0.28 0.42
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 2.55 (0.47, 13.80) 0.49 (0.09, 2.70)
p-value [1] 0.28 0.41
Unadjusted Absolute Risk Difference (95% CI) 0.06 (-0.04, 0.15) -0.06 (-0.18, 0.07)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 48 ( 90.6%) 49 ( 96.1%) 31 ( 93.9%) 38 ( 88.4%)
Non-missing 26 ( 49.1%) 30 ( 58.8%) 25 ( 75.8%) 30 ( 69.8%)
Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44 Page 6 of 10



GSK Oncology
Study GS-US-352-0101

Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region

Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries

Eastern Countries

MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Role Emotional: NBS at Week 24

Responder, n(%) 4 ( 7.5%) 8 ( 15.7%) 7 ( 21.2%) 5 ( 11.6%)
Unadjusted Relative Risk (95% CI) 0.48 (0.15, 1.50) 1.82 (0.64, 5.24)

p-value [1] 0.21 0.26
Unadjusted interaction test for Treatment*Region [3] 0.091
Unadjusted Odds Ratio (95% CI) 0.44 (0.12, 1.56) 2.05 (0.59, 7.15)

p-value [1] 0.20 0.26
Unadjusted Absolute Risk Difference (95% CI) -0.08 (-0.20, 0.04) 0.10 (-0.07, 0.27)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*Region [3] 0.13
Non-Responder, n(%) 49 ( 92.5%) 43 ( 84.3%) 26 ( 78.8%) 38 ( 88.4%)

Non-missing 27 ( 50.9%) 24 ( 47.1%) 20 ( 60.6%) 30 ( 69.8%)

Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44
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GSK Oncology
Study GS-US-352-0101
Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Mental Health: NBS at Week 24
Responder, n(%) 3 ( 5.7%) 4 ( 7.8%) 4 ( 12.1%) 5 ( 11.6%)
Unadjusted Relative Risk (95% CI) 0.72 (0.17, 3.07) 1.04 (0.30, 3.58)
p-value [1] 0.66 0.95
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 0.71 (0.15, 3.32) 1.05 (0.26, 4.25)
p-value [1] 0.66 0.95
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.12, 0.07) 0.00 (-0.14, 0.15)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 50 ( 94.3%) 47 ( 92.2%) 29 ( 87.9%) 38 ( 88.4%)
Non-missing 28 ( 52.8%) 28 ( 54.9%) 23 ( 69.7%) 30 ( 69.8%)
Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44 Page 8 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Physical Component Summary at Week 24
Responder, n(%) 1 (C 1-9%) 4 ( 7.8%) 1 (C 3.0%) 1 (C 2.3%)
Unadjusted Relative Risk (95% CI) 0.24 (0.03, 2.08) 1.30 (0.08, 20.07)
p-value [1] 0.20 0.85
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 0.23 (0.02, 2.09) 1.31 (0.08, 21.80)
p-value [1] 0.19 0.85
Unadjusted Absolute Risk Difference (95% CI) -0.06 (-0.14, 0.02) 0.01 (-0.07, 0.08)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 52 ( 98.1%) 47 ( 92.2%) 32 ( 97.0%) 42 ( 97.7%)
Non-missing 30 ( 56.6%) 28 ( 54.9%) 26 ( 78.8%) 34 ( 79.1%)
Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44 Page 9 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7204: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Region
Double-Blind Phase
ITT-Anemic Analysis Set

Western Countries Eastern Countries
MMB RUX MMB RUX
(N = 53) (N = 51) (N = 33) (N = 43) p-value
SF3602-Mental Component Summary at Week 24
Responder, n(%) 1 (C 1-9%) 2 ( 3.9%) 3 ( 9.1%) 3 ( 7-0%)
Unadjusted Relative Risk (95% CI) 0.48 (0.04, 5.14) 1.30 (0.28, 6.05)
p-value [1] 0.55 0.74
Unadjusted interaction test for Treatment*Region [3] NA
Unadjusted Odds Ratio (95% CI) 0.47 (0.04, 5.36) 1.33 (0.25, 7.07)
p-value [1] 0.54 0.74
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.08, 0.04) 0.02 (-0.10, 0.15)
Adjusted Relative Risk (95% CI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Region [3] NA
Non-Responder, n(%) 52 ( 98.1%) 49 ( 96.1%) 30 ( 90.9%) 40 ( 93.0%)
Non-missing 30 ( 56.6%) 30 ( 58.8%) 24 (72.7%) 32 ( 74.4%)
Missing 22 ( 41.5%) 19 ( 37.3%) 6 ( 18.2%) 8 ( 18.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-geo.pdf 29AUG2023: 9:44 Page 10 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Physical Functioning: NBS at Week 24
Responder, n(%) 1 ( 3.6%) 3 ( 14.3%) 7 ( 12.1%) 6 ( 8.2%)
Unadjusted Relative Risk (95% CI) 0.25 (0.03, 2.24) 1.47 (0.52, 4.13)
p-value [1] 0.21 0.47
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.15
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.22 (0.02, 2.31) 1.53 (0.49, 4.84)
p-value [1] 0.21 0.47
Unadjusted Absolute Risk Difference (95% CI) -0.11 (-0.27, 0.06) 0.04 (-0.07, 0.14)
Adjusted Relative Risk (95% ClI) [2] 0.25 (0.03, 2.07) NE
p-value [2] 0.20 NE
Adjusted interaction test for Treatment*Baseline Hemoglobin 0.15
Level Group [3]
Non-Responder, n(%) 27 ( 96.4%) 18 ( 85.7%) 51 ( 87.9%) 67 ( 91.8%)
Non-missing 17 ( 60.7%) 13 ( 61.9%) 33 ( 56-9%) 45 ( 61.6%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 1 of 10



GSK Oncology
Study GS-US-352-0101

Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level

Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Role Physical: NBS at Week 24
Responder, n(%) 5 ( 17.9%) 4 ( 19.0%) 5 ( 8.6%) 11 ( 15.1%)

Unadjusted Relative Risk (95% CI)
p-value [1]
Unadjusted interaction test for Treatment*Baseline Hemoglobin
Level Group [3]
Unadjusted Odds Ratio (95% CI)
p-value [1]
Unadjusted Absolute Risk Difference (95% CI)
Adjusted Relative Risk (95% CI) [2]
p-value [2]
Adjusted interaction test for Treatment*Baseline Hemoglobin
Level Group [3]

Non-Responder, n(%)
Non-missing
Missing

0.94 (0.29, 3.07)
0.92

0.92 (0.22, 3.96)
0.92

-0.01 (-0.23, 0.21)

0.94 (0.29, 2.97)
0.91

23 ( 82.1%)
13 ( 46.4%)
10 ( 35.7%)

0.57 (0.21, 1.55)
0.27

0.53 (0.17, 1.63)

0.27
-0.06 (-0.17, 0.04)
NE
NE
17 ( 81.0%) 53 ( 91.4%)
12 ( 57.1%) 35 ( 60.3%)
5 ( 23.8%) 18 ( 31.0%)

0.53

0.55

62 ( 84.9%)
40 ( 54.8%)
22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Bodily Pain: NBS at Week 24
Responder, n(%) 2 ( 7-1%) 2 ( 9.5%) 8 ( 13.8%) 7 ( 9.6%)
Unadjusted Relative Risk (95% CI) 0.75 (0-11, 4.90) 1.44 (0.55, 3.73)
p-value [1] 0.76 0.46
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.56
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.73 (0.09, 5.66) 1.51 (0.51, 4.44)
p-value [1] 0.76 0.46
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.18, 0.13) 0.04 (-0.07, 0.15)
Adjusted Relative Risk (95% ClI) [2] 0.77 (0.11, 5.29) NE
p-value [2] 0.79 NE
Adjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Non-Responder, n(%) 26 ( 92.9%) 19 ( 90.5%) 50 ( 86-2%) 66 ( 90.4%)
Non-missing 16 ( 57-1%) 14 ( 66.7%) 32 ( 55.-2%) 44 ( 60.3%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 3 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-General Health: NBS at Week 24
Responder, n(%) 1 ( 3.6%) 2 ( 9.5%) 2 ( 3.4%) 11 ( 15.1%)
Unadjusted Relative Risk (95% CI) 0.38 (0.04, 3.87) 0.23 (0.05, 0.99)
p-value [1] 0.41 0.049
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.74
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.35 (0.03, 4.16) 0.20 (0.04, 0.95)
p-value [1] 0.41 0.043
Unadjusted Absolute Risk Difference (95% CI) -0.06 (-0.20, 0.08) -0.12 (-0.21, -0.02)
Adjusted Relative Risk (95% ClI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Non-Responder, n(%) 27 ( 96.4%) 19 ( 90.5%) 56 ( 96.6%) 62 ( 84.9%)
Non-missing 17 ( 60.7%) 14 ( 66.7%) 38 ( 65.5%) 40 ( 54.8%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 4 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Vitality: NBS at Week 24
Responder, n(%) 2 ( 7-1%) 2 ( 9.5%) 4 ( 6.9%) 6 ( 8.2%)
Unadjusted Relative Risk (95% CI) 0.75 (0.11, 4.90) 0.84 (0.25, 2.83)
p-value [1] 0.76 0.78
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.92
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.73 (0.09, 5.66) 0.83 (0.22, 3.08)
p-value [1] 0.76 0.78
Unadjusted Absolute Risk Difference (95% CI) -0.02 (-0.18, 0.13) -0.01 (-0.10, 0.08)
Adjusted Relative Risk (95% ClI) [2] 0.78 (0.13, 4.73) NE
p-value [2] 0.79 NE
Adjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Non-Responder, n(%) 26 ( 92.9%) 19 ( 90.5%) 54 ( 93.1%) 67 ( 91.8%)
Non-missing 16 ( 57-1%) 14 ( 66.7%) 36 ( 62.1%) 45 ( 61.6%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 5 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Social Functioning: NBS at Week 24
Responder, n(%) 3 ( 10.7%) 2 ( 9.5%) 4 ( 6.9%) 5 ( 6.8%)
Unadjusted Relative Risk (95% CI) 1.13 (0.21, 6.14) 1.01 (0.28, 3.58)
p-value [1] 0.89 0.99
Unadjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Unadjusted Odds Ratio (95% CI) 1.14 (0.17, 7.52) 1.01 (0.26, 3.93)
p-value [1] 0.89 0.99
Unadjusted Absolute Risk Difference (95% CI) 0.01 (-0.16, 0.18) 0.00 (-0.09, 0.09)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Non-Responder, n(%) 25 ( 89.3%) 19 ( 90.5%) 54 ( 93.1%) 68 ( 93.2%)
Non-missing 15 ( 53.6%) 14 ( 66.7%) 36 ( 62.1%) 46 ( 63.0%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 6 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Role Emotional: NBS at Week 24
Responder, n(%) 2 ( 7-1%) 3 ( 14.3%) 9 ( 15.5%) 10 ( 13.7%)
Unadjusted Relative Risk (95% CI) 0.50 (0.09, 2.73) 1.13 (0.49, 2.60)
p-value [1] 0.42 0.77
Unadjusted interaction test for Treatment*Baseline Hemoglobin 0.40
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.46 (0.07, 3.05) 1.16 (0.44, 3.07)
p-value [1] 0.42 0.77
Unadjusted Absolute Risk Difference (95% CI) -0.07 (-0.25, 0.11) 0.02 (-0.10, 0.14)
Adjusted Relative Risk (95% CI) [2] 0.48 (0.09, 2.46) 1.19 (0.53, 2.67)
p-value [2] 0.38 0.68
Adjusted interaction test for Treatment*Baseline Hemoglobin 0.37
Level Group [3]
Non-Responder, n(%) 26 ( 92.9%) 18 ( 85.7%) 49 ( 84.5%) 63 ( 86.3%)
Non-missing 16 ( 57-1%) 13 ( 61.9%) 31 ( 53.4%) 41 ( 56.2%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 7 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Mental Health: NBS at Week 24
Responder, n(%) 1 ( 3.6%) 0 6 ( 10.3%) 9 ( 12.3%)
Unadjusted Relative Risk (95% CI) 2.28 (0.10, 53.23) 0.84 (0.32, 2.22)
p-value [1] 0.61 0.72
Unadjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Unadjusted Odds Ratio (95% CI) 2.35 (0.09, 60.49) 0.82 (0.27, 2.45)
p-value [1] 0.61 0.72
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.07, 0.13) -0.02 (-0.13, 0.09)
Adjusted Relative Risk (95% ClI) [2] NE NE
p-value [2] NE NE
Adjusted interaction test for Treatment*Baseline Hemoglobin NE
Level Group [3]
Non-Responder, n(%) 27 ( 96.4%) 21 (100.0%) 52 ( 89.7%) 64 ( 87.7%)
Non-missing 17 ( 60.7%) 16 ( 76.2%) 34 ( 58.6%) 42 ( 57.5%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 8 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Physical Component Summary at Week 24
Responder, n(%) 1 ( 3.6%) 1 ( 4.8%) 1 (C 1-7%) 4 ( 5.5%)
Unadjusted Relative Risk (95% CI) 0.75 (0.05, 11.31) 0.31 (0.04, 2.74)
p-value [1] 0.84 0.29
Unadjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.74 (0.04, 12.57) 0.30 (0.03, 2.78)
p-value [1] 0.84 0.29
Unadjusted Absolute Risk Difference (95% CI) -0.01 (-0.13, 0.10) -0.04 (-0.10, 0.02)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Non-Responder, n(%) 27 ( 96.4%) 20 ( 95-2%) 57 ( 98.3%) 69 ( 94.5%)
Non-missing 17 ( 60.7%) 15 ( 71.4%) 39 ( 67.2%) 47 ( 64.4%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 9 of 10



GSK Oncology
Study GS-US-352-0101
Table 2.7207: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline Hemoglobin Level
Double-Blind Phase
ITT-Anemic Analysis Set

HGB <8 g/dL HGB >=8 g/dL
MMB RUX MMB RUX
(N = 28) (N = 21) (N = 58) (N = 73) p-value
SF3602-Mental Component Summary at Week 24
Responder, n(%) 1 ( 3.6%) 1 ( 4.8%) 3 ( 5.2%) 4 ( 5.5%)
Unadjusted Relative Risk (95% CI) 0.75 (0.05, 11.31) 0.94 (0.22, 4.05)
p-value [1] 0.84 0.94
Unadjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Unadjusted Odds Ratio (95% CI) 0.74 (0.04, 12.57) 0.94 (0.20, 4.38)
p-value [1] 0.84 0.94
Unadjusted Absolute Risk Difference (95% CI) -0.01 (-0.13, 0.10) 0.00 (-0.08, 0.07)
Adjusted Relative Risk (95% ClI) [2] NA NA
p-value [2] NA NA
Adjusted interaction test for Treatment*Baseline Hemoglobin NA
Level Group [3]
Non-Responder, n(%) 27 ( 96.4%) 20 ( 95-2%) 55 ( 94.8%) 69 ( 94.5%)
Non-missing 17 ( 60.7%) 15 ( 71.4%) 37 ( 63.8%) 47 ( 64.4%)
Missing 10 ( 35.7%) 5 ( 23.8%) 18 ( 31.0%) 22 ( 30.1%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-hgb.pdf 29AUG2023: 9:44 Page 10 of 10



GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase

ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Physical Functioning: NBS at Week 24

Responder, n(%) 1 ( 3.6%) 3 ( 12.5%) 7 ( 12.1%) 6 ( 8.6%)
Unadjusted Relative Risk (95% CI) 0.29 (0.03, 2.57) 1.41 (0.50, 3.96)

p-value [1] 0.26 0.52
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.18
Unadjusted Odds Ratio (95% CI) 0.26 (0.03, 2.68) 1.46 (0.46, 4.63)

p-value [1] 0.26 0.52
Unadjusted Absolute Risk Difference (95% CI) -0.09 (-0.24, 0.06) 0.03 (-0.07, 0.14)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.23
Non-Responder, n(%) 27 ( 96.4%) 21 ( 87.5%) 51 ( 87.9%) 64 ( 91.4%)

Non-missing 17 ( 60.7%) 14 ( 58.3%) 33 ( 56.9%) 44 ( 62.9%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44

including treatment, baseline TD

Page 1 of 10



GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase

ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Role Physical: NBS at Week 24

Responder, n(%) 4 ( 14.3%) 6 ( 25.0%) 6 ( 10.3%) 9 ( 12.9%)
Unadjusted Relative Risk (95% CI) 0.57 (0.18, 1.79) 0.80 (0-30, 2.13)

p-value [1] 0.34 0.66
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.65
Unadjusted Odds Ratio (95% CI) 0.50 (0.12, 2.04) 0.78 (0.26, 2.34)

p-value [1] 0.33 0.66
Unadjusted Absolute Risk Difference (95% CI) -0.11 (-0.32, 0.11) -0.03 (-0.14, 0.09)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.72
Non-Responder, n(%) 24 ( 85.7%) 18 ( 75.0%) 52 ( 89.7%) 61 ( 87.1%)

Non-missing 14 ( 50.0%) 11 ( 45.8%) 34 ( 58.6%) 41 ( 58.6%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase

ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Bodily Pain: NBS at Week 24

Responder, n(%) 4 ( 14.3%) 1 (C 4.2%) 6 ( 10.3%) 8 ( 11.4%)
Unadjusted Relative Risk (95% CI) 3.43 (0.41, 28.63) 0.91 (0.33, 2.46)

p-value [1] 0.26 0.85
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.21
Unadjusted Odds Ratio (95% CI) 3.83 (0.40, 36.91) 0.89 (0.29, 2.74)

p-value [1] 0.24 0.85
Unadjusted Absolute Risk Difference (95% CI) 0.10 (-0.05, 0.25) -0.01 (-0.12, 0.10)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 24 ( 85.7%) 23 ( 95.8%) 52 ( 89.7%) 62 ( 88.6%)

Non-missing 14 ( 50.0%) 16 ( 66.7%) 34 ( 58.6%) 42 ( 60.0%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-General Health: NBS at Week 24

Responder, n(%) 0 5 ( 20.8%) 3 ( 5.2%) 8 ( 11.4%)
Unadjusted Relative Risk (95% CI) 0.08 (0.00, 1.35) 0.45 (0.13, 1.63)

p-value [1] 0.079 0.22
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Unadjusted Odds Ratio (95% CI) 0.06 (0.00, 1.19) 0.42 (0.11, 1.67)

p-value [1] 0.065 0.22
Unadjusted Absolute Risk Difference (95% CI) -0.20 (-0.37, -0.03) -0.06 (-0.16, 0.03)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 28 (100.0%) 19 ( 79.2%) 55 ( 94.8%) 62 ( 88.6%)

Non-missing 18 ( 64.3%) 12 ( 50.0%) 37 ( 63.8%) 42 ( 60.0%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

including treatment, baseline TD

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44
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GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase

ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Vitality: NBS at Week 24

Responder, n(%) 2 ( 7-1%) 2 ( 8.3%) 4 ( 6.9%) 6 ( 8.6%)
Unadjusted Relative Risk (95% CI) 0.86 (0-13, 5.63) 0.80 (0.24, 2.72)

p-value [1] 0.87 0.73
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.96
Unadjusted Odds Ratio (95% CI) 0.85 (0.11, 6.51) 0.79 (0.21, 2.95)

p-value [1] 0.87 0.73
Unadjusted Absolute Risk Difference (95% CI) -0.01 (-0.16, 0.13) -0.02 (-0.11, 0.08)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 26 ( 92.9%) 22 (1 91.7%) 54 ( 93.1%) 64 ( 91.4%)

Non-missing 16 ( 57.1%) 15 ( 62.5%) 36 ( 62.1%) 44 ( 62.9%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase

ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Social Functioning: NBS at Week 24

Responder, n(%) 3 ( 10.7%) 1 (C 4.2%) 4 ( 6.9%) 6 ( 8.6%)
Unadjusted Relative Risk (95% CI) 2.57 (0.29, 23.13) 0.80 (0.24, 2.72)

p-value [1] 0.40 0.73
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.33
Unadjusted Odds Ratio (95% CI) 2.76 (0.27, 28.45) 0.79 (0.21, 2.95)

p-value [1] 0.39 0.73
Unadjusted Absolute Risk Difference (95% CI) 0.07 (-0.07, 0.21) -0.02 (-0.11, 0.08)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 25 ( 89.3%) 23 ( 95.8%) 54 ( 93.1%) 64 ( 91.4%)

Non-missing 15 ( 53.6%) 16 ( 66.7%) 36 ( 62.1%) 44 ( 62.9%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase

ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Role Emotional: NBS at Week 24

Responder, n(%) 3 ( 10.7%) 6 ( 25.0%) 8 ( 13.8%) 7 ( 10.0%)
Unadjusted Relative Risk (95% CI) 0.43 (0.12, 1.53) 1.38 (0.53, 3.58)

p-value [1] 0.19 0.51
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.15
Unadjusted Odds Ratio (95% CI) 0.36 (0.08, 1.63) 1.44 (0.49, 4.24)

p-value [1] 0.19 0.51
Unadjusted Absolute Risk Difference (95% CI) -0.14 (-0.35, 0.06) 0.04 (-0.08, 0.15)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.18
Non-Responder, n(%) 25 ( 89.3%) 18 ( 75.0%) 50 ( 86.2%) 63 ( 90.0%)

Non-missing 15 ( 53.6%) 11 ( 45.8%) 32 ( 55.2%) 43 ( 61.4%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase

ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Mental Health: NBS at Week 24

Responder, n(%) 2 ( 7-1%) 4 ( 16.7%) 5 ( 8.6%) 5 (C 7-1%)
Unadjusted Relative Risk (95% CI) 0.43 (0.09, 2.14) 1.21 (0.37, 3.97)

p-value [1] 0.30 0.76
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] 0.31
Unadjusted Odds Ratio (95% CI) 0.38 (0.06, 2.31) 1.23 (0.34, 4.46)

p-value [1] 0.30 0.76
Unadjusted Absolute Risk Difference (95% CI) -0.10 (-0.27, 0.08) 0.01 (-0.08, 0.11)
Adjusted Relative Risk (95% CI) [2] NE NE

p-value [2] NE NE
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NE
Non-Responder, n(%) 26 ( 92.9%) 20 ( 83.3%) 53 ( 91.4%) 65 ( 92.9%)

Non-missing 16 ( 57.1%) 13 ( 54.2%) 35 ( 60.3%) 45 ( 64.3%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Physical Component Summary at Week 24

Responder, n(%) 0 2 ( 8.3%) 2 ( 3.4%) 3 ( 4.3%)
Unadjusted Relative Risk (95% CI) 0.17 (0.01, 3.42) 0.80 (0-14, 4.65)

p-value [1] 0.25 0.81
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) 0.16 (0.01, 3.46) 0.80 (0.13, 4.94)

p-value [1] 0.24 0.81
Unadjusted Absolute Risk Difference (95% CI) -0.08 (-0.21, 0.04) -0.01 (-0.08, 0.06)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Non-Responder, n(%) 28 (100.0%) 22 (1 91.7%) 56 ( 96.6%) 67 ( 95.7%)

Non-missing 18 ( 64.3%) 15 ( 62.5%) 38 ( 65.5%) 47 ( 67.1%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.
[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression

which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44
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GSK Oncology
Study GS-US-352-0101

Table 2.7206: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Two-Level Risk

Double-Blind Phase

ITT-Anemic Analysis Set

Intermediate Risk High Risk
MMB RUX MMB RUX
(N = 28) (N = 24) (N = 58) (N = 70) p-value
SF3602-Mental Component Summary at Week 24

Responder, n(%) 2 ( 7-1%) 1 (C 4.2%) 2 ( 3.4%) 4 ( 5.7%)
Unadjusted Relative Risk (95% CI) 1.71 (0.17, 17.76) 0.60 (0.11, 3.18)

p-value [1] 0.65 0.55
Unadjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) 1.77 (0.15, 20.82) 0.59 (0.10, 3.34)

p-value [1] 0.65 0.55
Unadjusted Absolute Risk Difference (95% CI) 0.03 (-0.09, 0.15) -0.02 (-0.09, 0.05)
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 2-Level Risk [3] NA
Non-Responder, n(%) 26 ( 92.9%) 23 ( 95.8%) 56 ( 96.6%) 66 ( 94.3%)

Non-missing 16 ( 57.1%) 16 ( 66.7%) 38 ( 65.5%) 46 ( 65.7%)

Missing 10 ( 35.7%) 7 ( 29.2%) 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1] p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model,

(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.
[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.
Modified Poisson regression model did not converge so these values are presented as NE. NE = Not Estimable.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip2.pdf 29AUG2023: 9:44

including treatment, baseline TD
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GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4) (N = 26) (N = 20)
SF3602-Physical Functioning: NBS at Week 24

Responder, n(%) 0 1 ( 25.0%) 1 ( 3.8%) 2 ( 10.0%)
Unadjusted Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 25 ( 96.2%) 18 ( 90.0%)

Non-missing 1 ( 50.0%) 2 ( 50.0%) 16 ( 61.5%) 12 ( 60.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip3.pdf 29AUG2023: 9:44 Page 1 of 20



GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
SF3602-Physical Functioning: NBS at Week 24

Responder, n(%) 7 ( 12.1%) 6 ( 8.6%)
Unadjusted Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 51 ( 87.9%) 64 ( 91.4%)

Non-missing 33 ( 56-9%) 44 ( 62.9%)

Missing 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip3.pdf 29AUG2023: 9:44 Page 2 of 20



GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4) (N = 26) (N = 20)
SF3602-Role Physical: NBS at Week 24

Responder, n(%) 0 1 ( 25.0%) 4 ( 15.4%) 5 ( 25.0%)
Unadjusted Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 22 ( 84.6%) 15 ( 75.0%)

Non-missing 1 ( 50.0%) 2 ( 50.0%) 13 ( 50.0%) 9 ( 45.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip3.pdf 29AUG2023: 9:44 Page 3 of 20



GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
SF3602-Role Physical: NBS at Week 24

Responder, n(%) 6 ( 10.3%) 9 ( 12.9%)
Unadjusted Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 52 ( 89.7%) 61 ( 87.1%)

Non-missing 34 ( 58.6%) 41 ( 58.6%)

Missing 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip3.pdf 29AUG2023: 9:44 Page 4 of 20



GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4) (N = 26) (N = 20)
SF3602-Bodily Pain: NBS at Week 24

Responder, n(%) 0 0 4 ( 15.4%) 1 ( 5.0%)
Unadjusted Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 22 ( 84.6%) 19 ( 95.0%)

Non-missing 1 ( 50.0%) 3 ( 75.0%) 13 ( 50.0%) 13 ( 65.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip3.pdf 29AUG2023: 9:44 Page 5 of 20



GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
SF3602-Bodily Pain: NBS at Week 24

Responder, n(%) 6 ( 10.3%) 8 ( 11.4%)
Unadjusted Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 52 ( 89.7%) 62 ( 88.6%)

Non-missing 34 ( 58.6%) 42 ( 60.0%)

Missing 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip3.pdf 29AUG2023: 9:44 Page 6 of 20



GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4) (N = 26) (N = 20)
SF3602-General Health: NBS at Week 24

Responder, n(%) 0 1 ( 25.0%) 0 4 ( 20.0%)
Unadjusted Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 3 ( 75.0%) 26 (100.0%) 16 ( 80.0%)

Non-missing 1 ( 50.0%) 2 ( 50.0%) 17 ( 65.4%) 10 ( 50.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019
Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip3.pdf 29AUG2023: 9:44 Page 7 of 20



GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

High Risk
MMB RUX
(N = 58) (N = 70) p-value
SF3602-General Health: NBS at Week 24

Responder, n(%) 3 ( 5.2%) 8 ( 11.4%)
Unadjusted Relative Risk (95% CI) NA

p-value [1] NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Unadjusted Odds Ratio (95% CI) NA

p-value [1] NA
Unadjusted Absolute Risk Difference (95% CI) NA
Adjusted Relative Risk (95% Cl) [2] NA

p-value [2] NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3] NA
Non-Responder, n(%) 55 ( 94.8%) 62 ( 88.6%)

Non-missing 37 ( 63.8%) 42 ( 60.0%)

Missing 18 ( 31.0%) 20 ( 28.6%)

ITT-Anemic Analysis includes subjects in the Intent-to-Treat Population with Baseline Hemoglobin < 10 g/dL.

[1]1 p-values were obtained from a Z-test.

[2] Adjusted Relative Risk and corresponding p-value were obtained from a modified Poisson regression model, including treatment, baseline TD
(yes, no), and baseline platelet count (<100, 100-200, >200 10M9/L) as covariates.

[3]1 The interaction test p-value was obtained for the treatment by subgroup interaction term from the corresponding modified Poisson regression
which additionally includes subgroup as covariate and the treatment by subgroup interaction term.

Data Extracted: CRF data: 01JUL2019

Source: t-subgrp-sf36-gba.sas V.03.05 Output file: t-subgrp-sf36-gba-deter-ip3.pdf 29AUG2023: 9:44 Page 8 of 20



GSK Oncology
Study GS-US-352-0101
Table 2.7205: Analysis of Response Rate (deterioration) in SF-36v2 (for PCS, MCS and all 8 domains) at Week 24 by Baseline IPSS Three-Level Risk
Double-Blind Phase
ITT-Anemic Analysis Set

Intermediate Risk-1 Intermediate Risk-2
MMB RUX MMB RUX
N =2) N =4) (N = 26) (N = 20)
SF3602-Vitality: NBS at Week 24

Responder, n(%) 0 0 2 ( 7-T%) 2 ( 10.0%)
Unadjusted Relative Risk (95% CI) NA NA

p-value [1] NA NA
Unadjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Unadjusted Odds Ratio (95% CI) NA NA

p-value [1] NA NA
Unadjusted Absolute Risk Difference (95% CI) NA NA
Adjusted Relative Risk (95% CI) [2] NA NA

p-value [2] NA NA
Adjusted interaction test for Treatment*IPSS 3-Level Risk [3]
Non-Responder, n(%) 2 (100.0%) 4 (100.0%) 24 ( 92.3%) 18 ( 90.0%)

Non-missing 1 ( 50.0%) 3 ( 75.0%) 15 ( 57.7%) 12 ( 60.0%)

Missing 1 ( 50.0%) 1 ( 25.0%) 9 ( 34.6%) 6 ( 30.0%)

ITT-Anemic Analysis includes subjects in the