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(2) GS-US-417-0304_Protocol Amendment 9.1 (US)_10Jun2024
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(1) GS-US-417-0304_Protocol Amendment 8.1 (US)_24Nov2023_ Chinese
synopsis
(2) GS-US-417-0304_Protocol Amendment 9.1 (US)_10Jun2024_ Chinese synops
4, B2 L
(1) GS-US-417-0304_Protocol Amendment 8.1 (US)_24Nov2023_ English
synopsis
(2) GS-US-417-0304_Protocol Amendment 9.1 (US)_10Jun2024_ English synopsi
5.% ;éiﬁ F & % : Subject Information and Informed Consent Form_ Taiwan_ Dr.
Chen HA_Chinese_24-Oct-2024 Version 14.1.2_Main ICF Based on
Taiwan_22-Jul-2024 Version 14.1 Main_Traditional Chinese Based on Master
ICF_10-Jun-2024_\ersion 14.0_Main
6. < ;éﬁ F #. =+ : Traditional Chinese / Original v4.0 / 28Jun2024
7. % GS-US-417-0304 Taiwan Certificate of Insurance_ 24Jun2024
8. (ATH) Fp #Fok G S
(1) GS-US-417-0304_Galapagos NV_Confirmation of sponsorship transfer
letter_18Jul2024
(2) GS-US-417-0304_Alfasigma S.p.A._Acceptance of sponsorship
letter_08May2024
(3) GS-US-417-0304_DIL_ Change of Study Sponsor from Galapagos to Alfasigm
S.p.A_07Feb24
(4) Alfasigma completes transaction to acquire the Jyseleca® business from
Galapagos_31Jan2024
(5) GS-US-417-0304_memo GLPG-AS Sponsorship change_05Jun2024
0. (F7H) P E P o
(1) Sponsor clarification letter for PA8.1(US) Taiwan submission
(2) IND115510_ Response to FDA information request dated AUG 23,
2023 14Sep2023
123384 pPH3 2026107 31p -
2RFEFTPHIEF L322 P (CRO)L 5 THAFA c@mipg 1a e
(Fortrea Taiwan  Limited ) ;-
3AFA L
(1) RO5541077 (polatuzumab vedotin) Version 15, October 2023
(2) ROO452294 (rituximab) Version 29, June 2023
4.% Ff:vﬂ = % % : English site specific Main ICF for CMHLY version 5.0,
10703-L02 | # ¥ 33 | 070ct2024_Translated into Traditional Chinese for Taiwan on 070ct2024
5427 2%+ E (RBR)Z & #c % :E# F & 3 : English site specific RBR ICH
for CMHLY version 3.0, 070ct2024_Translated into Traditional Chinese for
Taiwan on 070ct2024
6.0 Z BEB F i * 22 % $4E 4 English site specific Pregnant Partner
Authorization Form for CMHLY version 5.0, 070ct24_ Translated into Traditional
Chinese for Taiwan on 070ct24
7.(R73) 413 G S GO39942_PCL_Study Extension_09Aug2024
1.4 Kf Ak enfile 45 4 D PE A S BER ﬁtfgﬁ o
2.3 A R@FH G2 L E 1 DI33RCO0001_ CMMC_Main ICF_Version
10711-009 | % %% | 9.2, 290ct2024
BAAFRTAEXLFHME P EF L F ¢ DI933RCO0001_CMMC_Pregnant
partners ICF_Version 3.1, 290ct2024
1.&;&;;‘%*.3»» FEAZ EHG I8
10805-008 | 15 @ 8 a4 4 £ p 1 Edition Number 20, 29 July 2024
3 B Ao+ E 2 e 1 06 August 2024
4.9 2 & : D910DC0O0001_Synopsis_Version 4.1, 02Sep2024_Traditional
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5.% < # & : D910DC00001_Synopsis_Version 4.1, 02Sep2024

6.2 4 % Fé e F i £ % 0 D910DC00001_CMMC_Main ICF_ Version
8.2, 25Nov2024

T A RHRFAELZFME 2 iER L 1 D910DC00001_CMMC_ Pregnant
partners ICF Version 1.5, 25Nov2024
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13-4 £ 727 % 4 : Protocol Clarification Memo_ FINAL_020ct2024
2% f# 7 7 3 © Study Unblinding and Results_ 26Jul2024
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1 =% ;éiﬁ F % % : Taiwan Site 30023 ICF v10.0 dated 11Nov2024 (Traditional
Chinese), adapted from Taiwan Country ICF v10.0 dated 22Jan2024 (Traditional

Chinese) Main ICF
2. 3+ 4 3 &7 % L4 Protocol Clarification Memo_ FINAL _ 020ct2024

3.3# % f% 7 7 & : Study Unblinding and Results_ 26Jul2024
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2. RETRFFAY FBEHE W P L F 0 243873_CS1003-305_Global Model
ICF_Main_Version 11.0_19Jul2023 243873_CS1003-305_TWN Model
ICF_Main_English_ Version 8.0_28Jul2023 243873 _CS1003-305 TWN _
Hsing-Tao Kuo_Main ICF_Traditional Chinese_Version 8.2 _06Nov2024

3. WA ¥ imF it 243873_CS1003-305_Global Model ICF_ Pregnant
Partner_Version 5.0_30Nov2022 243873_CS1003-305_TWN Model
ICF_Pregnant Partner_ English_Version 4.1_31May2023 243873_CS1003-305_
TWN_Hsing-Tao Kuo_PregnantPartner ICF_ Traditional Chinese_Version
4.2_06Nov2024

4. B idieR =X P L3 1 243873_CS1003-305_Global Model ICF_Treatment
Beyond Progression_Version 5.0_ 30Nov2022 243873 _CS1003-305_TWN Model
ICF_ Treatment Beyond Progression_English_Version 4.1_ 31May2023
243873 _CS1003-305_TWN_Hsing-Tao Kuo_ Treatment Beyond Progression
ICF_ Traditional Chinese Version 4.2 06Nov2024
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1.2 #F A £ p (Durvalumab) : Edition 20, 29 July 2024
2AH BN e g Iﬂ'#ﬂ = 06 August 2024
3.% 7 F A& 5471+ Version 4.0, 18 Sept 2024
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1.2 3 4 £ p  Durvalumab(MEDI4736) : Edition 20, 29 July 2024
2HEDF o g 3245 = * Version 06 August 2024
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10908-L04

i ¥ 4 £ Investigator s Brochure : Edition Number 11.0, Date: 23 Sep 2024
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10909-007

1 i€ @4 P 4% M15-954 CMMC Main ICF V7.1 (280ct2024) based
on CMUH Main ICF V7.0 (24Jun2024)
2. EHMAT 2 2RI E  M15-954 CMMC Optional Research ICF V1.8

(280ct2024) based on TW Country Optional Research ICF V1.2 (17Jul2023)
3 E FiERE A T ERES  M15-954 CMMC PPA V1.3 (290ct2024)

based on TW Country PPA V1.0 (05May2020)
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1. :*% £ : Protocol MO42541, Version 7, dated 23-Sep-2024
2. & % 4% & : English synopsis in Protocol MO42541 Version 7, dated 23-Sep-2024
3. ¢ < 4 & : MOA42541 Protocol Synopsis-Taiwan Chinese Version 7, dated
23-Sep-2024
4 ZFHRLF:
1) a Fé':’%%» #H P& % MO42541 Main ICF - TWN Chinese V6_
CMMC- YK VlO dated 18-Nov-2024
(2 maEEFTa* 2 dhk2 PR LT MO42541 PPAF - TWN Chines
V1 CM MC YK V4, dated 18-Nov-2024
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1 A% = ;é?," F & % : SHR3162-111-305_Main ICF_ Taiwan_Site
TW007 ' V3.1.3_20Nov2024 TCH
2. WA XiEsy &b B L3 ¢ SHR3162-111-305_ Pregnant Partner

ICF_Taiwan_ Slte TWO007_V1.1.6_20Nov2024_TCH
3. E# M e Wig R SHR3162-111-305_Option of Tumor Tissue Testing

ICF_Talwan_Slte TW007 V2.1.3 20Nov2024 TCH

17

11010-009

1.2 # 4 £ : Durvalumab (MEDI4736) Investigator's Brochure_Edition 20, 29
Jul 2024

2.3+% ¢ # Durvalumab and Tremelimumab & | ¢ 32 45 31 Dosing
Modification and Toxicity Management Guidelines (TMGs) for Durvalumab

Monotherapy, Durvalumab in Combination with other Products or Tremelimumab
Monotherapy (ANNEX TO PROTOCOL) : Version 06 August 2024

3. %4F2 % :7.0_PROD_CCB6_SJ_27AUG2024 - D910PC00001, Generated on;
04 Sep 2024
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1.2 3#5% % ;éﬁ F & % : D910SC00001_CMMC_Main ICF_Version 6.1,
22Nov2024

2.5 A% ;i“ﬁ MA L iEREEE~ERF L3 1 DI10SC00001 _CMMC_ Preg
ICF Version 1.4, 22Nov2024
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3.1 4 4 £ p |B:Version 6.0: December 30, 2023

4.3+ 4% % Protocol:Version 5.0, Date: Feb 06, 2024

5.¢ < 4 & Chinese Synopsis:Version/Date: 5.0/ Mar 26, 2024

6.% <~ i & English Synopsis:Version/Date: 5.0/ Mar 26, 2024

7. ; 43+ 4 3 4% Protocol Addendum for Taiwan:V5.0, March 27, 2024

8.1 3% % ¥4 F L3 Main ICF:P1101 ET_CMMC_Main ICF-Core
Study_V3.0_310ct2024

9. & kA7 A TP F R & F Future Research-Genotyping ICF:P1101
ET_CMMC_Genotyping ICF_V3.0_310ct2024

10. 7% % #F £ % CRF:V5.0.0, Release Date: 2024?07?03

11.Participant Brochure:TW_Chinese V7 | 03-JUN-2024 | P1101 ET

12. %2 Jﬁ < Participant Handbook: TW V2 | 21AUG2024 based onmaster V5 |
03-JUN-2024 | P1101 ET

13. 42 1§ 4% Participant Journey:TW_Chinese V5 | 03-JUN-2024 | P1101 ET

14.(#7#) SURPASS ET # # #% rf-IF & 3 Main ICF - Extension Study:P1101
ET_CMMC_Main ICF - Extension Study V1.0_ 310ct2024

15.(#73%) SURPASS ET 2t ¥ 325 2 ¥ &7 © 4% F & 2 ICF Addendum for BM
Biopsy - Extension Study:P1101 ET_CMMC_ ICF Addendum for BM Biopsy —
Extension Study V1.0 310ct2024

16.(373) ¥ ;2 ¥4+ - 7 277 4% (Aspirin) Study Extension Drug Card -
Aspirin:Version 1 | 050CT2022

17.(373#) /&7 7 & Note to File:Oct-24-2023
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(1) Adagrasib (MRTX849) Investigator’s Brochure, Version 6.0 01May2024
(2) Adagrasib (MRTX849) Investigator’s Brochure, Version 6.1 17May2024
2.0 B ;éig F & % :SiteICF - Lin CY - Traditional Chinese -
11-Nov-2024 - \ersion 5.0 - Main, based on Taiwan ICF - Traditional
Chinese - 23-Jul -2024 - Version5.0 - Main
37 ERF %  SiteICF - LinCY - Traditional Chinese -
11-Nov-2024 - Version 10.0 - Pre-Screening, based on Taiwan ICF -
Traditional Chinese - 23-Jul-2024 - Version 10.0 - Pre-Screening
400 % e iR £ 3 ¢ SiteICF - LinCY - Traditional Chinese -
11-Nov-2024 - Version 6.1 - Pregnancy, based on Taiwan ICF -
Traditional Chinese - 20-Aug-2024 - Version 6.1 - Pregnancy
5484 & igif gz e £ 2 : SitelCF - Lin CY - Traditional Chinese -
11-Nov-2024 - Version 9.0 - Pregnancy Partner, based on Taiwan ICF -
Traditional Chinese - 23-Jul -2024 - Version 9.0 - Pregnancy Partner
6. (73 ) 849-007_CA239-0009 Admin Letter_25Jun2024_ Final
7. (#7#) Memo to File - MRTX849 IB V6.0 - Discrepancy Indentified
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1.2 # 4 £ p (Durvalumab) : Investigator’s Brochure  Durvalumab (MEDI4736),
Edition 20, 29 July 2024

2% A 4 1 3245 2 (Durvalumab) © TMG_ Durvalumab and
Tremelimumab_06 August 2024

3FRE AL LR H L F - D926NCO0001_CMMC-LY_Main ICF_Version 4.0,
13Nov2024

4.1% %3F 4 %  Annotated CRF_D926NC00001_Version 4.00_ 16SEP2024

5.(#73) 3+ 4 % % X4+ 2 October 2024
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Z#E R L3 18F-MC-GPIJ_CMMC_Main ICF_Version 4.2_ 03Dec2024
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1.3+ % % : Version 8.0, 20-June-2024
2.7 2L 5 80K
3.# 2 L& Version 8.0
4.3 %L 4
(1)Final 12.0 28-Feb-2024
(2)Final 13.0 22-Jul-2024
5.% Féi‘ F % % :PVT-2201-301 42-101 CN main ICF V6.0 26Sep2024
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£ %% I & 3 Informed Consent Form : Version 2.1, 2024/10/23
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11205-009

1. % Fs}‘«ﬂ F & 3 :IM011247 TWN Site 0039 CMMC Main ICF V6-1-2

06Nov2024
2. i 4% A4 £ 1 Deucravacitinib BMS-986165 Investigator’s Brochure Version 11,

dated 06-Sep-2024
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1344 2 4.0, 11 Mar 2024

2.7 < 4¢ & : D8531C00002_Protocol Summary_v4.0_ 11Mar2024_ Translated into
Traditional Chinese for Taiwan_17 Apr 2024

3.% < 4 & : D8531C00002_Protocol Summary_v4.0_11 Mar 2024

4.3 3ok % ;é—‘ﬁ F % % : Site Specific Main ICF for CMMC Version 9.0, Date
230ct2024 Translated into Traditional Chinese for Taiwan_ 300c¢t2024

5% L FFPME T ER L % : Site Specific Pregnant Partner of Study Subjects
ICF for CMMC Version 6.0, Date 230ct2024 _ Translated into Traditional Chinese

for Taiwan_250ct2024
6./ MAFIF T Tk L F ¢ Site Specific Optional Genetic Research ICF for

CMMC Version 6.0, Date 14Nov2024 Translated into Traditional Chinese for
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7.8 J‘Ff %f‘ % @w|+ : CAMBRIA-1_ Master Patient ID Card_version 6.0_

29Mar2024_Translated into Traditional Chinese for Taiwan_05 Apr 2024
8.% Féif eCOA %% ¥ X #£ B3r £  A-1032-0084/ D8531C00002 Subject Facing

Screen Report Smart Phone V2, 21MAY 2024
9.(373) % Féif ol £ WM 7 ¢ AstraZeneca CAMBRIA-1 Consent

Navigator 23-Feb- 2024Ch|nese (Traditional Taiwan) v2.0
10.(373) Jx 2 < ¢ @ Understanding CAMBRIA-1_Leaflet for patients_ version

1.0_2024_04_09_Translated into Traditional Chinese for Taiwan_16 Apr 2024
11.(373) 42 %+ # : D8531C00002_CAMBRIA-1_Leaflet _Version 1.0,

07-Aug-2024
12.(F73) 47 % /5 4F : D8531C00002_CAMBRIA-1_Poster _Version 1.0,

29-Aug-2024
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1. 3+ % £ : Protocol CO44668, Version 3, dated 21-Aug-2024

2. 7 % 4§ & : COA44668 Protocol Synopsis-Taiwan Chinese Version 3, dated
21-Aug-2024

3. & % 4§ & : COA44668 English Synopsis in Protocol Version 3, dated
21 Aug -2024
AR Féﬂ“ F % % :C044668 Main ICF - TWN Chinese V5_ CMMC-YK
V4, dated 01-Nov-2024

5. RE@EE TR * 2 1% 2 3k & 3 CO44668 PPAF - TWN Chinese
V1 CMMC-YK V3, dated 08 Nov-2024

6. BEE TR 2 X% 2 iR X 3 CO44668 IAF - TWN Chinese
V1 _CMMC-YK V3, dated 08—Nov-2024

7. i 4F 4 £ p:RO5541267 TECENTRIQ (atezolizumab) IB - Version 21,
dated 28-Jul-2024

8. (A7) 3% % /2 & 31 CO44668 Protocol Clarification letter,dated
03-Jul-2024
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Lig&% =4 P L3 - DI723C00001_CMMC_Main ICF_Version 3.1,
01Nov2024

2R RE LB RAFIREL FiRseRRlZ#H F L F 1 DI723C00001_
CMMC_HRRm Biomarker Testing ICF -~ Version 3.1, 01Nov2024

3.% éfﬁﬁ'}ﬂi iR E T ER R E 1 D9723C00001_CMMC _ Pregnant Partnerd
ICF Version 1.1, 01Nov2024
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11210-L03

B RAFL £ :PROD_28AU62024_3.00 - Unique
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1 fekdich B0 B E5% 9 '3 2025/11/30(R 3 2024/11/30)
2RFERLD (“" B 2 )v4 dated 29 Oct 2024
3. 3% I 4, % (424 22)v4 dated 29 Oct 2024
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11211-009

< #F &% : D6970C00002_CMMC_Main ICF_Version 2.1, 05Nov2024

34
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1. *% % : Protocol ZB012-03-002 Amendment 2 (Version 3.0), 09 August 2024

2. ¢ 2 4t & :ZB012-03-002_Protocol v3.0_09Aug2024_ Synopsis_En Translation
from En to Ch (TW) dated 29Aug2024

3. < 4 & 1 ZB012-03-002_Protocol v3.0 09Au92024 Synopsis_En

4 AL (% 2HfoRBERLE )X #H P& F ©ZB012-03-002 Part A SRR
ICF v5.0_Taiwan_Chinese_ Site 7305_Dr Hsiao_ 08Nov2024

5.B ¥4 (LA pestmil) <3F4 kL F 1 ZB012-03-002 Part B RCP ICF
v4.0_Taiwan_Chinese_Site 7305_Dr Hsiao_08Nov2024

6.C ¥4 (Bcltae W) £334 kL ¥ 1 ZB012-03-002 Part C OLE ICF
v40 Taiwan Chinese Site 7305_Dr Hsiao_08Nov2024

7. A TRtk &% 1 ZB012-03-002 Pregnancy Information Collection
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Consent Form_v2.0_Taiwan_ Chinese_Site 7305_Dr Hsiao_ 08Nov2024
8 BxIL £
(1)PRD_DBDV3_01_12MAR2024 - All CRFs, Generated On: 12 Mar 2024

17:20:01
(2) PRD_DBDV4_01 17MAY2024 - All CRFs, Generated On: 17 May 2024
19:55:35
9. (373) 3+ % & 752z & : Protocol administrative letter_ V3.0 dated 13 June
2024
1 2L Jed i 2463 A (a5 400 * ) 4~ 53 Al &FE 3 A e 2B RIE
A e o

11301-006 | & & |2.3+313 & = %< 20241025
3.7 2 & 5 - 4k 20241025
4.7 2 & 5 - o 20241025

11301-007 | 3 = A4 |®#FF Wk L3 : V32024/11/05(i% 24 /| pF % &5 % 1)

Ligd%=#4 kL3 - D6972C00003_CMMC_Main ICF_Version 2.4,
220ct2024

2 ERRI T AT LR F L F 0 D6972C00003_ CMMC_Pre-Screening
ICF_\ersion 1.2, 220ct2024

3.1 % 3F 2 % : D6972C00003_Version 2.0_15MAR2024: Uniques

4385 41+ 1 D6972C00003_Study participation card 1.0,

11303-001 | i & ¥ | 20Nov2023_Traditional Chinese_16Jul2024

5.(#73#) Memo : Memorandum regarding Visit 2 potassium assessment and
contraception inconsistency in D6972C00003 Clinical Study Protocol version 3.0
dated 15 March 2024 (and local CSP based onthis version), Local CSP EU-EEA 1
and Local CSP EU-EEA 2 Date: 11July2024

6.(R73) M4ndrager £ p 1 D6972C00003_TW-zhTW_i& 4 ¥t £ 1.0_p & :
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1.6_03Dec2024
2R EEFTATHGRLREE R LT 1 IBL-MC-EZEF_CMMCYK_ Prescreening
Addendum ICF_Version 1.4 _03Dec2024
3REH AL Fp b4 B LR F LY He 0 IBL-MC-EZEF_ CMMCYK_PK
Appendix ICF_Version 1.4 _03Dec2024
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24May2024 TW-ZH
6.5 #+ -3E 5% % 4 ¢ EZEF_Thank-You-End-Of-Study_Master_v2_
24May2024_TW-ZH
T.(R7H) & —‘F'f mi %+ @ EZEF_Patient Contact Card_V1 01July2024 TW-ZH
8.(#73 )&% * &+ ¥ : Study Supply list_IRB submission_V1.0_ 25Sep2024

1 #%kSdp#Hi2037 272 4p -
2.3+#4]#% : Clinical Study Protocol_D8535C00001_V\ersion 3.0, Date 20 May 2024
3.7 ¢ 4 & : CAMBRIA-2_D8535C00001_CSP_synopsis_version 3.0_

20May2024. Traditional Chinese for Taiwan on 05Jun2024
4.% < 4 & : Clinical StudyProtocol Synopsis_D8535C00001_Version 3.0, Date 20|

11305-001 | 8& %
May 2024
5.1 %% ;é—‘g F & % : D8535C00001_CMMC_Main ICF_Version 2.2,
310ct2024

BAEEM AT L FE% % I 3 1 D8535C00001_CMMC_Optional Genetic
ICF Version 1.2, 310¢t2024

113412 H 12 &% 8



FEFRMBE A F 2 F IR

AL R g 6 Fesr
TAIWAN
TRBFHFWE T EL S ARRT R L % : D8535C00001_CMMC_ Pregnant
Partners ICF_Version 1.2, 310ct2024
8.(37#) I & % ¥ ¢/ (Add) Consent Navigator : AstraZeneca CAMBRIA-2
Consent Navigator 12-Mar-2024 Chinese (Traditional Taiwan) v1.0
9.(A73#) I & % ¥ 5734 &/ Consent Navigator Handout : AstraZeneca
CAMBRIA-2 Patient Handout Chinese (Traditional Taiwan) 19-Feb-24 v1.0
10.(F73%) %EW:I,% 2 12 3/ Dr to Pt Letter : D8535C00001_
CAMBRIA-2_Dr-to-Pt-Letter_Content V1.0 16Aug2024 zh-TW
11.(R73#) #5%& v £ 4p 3!/ Study Visit Guide :
D8535C00001_CAMBRIA-2_Study-Visit-Guide_V1.0_ 31Jul2024_zh-TW
12.(#7#) = 47§ <+ / Tri Fold Brochure : D8535C00001_
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3. A P iE=i#E B & F Pregnant Partner ICF : ENERGI-F703-04_ Pregnant
" Partner ICF_Taiwan_0208_ V1.2.3_230ct2024_TCH
40 11305-012 | FR & % 4. B %4p4 % Case Report Form: V3.0, 18Mar2024
5. #7# # ¢ < i Other documents:
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(3) ENERGI-F703-04_StudyKIK PLP_TWN_v1.0_ 29Aug2024_ZHO
(4) ENERGI-F703-04 Phone & Digital Self Screener TW
LR AffeR s TA (R4 L) ARZE 23Rjc R % -
2.2+4 % Protocol : Version 4.0, 17May2024
3.¢ < 4§ & Chinese Synopsis : Version 4.0, 17May2024
4.% < 4 & English Synopsis : Version 4.0, 17May2024
5.(#¢7#) 3+ % % /27 1z 3 Protocol Clarification Letter : 29July2024
6.% ;;%Agf F % % Informed Consent Form :
(1)1 s#5 < 34 F L 3 -¥ 48 1 Main ICF-Cohort 1 : BT8009-230_88607
CMMC_Main ICF_Cohort 1_V3.0_ 26Sep2024
a 11305-016 | * 5= (2) 2 35 % ¥ F L 3 -¥ 48 2 Main ICF-Cohort 2 : BT8009-230_88607
CMMC_Main ICF_Cohort 2_V3.0_ 26Sep2024
7.2 4% A £ p |nvestigator's Brochure : V6.0 _09Aug2024
8.1 % 3F 2 4 Case Report Form : V6.0_14AUG2024
9.4z & £ p Brochure : V3_26JUN2024
10. %2 4% Participant Journey : V3_26JUN2024
11.%-# ¢ < Participant Handbook : V2_26JUN2024
12 1 ke O 4 %% LabAssurance Letter : 22Jul2024
13.(#73#) & F * &Lt 4 Patient Item Specifications Sheet © V1_21Aug2024
14.(k73) W& #4551 Pregnancy Test Instructions : Oct2019
134 k&3 ¢ ID-076A301_7401 (CMMC)_Main ICF_V1.4_ Traditional
Chinese_180ct2024 Based on TW Main ICF Version 1.1 dated 20May2024
42 11308-005 | * < & |25 FiRZ ~ 224 b L 3 * ID-076A301_7401 (CMMC)_ Pregnancy
ICF_V1.2_Traditional Chinese_180ct2024 Based on TW Pregnancy ICF Version
1.0 dated 26Feb2024
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Protocol Administrations Change and Clarification for Study C4391025 23July2024|
1. 2% ;éﬁf‘f f= R 2 : Study 22615, Protocol v1.0, Taiwan Core PI/IC V3.0,
CMMCLY V1.0 300ct2024
2. BRA LT A EERLFF ¢ Study 22615 Core ICF expecting parents,
female participant V1, Taiwan V2, CMMCLY V1 300ct2024
45 11300-L03 | %% 3. ®eA Pai ES A]i.;é,%; = ;éiﬁ : Study 22615 Core ICF expecting parents,
male participant V1, Taiwan V2, CMMCLY V1 300ct2024
B %48 £ £ :22615 Version 1.00_Master Matrix 10Jun2024
5. (#73#) ePRO screenshot: Patient Connect Protocol: Bayer 22615 Patient Connect
Protocol eCOA Handheld Screenshots_Chinese-Traditional
(Taiwan) v1.00 3-Jul-24
1.:+4 % : D702BC00001_Protocol_Version 2.0, 06 August 2024
2.7 < 4 & : D702BC00001_Synopsis_Version 2.0, 06Aug2024_ Traditional
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3.&® < 4 & : D702BC00001_Synopsis_Version 2.0, 06Aug2024
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% 1 : Momelotinib (OJJAARA)  150mg/4z_30 42/¥%, * 2 ¥ : 200mg/4z_30 42/, + 24 5% > * ¥ 4L
AT (f XF) (11311-C01)¥ 34 @ i gt AR FE

% 2:Mavacamten (CAMZYOS) 2.5mg/%g, %+ 1120 %f;5mg/%f, + 1120 3f;10mg/%f, ¥ 1120 %f;15mg/
3, £ 1120 %F 0 * 3w B oeui (£ X 2)(11311-C02)¢ ;;M L TR %;ﬁ&%%éﬁ

% 2:Mavacamten (CAMZYOS) 2.5mg/%g, %+ 1120 %f;5mg/%f, + 1120 3f;10mg/%f, + 1120 %f;15mg/
3, % 1120 3f > * 089 oot (S AR X £) (11311-C03) ¥ 54 ¢ s B o f %;ﬁ&%%éﬁ

B HHEE(R)
L TR 3 (&)
b~ Hc (141 00)

113412 H 12 HE% 13



