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1. % Jﬁ YK ;é«‘%f F & % Participant Information and Informed Consent
Form :
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134 % : D6972C00003_Clinical Study Protocol Version 6.0, 06 November 202

2.5 34 k&3 1 D6972C00003_CMMC_Main ICF_ Version 5.0, 25Dec2025

3.¢ < 4 & : D6972C00003_Clinical Study Protocol Synopsis_Version 6.0,
06Nov2025_Traditional Chinese_ 19Nov2025

4.% < 4 & 1 D6972C00003_Clinical Study Protocol Synopsis_Version 6.0,
06Nov2025

5.1 % 3F 2 % : D6972C00003_Version 5.00_11NOV2025: Uniques

6.5 ¥ £ £ p Investigator’ s Brochure Baxdrostat (CIN-107) Version 7.1, 01
October 2025

T.(F7H) TS 4 $ & F % 5 0 Summary of the Memorandum clarifying
inconsistencies in Clinical Study Protocol Version (CSP) 6.0 dated 06 Nov 2025,
Date:20Nov2025

8.(FTH) TRHk Skt H 3 F % & ¢ Summary of the Memorandum clarifying
inconsistencies in Clinical Study Protocol Version (CSP) 6.0 dated 06 Nov 2025,
Date: 02Dec2025, Date:02Dec2025

9.(37#) i4¥ A £ i3 3 o Investigator's Brochure Forxiga Farxiga Edition 19
Evaluation 24 Sep 2025
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2. A% ;é—‘ﬁ ¢ & % : Study 21607 V6.0 Taiwan core PI-IC V8.0 CMMCLY V1,
20Jan2026

3. W E FKRELFE Y R B]’;‘ & & 5aE k2 5k 21607_Study&IMP
Summary TW_ZH_ version 5.0, 27-Nov-2025
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1.4 % : Clinical Study Protocol _D8535C00001 Version 4.0, Date 10 July 2025
2.7 % 4t & : CAMBRIA-2_D8535C00001_CSP_synopsis_version 4.0_11 July 202
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3.% < 4 & : Clinical Study Protocol Synopsis_ D8535C00001_Version 4.0, Date ]
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41ixFHFRL % : D8535C00001_CMMC_Main ICF_ Version 3.0, 04Dec2025
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(1) 4.0_PROD_CCB3_AR_12AUG2025 - D8535C00001 - Master Casebook
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2.4 4% 4 £ p |nvestigator's Brochure : V7.1 _18Sep2025
3.1 %k3F 2 % Case Report Form : v11.00_08Aug2025
4.(F7#) 3+ % % /& 5 3 Protocol Clarification Letter: 30 May 2025
5.4 Wy 1 ¥ %+ 3 Lab Assurance Letter : 230ct2025
6.(37#4) : SmPC_Avelumab ~ SmPC_Pembrolizumab
1.3*4 £ Protocol : MK-2870-009-05, 08-OCT-2025
2.7 < 4 & Chinese synopsis : MK-2870-009-05_Chinese Synopsis_08-OCT-2025
3.3 < 4 & English synopsis : MK-2870-009-05_English Synopsis_08-OCT-2025
4.F % % ICF : TWN_MK-2870-009_AMO03_v.3.01_ CMMC-LY_10DEC25
5.1 % 34F 2 % CRF : Final eCRFs Version 3.0, REVISION DATE: 05Aug2025
23 11305-L02 | . ,. . |6.2i# <+ £ p |B: MK-2870/SKB264, Edition Number:7, Release Date:
B ¥ E
C-IRB 16-OCT-2025
T.(F7TH{) i4F 4 £ 23 Investigator's Brochure Cover Letter : Letter for
Sacituzumab Tirumotecan (sac-TMT) Investigator Brochure- Version 7.0, 10
October 2025
8. (373) # X4 Memo : Q2 Solutions to IQVIA Laboratories name
change 100ct2025
LB L AR ed A8 74 (R4 4A) 2ARZ 23 yck#ic? ¥ -
2. BRI & E # P L % 1 284004_D516KC00001_Global Model ICF
Main_Version 5.0_090ct2025 284004 _D516KC00001_TWN Model
ICF_Main_English_Version 4.0_290ct2025 284004 _D516KC00001_TWN_
11310-L03 Cheng-Yao l_in_Main ICF_Traditional Chinese_Version 4.0_12Dec2025 -
24 C-IRB x4 |3, BxIR2 £ (Case Report Form): D516KC00001_RRF04 PROD - Unique
Generated on 20 Oct 2025
4. (A7) STUDY MEMO: Re: Urgent Safety Update for TROPION-Lung15
Study_06 October 2025
5. (#73#) UnifyMobile Application Screenshots
6. 4 %2 (Lab Guarantee Form): 280ct2025
LATHE T AR MEF o
2.3+ % £ :Version 5.0 Date 02 Sep 2025
3.3 < 4 & : Version 5.0 Date 02 Sep 2025
4.7 < i & : Version 5.0 Date 02 Sep 2025
5.4 # 4 £ p V11, 08 August 2025
6.1 % 3F 2 % :V9.0 30Sep2025
7.5 3 F X % 1284657_1404-0064_Global Model ICF_Main ICF_Version
6.0_08Sep2025 284657_1404-0064_TWN Model ICF_ Main ICF_ English
25 11311-004 317 i _Version 3.0_150ct2025 284657 1404-0064 TWN_Hsing-Tao Kuo_Main
C-IRB ICF_Traditional Chinese_Version 3.0_17Dec2025
8.4% ¥ ~ 2 -Recruitment Website:284641 284657 TWN Recruitment Website
20250904 2.0 Traditional Chinese_ PV5.0
9.2 4 < i#- Anecdot:284641 284657 TWN Anecdot 20250904 2.0 Traditional
Chinese_PV5.0
10.H # < #-Participant Study Guide:284657 TWN Participant Study Guide
20250904 3.0 Traditional Chinese_PV5.0
11.(375) B % 4% L& 5 %3434 4 5-Star Patient Satisfaction Survey,
17-Sep-2025
1.3*4 £ (Clinical Protocol): Version 5.0, 25 Jul 2025
2.7 < 4 & (Protocol Chinese Synopsis) : Version 5.0, 25 Jul 2025
1311-000 | - 3.& % £ & (Protocol English Synopsis) : Version 5.0, 25 Jul 2025
26 C-IRB PR |4 SRR #&R L F L F (Main ICF)

284641_1404-0044_Global Model ICF_Main ICF_Version 5.0_28Aug2025
284641_1404-0044_TWN Model ICF_ Main ICF_English_Version 3.0_090ct202

284641 1404-0044 TWN Hsing-Tao Kuo Main ICF Traditional Chines \ersio
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5.(#7#) FEELFF kL F (Pre-screening ICF)

284641 1404-0044_Global Model ICF_Pre-screening ICF_Version 2.0_220ct2025
284641 1404-0044_TWN Model ICF_ Pre-screening ICF_ English _\Version
2.1 07Jan2026 284641 1404-0044_TWN_ Hsing-Tao Kuo_ Pre-screening
ICF_Traditional Chinese_Version 2.1_12Jan2026

6.2 4% 4 = (Investigator’s Brochure) :VV11, 08 August 2025

7.1 % 3F 2 % (CRF): CRF V9 (Amendment 11) 30Sep25

8.Recruitment Website: 284641 284657 TWN Recruitment Website 20250904 2.0
Traditional Chinese_PV5.0

9.Flip Chart: 284641 TWN Flip Chart 20250808 3.0 Traditional Chinese_PV5.0

10.Participant Study Guide: 284641 TWN Participant Study Guide 20250808 3.0
Traditional Chinese_PV5.0

11.Anecdot: 284641 284657 TWN Anecdot 20250904 2.0 Traditional
Chinese_PV5.0

12.(37#) B Fim T AR S &=~ 4 5-Star Patient Satisfaction Survey,
10-Sep-2025

13. § #7idsk w4
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2.:2% 3% % Protocol: D6972C00002 Clinical Study Protocol Version 4.0, 29
October 2025

3.7 < 4§ & Chinese synopsis: D6972C00002_Synopsis_ Version 4.0, 29 October
2025_Traditional Chinese_ 20Nov2025

4.% < 4 & English synopsis: D6972C00002_Synopsis_ Version 4.0, 29 October
2025

5.8 L TRk i# %k % ## F L3 Main ICF: D6972C00002_ CMMC_Main
ICF_V5.0, 14Dec2025

6.2 4% 4 £ p Investigator’ s Brochure : Baxdrostat Investigator’s Brochure Editig
7.1, 01October 2025

7.1 % 3F 2 4 Case Report From :
(1)D6972C00002_Version 1.0_18DEC2024
(2)D6972C00002_Version 2.00_25FEB2025
(3)D6972C00002_Vfersion 3.00_12SEP2025

8. (A7) 2 4% A 17 I Investigators letter : Investigators letter_24 September 2025
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(1) v18.0, dated 14Aug2025
(2) v19.0, dated 19Nov2025

2. X3 F L 31 ASP-1929-381_TWO08_CMH-LY_Site ICF_v6.1.1_08Dec2025
adapted from TW Country ICF Chinese v6.1 dated 25Nov2025

3. B %44 4 :CRF Version 3.0_ASP-1929-381 BIORASI: UNIQUE, Generated
On: 15Dec2025

4. (F7H#) ¥ 3 ®.P H Study Flyer : Last Updated: Sep 16, 2025
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1. +* % £ : Global Protocol Amendment version 1, dated 06 August 2025

2. 7 % 4 & TAK-279-PsA-3001 Protocol Incorporating Amendment No. 1_06
August 2025_Synopsis Translation from En to Ch(TW) dated 20250828

3. & % 4 & TAK-279-PsA-3001 Protocol Incorporating Amendment No. 1_06
August 2025_Synopsis
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(1) TAK-279-PsA-3001 Main ICF Taiwan Chinese V2.0 Site 54105 Dr
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Chen_02Dec2025
(2) TAK-279-PsA-3001 PP ICF_Taiwan Chinese_V2.0_Site 54105 Dr
Chen_02Dec2025
® % 4R 2 £ TAK-279-PsA-3001_ Casebook Definition Version Name: 3, Initia
Version, Generated 31-Oct-2025
AgEA L
(1) Zasocitinib (TAK-279) Global Investigator’s Brochure, Edition 8, 10
February 2025
(2) Zasocitinib (TAK-279) Global Investigator’s Brochure, Edition 9, 25June
2025
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By g3 2027/04/30 (& £p L 1 2026/04/30) -
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R E ot - & 3 2027/03/24 -
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1 2L 23fck#s 270 A (R 180 2 ) » AR Z A% o

2. R {IpYR&KYAT 2032 £ 122 31 p -

3. % %  MK-3120-002-03, 31-OCT-2025

4, ¢ < 4§ & : MK-3120-002-03_Chinese Synopsis_31-OCT-2025

5 ®* & : MK-3120-002- 03 _English Synopsis_31-OCT-2025

6. % STk sk % #H P L E  TWN_MK-3120-002_
AMOl_vl.OO_CMMC 30DEC25

7.(FTH) EHMELLHFER LT TWN_MK-3120-002_ v.00_Optional-Limited
Screening CMMC_13JAN26
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13#% K7 L & ; 4 Coherus BioSciences, Inc. £ % % Coherus Oncology, Inc. °
2ATHF Y EILEE BB A B ‘fﬁﬂ 1T X R (BB o
3.3* 3% # Protocol : Version 3.0_04Aug2025
4.7 2 & 1 04 August 2025 (Amendment 3.0)
5% < 4 & : 04 August 2025 (Amendment 3.0)
6.% ;‘éi‘ F & % Informed Consent Form :
(1) i#&m=#F FLF - CHS-388-202_508 CMMC_ Main ICF_V3.0_
130ct2025
(2 pEEESAEFY TN ELE 0 CHS-388-202_508 CMMC_
Pregnant Partner ICF_V2.0_ 130ct2025
Q) #Frnth R FF LT -EM8ioRk e - CHS-388-202_508
CMMCY _Treatment Beyond Progression ICF_V2.0_130ct2025
7.3 4 £ p 1 Toripalimab @ Version 9.0, 06 February 2025
8.H < 2
(1) Toripalimab 1B memo Compatibility of Toripalimab with IV infusion
bags/sets : March 26, 2025
2 I % £ g %+ Participant Emergency Contact Card : V2_25AUG2025
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B Egek R X Féi F % % : R4018-ONC-2445_Main Global ICF
V2.0_Taiwan V2. O_Slte 158003 V1.3_ 23Dec2025_Traditional Chinese

4, BRI FIHE 5 R X é#@‘f F % % : R4018-ONC-2445 PGx ICF_Master
V1.0 Taiwan V1. O _Site 158003 V1.2 23Dec2025 Traditional Chinese
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(#73%) Notice letter for Corporate Name Change : 23-Jun-2025
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1.
2.
3

fxﬁ
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LATH IR LE A 2 A 2R F I ATHA L R R e B B

2. B #EHRL J‘ 3 %94* % Viatris Innovation GmbH (J ldorsia
Pharmaceuticals Ltd) °

3. % % : Final Version 3, 13 August 2025

4. ¢ < 4§ & : Final Version 3, 13 August 2025

# < 4§ & : Final Version 3, 13 August 2025

6. i % ;éﬁ f= 2 % :1D-064A303_Core SIL-ICF, v3.0, 11Aug2025, Core_T, TW
Traditional Chinese v2.0, 175ep2025 Site 4800

7. %R PEFRE L 2E R L F 1 ID-064A303_ICF for a woman becoming
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pregnantduring a study, v2.0, 11Aug2025, Core, TW English v2.0, 17Sep2025_Sif
4800
8. AF A E P \Versionle - August 2025
9. BRIWL A
(1)ID-064A303_DEV1 ; eCRF Specification V8 Generated 25-Jun-2025
(2)ID-064A303_DEV1 ; eCRF Specification V9 Generated 09-Sep-2025
(3)ID-064A303_Lymphocyte DEV1 ; Generated 30-Sep-2024
(4)ID-064A303_Lymphocyte DEV1 ; Generated 11-Apr-2025
(5)ID-064A303_D1_Re-Initiation cardiac monitoring_ DEV1 ; Generated
30-Sep-2024
(6)ID-064A303_D1_Re-Initiation cardiac monitoring_ DEV1 ; Generated
30-Apr-2025
10. Tk i#% 527 % + © ID-064A303_TW_Clinical Study Participant
Card_v2.0_03Sep2025_Traditional Chinese Translated from
ID-064A303_TW_Clinical Study Participant Card_v2.0_03Sep2025_English
11, E&#HP < 2 1 1700013DCO00060&61_22May2025

12, (37H#)) F' %P > 4 L% & 1700013DC000060&61 _22May25
13 (374) ¥ B % {4 o 3_Aug2025
14. Gr3) Ferp {2 AnEH 4 il &0 f S_26Aug2025
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S L
(1) C5751003_Protocol Amendment 03, 20-May-2025
(2) C5751003_Protocol Amendment 04, 21-Aug-2025
2. ¢ e fp R
(1) C5751003_Protocol Amendment 03, 20-May-2025
(2) C5751003_Protocol Amendment 04, 21-Aug-2025
3 B4R E
(1) C5751003_Protocol Amendment 03, 20-May-2025
(2) C5751003_Protocol Amendment 04, 21-Aug-2025
4 2@EFLE
(1)4 ¥ £ % : C5751003_Main ICD_Taiwan_Traditional
Chinese_CMMCLY_V5/8_02Feb2026
Q% FigHk & F @ 342  C5751003_PPRIF ICD_Taiwan_Traditional
Chinese_CMMCLY_V3/4_ 04Dec2025
5. B %344 4 : Subject Case Report Form for C5751003, dated 02-Jul-2025
6. (AT3) #&& v ¥ 4p = : C5751003_Study Visit Guide_ TW ZH
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11408-005
C-IRB

HEE

LoATHF L ETLET IR LG 1 A AT AT 4 AR () ©

2. ERTeh %% 3% FALE I TWN_MK-1022-016_v.01 _CMMC_09JAN26

3 FEHMLHEER L E  TWN_MK-1022-016_v.00_ Optional-Limited
Screening CMMC 09JAN26
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11408-006
C-IRB

HEE

1. A #F A2 p 1 MK-2870/SKB264, Version: 7.0, Release Date: 16-OCT-2025
2. a4 £ p 1 MK-3475, Edition Number: 26, Release Date: 28-OCT-2025
3. ¥Rtk LR LE  TWN_MK-2870-007_

AMO1 v.1.01 CMMC_12JAN26
4. (#73) MK-3475 % 26 w1 45 4 £ p iz & 1 30-Oct-2025
5. (373 ) MK-2870/SKB264 % = 5= i # 4 £ i3 & : 10 October, 2025
6. (#734) +% % 2 F % & : 17 September 2025
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C-IRB

v .
%&,‘;!;_;1<

1.:+% % : Protocol v01, 15-Sep-2025
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11411-L02
C-IRB

i 3
S
=

i3

1.% { 3% M7 t4L 4 Coherus BioSciences, Inc. { ¢ % Coherus Oncology,
Inc. -

2.3+ % £ Protocol : Version 3.0_04Aug2025

3.¢ < 4 & Chinese Synopsis : 04 August 2025 (Amendment 3.0)

4.% < 4 & English Synopsis : 04 August 2025 (Amendment 3.0)

5.% ;?#iﬁ F % % Informed Consent Form :

(1)i 3% % 3% F & 3 Main ICF : CHS-388-202_510 CMMC-LY_Main
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ICF_V2.0_130ct2025
Qg =i L F ¢ F Nk L 4 Pregnant Partner or Participant ICF
CHS-388-202_510 CMMC-LY_Pregnant Partner ICF_V2.0_130ct2025
Q)% =Tk 5% < 3#H F L 3 -% 1 1870 % "4 Beyond Progression ICF :
CHS-388-202_510 CMMC-LY _Treatment Beyond Progression
ICF_V2.0_130ct2025
6.4 4% 4 = |nvestigator's Brochure : Toripalimab : Version 9.0, 06 February 203
7.Toripalimab IB memo Compatibility of Toripalimabwith 1V infusion bags/sets :
March 26, 2025
8.% £ % %+ Participant Emergency Contact Card : V2_ 25AUG2025
9. I,‘%friﬁg’) Notice letter for Corporate Name Change : 23-Jun-2025
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LTS EA I FZ K, p# 202617 29p
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11412-L06
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1.3+ 4 % : J2R-MC-YAAD_Protocol (b) _Approval Date 100ct2025
2.¢ < 4 & J2R-MC-YAAD_Protocol (b) Synopsis_ Traditional
Chinese_150ct2025
3.% % 4 & J2R-MC-YAAD_Protocol (b) Synopsis_ 100ct2025
4.(37H#) B E2 % F i & 5 Screenshot:
(1) FLIE1001 - zh-Hant-TW v1 - Mon, 13 Oct 2025
(2) J2R-MC-YAAD_activity_names_ScreenReport_v4_
Trans_eCOA_Medable_Chinese-TW_090ct2025
(3) J2R-MC-YAAD_c_cs_flie_availble_ScreenReport_v1_
Trans_eCOA_Medable_Chinese-TW_090ct2025
(4) J2R-MC-YAAD_c_cs_flie_final_day _v1_Trans eCOA_
Medable_Chinese-TW_090ct2025
(5) J2R-MC-YAAD_c_cs_flie_reminder_v1_Trans_eCOA _
Medable_Chinese-TW_090ct2025
(6) J2R-MC-YAAD_Practice Answering Questions_
ScreenReport_vl_Trans_eCOA_Medable_Chinese-TW_ 200ct2025
(7) J2R-MC-YAAD _protocol_schedule_v1 Trans eCOA _
Medable_Chinese-TW_090ct2025
(8) J2R-MC-YAAD _resource_titles_v1_Trans_eCOA_
Medable_Chinese-TW_090ct2025
(9) J2R-MC-YAAD_sign_in_study_name_pii_v1_Trans_
eCOA_Medable_Chinese-TW_090ct2025
(10) J2R-MCYAAD_sign_in_support_information_v1_
Trans_eCOA_Medable_Chinese-TW_090ct2025
(11) J2R-MC-YAAD_Welcome! Start Here for App
Orientation_ScreenReport_v1 Trans_eCOA_Medable_Chinese-TW_200ct202
5

5.(373) #sk < 2. %4 YAAD_CCS_CallCenter_Prompts Taiwan_200ct25
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