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2. 3+4]Z : Protocol Amendment 05 dated 15-May-2025
3. ¢ < 4§ & : Traditional Chinese translation of Synopsis of protocol CA2099DX
Protocol Amendment 05, dated 15May2025, translated on 22Aug2025
10704101 # < 4§ & : Protocol Amendment 05 dated 15-May-2025
1 CII_?B R i 4F A £ p 1 ONO-4538 Version number: 24, Version date: 02-Jul-2025
6. (R73) 2 4% 1 £ p # 2% : Correction to Nivolumab/ONO-4538 Investigator’s
Brochure Version 24 (2-July-2025) dated 26-Aug-2025
7. % ;é—‘ﬁ F % % : Main ICF V7.0TWNO1 0174v01 dated 140ct2025 translated of
140ct2025
8. (373%) R #f7z & : [Taiwan] ONO-4538-70 Thank You letter_20250930
, |10711-009 | . . |1 B PP A% AL 2026 # 12 7 31 p -
CIRB ‘ 2.2 4% 4 £ p  Edition 21, 05 August 2025
3 10902-L04 e 1.2 # 4 £ p : Durvalumab(MEDI4736) : Edition 21, 05 August 2025
CIRB . 2 M e d 2§ 74 5 Version 01 August 2025
4 10910-L05 | % i | {3+ & #7825 2021/01/15-2028/08/31 -
5 102};'302 Mzx R EHA YL 2026£6 0 30 p o
6 11008-007 M2 1.# fﬁﬂ“’?éi‘"ﬁ Ty (FRBF) -
CIRB - 2.1 3% 4+ £ p 1 Deucravacitinib (BMS 986165) Investigator's Brochure Version
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number: 12 Version Date: 05-Sep-2025

3XRHFI % : IM011-054 Site (0122) Main ICF 5-1-3 28-Nov-2025

LEFPR PRV Y ZFERL Z : IM011-054 Site (0122) OLE ICF 5-1-2
28-Nov-2025

5% i ;é«‘%f F & 2 : IM011-054 Site (0122) Pregnant Partner ICF 1-1-5
28-Nov-2025

6.(*73#) 7 rc i & Administrative Letter Date: 02-Jul-2025

11010-003
CIRB

whe
B0l
L

£3#%F L% : SHR3162-111-305_Main ICF_Taiwan_Site TW007_V5.1.1_
310ct2025 TCH

11011-L02
CIRB

g

s

1. a3 4 £ |Investigator's Brochure : Nivolumab Investigator's Brochure
Version 24, dated 02-Jul-2025

2. (R7H) A 4F 4 £ p R0 S0 Investigator's Brochure Correction Letter @ RE:
Correction to Nivolumab/ONO-4538 Investigator’ s Brochure Version 24
(2-July-2025)

11101-009
CIRB
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1. 2% # : Study ZWI-ZW25-301 Amendment 5; 25 Aug 2025

2. P 2P EHELR CZWI-ZW25-301 3EskhE E 237 % 5 aRdg & 5 2025 &£ 08
25p

3. 2 H L Study ZWI-ZW25-301 Protocol Amendment 5 Synopsis; 25
Aug 2025

4. (F7H) # 4 ZWI-ZW25-301_Protocol Amendment5.0_Memorandum_28

Aug 2025_EN
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11102-013
CIRB

144

1% { #5822 2027 2572 31 p o
2.4 4% A £ p :|B Edition No.20, Date:17-Sep-2025
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11105-L05

e

et

134 % : ONO-4538-98_Protocol version 9_18Aug2025

2.7 < 4f & :ONO-4538-98_Protocol ver9_Synopsis_EN_ 18Aug2025_Translation
from En to Ch(TW) dated 01Sep2025

3.% < 4 & : ONO-4538-98_Protocol ver 9_English synopsis_18Aug2025

4.% ;é%‘ F % % : Main Informed Consent Form V12 TWN(tc)12.1.0_site 3006
v1.0 (11Nov2025)

5.2 4 4 £ p 1 ONO-4538-98 Nivolumab Intravenous_ Investigator Brochure
version 24 _02Jul2025

6.(F7H#) i#F 4 &P jgiF & 3 0 RE: Correction to Nivolumab/ONO-4538
Investigator’s Brochure Version 24(2-July-2025), dated 17-Nov-2025

12

11108-L03
CIRB

1% %823 2081247 21 p o

2.:2+4 % protocol: Protocol 61186372G1C2002 Amendment 3, Date: 04 August
2025

3.2+ % % 44+ Protocol Appendix: Clinical Protocol GUIDANCE ON STUDY
CONDUCT DURING A NATURAL DISASTER, MAJOR DISRUPTION, OR
PANDEMIC, Date: 06 August 2025

4.% < 4 & Chinese Synopsis: 61186372GIC2002 Protocol 04 August 2025
synopsis V3.0, Date: 14Aug2025_Taiwan _Traditional Chinese

5.% < 4 & English Synopsis: Protocol 61186372G1C2002 Amendment 3, Date:
04 August 2025

6.2 Lok Rk X 4}5‘ F & 2 Clinical ICF: 61186372G1C2002 CMMC Clinical
ICF_Version 8.0, Date:20/0ct/2025

T.(RTH) X @ F b &3 e - 13ieik 2 & 4 Curative Surgery ICF:
61186372G1C2002 Curative Surgery ICF_ Version 2.0, Date:10/Nov/2025

8.4 ¥ % £ p Investigator’ s Brochure : Investigator’s Brochure JNJ-61186372
Edition number 13.0, Date: 8 July 2025

9.% £ 4 %+ Emergency Contact Card: 61186372GIC2002 Emergency Contact
gard_Version 2.0, Date: 28-Aug-2025_Traditional Chinese

10.#73 +% % < : Lab Declaration Form -

13

11108-L06
CIRB

ARk R 3#?{ F & % : Site ICF - Lin CY - Traditional Chinese - 12-Nov-2025 -
Version 6.1 (Phase 3) - Main, based on Taiwan ICF - Traditional Chinese -
18-Oct-2024 - Version 6.0 - Main
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Aok AEH 4 oo B % T 2028/1/13(k # 21 2026/1/13) -
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Jok A BcR A B 7421 2028/01/31(k # 1 2026/01/31) -
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11209-005
CIRB
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1.9 :#5% %21 2028 %1% 31p o
2% 2IRIF R L 318 A (R 270 A) A 2Rk A ¥ oo
BRI Y I ERE  ATHR R T T o
4.3+% % : Protocol Amendment 5, 18 July 2025
5.7 < 4 & : Protocol Amendment 5, 18 July 2025
6.% < 4 & : Protocol Amendment 5, 18 July 2025
[l # % : C0251006_Main ICF_Taiwan_1126_ 040ct2025_TCH
8. B x4RL £ ¢
(1) Annotated Study Book for Study C0251006, version 9.0_18Jun2025
(2) Annotated Study Book for Study C0251006, version 10.0 25Jul2025
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11211-007
CIRB

MR

4

L% { #F%%P11 20309 % 20 p -

2.3+41% @ Amended Protocol v03, 21-Jul-2025

3.7 < 4 & : TW Chinese Protocol Synopsis v03, 21-Jul-2025

4.% < 4§ & : English Protocol Synopsis v03,21-Jul-2025

S5.13% % F R L F 1 V03.03.06.07_M_1302_ 280ct2025_CMMC
6.{ AT ¢ e mH -

19

11211-L01
CIRB

LR{FH - % 1 %> 3= % Denikitug (GS-1811) (- fa#& # &
PEAA ity CCR8 H fkiu#ll )iT 5 H 22 32 i # o PD-1 H thiath* »tatl)y
TR &L F 2% 2 s i fod A oox

2.9 L DIRIF P E S5 416 A (R 376 X)) SBE ATk # o

3.3 3% 3 :GS-US-570-6015_Protocol_Amendment 6_23 May 2025

433 % ¥ < 4 &:GS-US-570-6015_Protocol Synopsis_ Amendment 6_23 May
2025_Traditional Chinese

534 % ® * 4§ & :GS-US-570-6015_Protocol Synopsis_ Amendment 6_23 May
2025_English

6.XREFTLE (% 510k 5%k < WHFLE-AE A
GS-US-570-6015_Main ICF-Parts A-E_Global Master V17.0_Taiwan V17.2_site
11014 (CMMC-LY) V17.2.1_ 070ct2025_Traditional Chinese

TRFEF LT (FRWRAERERLEEFLE -F 294): GS-US-570-6015_Main
ICF Part F_Global Master VV8.0_ Taiwan V8.2_site 11014 (CMMC-LY) V8.2.1_
070ct2025_Traditional Chinese

8.5 4 kL3 (EHIL R isk) GS-US-570-6015_ Optional Crossover
Treatment ICF_Global Master V6.0_ Taiwan V6.1_site 11014 (CMMC-LY)
V6.1.1_070ct2025_Traditional Chinese

9.2 % F L3 (E/ et #) GS-US-570-6015_Optional Tissue
Collection ICF_Global Master VV2.0_Taiwan V2.1 _site 11014 (CMMC-LY)
V2.1.1 070ct2025_Traditional Chinese

1023 ¢ FLF (X F ¥ ERE EHF L F): GS-US-570-6015_Partner
Pregnancy Follow Up ICF_Master_ V4.0_Taiwan V4.1_site 11014 (CMMC-LY)
V4.1.1 070ct2025_Traditional Chinese

o LEHFRETARE BRI RLZRER)
GS-US-570-6015_ICF To Continue Study Drug After Scans Show Disease
Progression_Global Master V4.0_TaiwanV4.1_site 11014 (CMMC-LY) V4.1.1_
070ct2025_Traditional Chinese

LREFEFRLAHEE R #F + 1 GS-US-570-6015 - Emergency Medical Support
and Subject Card Version 3.0 (based on Protocol Amendment v6.0), 28Jul2025

13.(F7#) 3+ % % /&4 1 & Protocol Clarification Letter 6.0.1 For Protocol
Amendment 6 21Jul2025

20

11212-1.03
CIRB
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RRERFL % : Main ICF V7.0TWN(tc)1.0 site 3006 v1.0 (010ct2025)

114 £ 12 A 11 HE%



TAIWAN

FEFRMBE A F 2 F IR
O e

21

11305-012
CIRB

Mg £

1 37 7 EIWEF RERF 5 & K,ﬁ%ﬁﬂ;{éﬁﬁ;éw’. ¥ I oo
2. #3547 : ENERGI-F703-04_Site 208_Poster V2.2_070ct2025

22

11310-005

hEE

(F7#) - % 3 /27 & & Protocol Clarification for SOUNDTRACK-E
(D7407C00001) - Substudy 3: Clarification of DLT Attribution and Monitoring
Requirements 07-August-2025

23

11310-L03
CIRB

LS 22y ksics: 744 4 (630 4 )2 AWIFE ek dics 33 4 (B 29
L) MR TR # o

2.9 {B%HRFHAL 202857 29 p o

3.2+ 4 £ :Version 4.0 Date 02 July 2025

4.2+ % % 't TMG for Dato-DXd and Dato-DXd plus Osimertinib combination
Version 3.0 (11Jul 2025)

5.7 < 4 & :Version 4.0 Date 02 July 2025

6.% < 4 & :Version 4.0 Date 02 July 2025

T.E &Rpk#%k g L3 (Main ICF): 284004_ D516KC00001_Global
Model ICF Main_Version 4.0 _14Jul2025 284004 _D516KC00001_TWN
Model ICF_Main_English_Version 3.0_08Aug2025 284004 D516KC00001_
TWN_Cheng-Yao Lin_Main ICF_ Traditional Chinese_\ersion 3.0_130ct2025
8.1 % 3r 2 % (Case Report Form):

(1) D516KC00001_RRF02_PROD — Unique Generated on 20 May 2025

(2) D516KC00001_RRF03_PROD — Unique Generated on 07 Aug2025

24

11311-004
CIRB

1. 3% 2 :Version 3.0 Date 13 Mar 2025
2. & < 4§ & Version 3.0 Date 13 Mar 2025
3. ¥ < 4§ & :Version 3.0 Date 13 Mar 2025
4. % ;é?{ F R % 284657 _1404-0064 Global Model ICF_ Main ICF_Version
4.0_15May2025 284657_1404-0064_ TWN Model ICF_Main ICF_ English
_Version 2.0_ 04Jun2025 284657_1404-0064_TWN_Hsing-Tao Kuo_ Main
ICF_Traditional Chinese_Version 2.0_100ct2025
5. B %44 4:(1)V6.0, Generated 04 Mar 2025 (2)V7.0, Generated 30 Apr 2025
(3)Vv8.0, Generated 12 May 2025
6. % ;f:wﬁ #w]+ :Project Version No. 2.0, Project Effective Date: 17Jul2024
7. 42 3% =~ £ Physician Infogetter:284657 TWN Physician Infogetter 20250408
2.0 Traditional Chinese_PV3.0
8. #z % < # :Physician Referral Letter:284657 TWN Physician Referral Letter
20250408 2.0 Traditional Chinese_PV3.0
9. #is = £ Flip Chart:284657 TWN Flip Chart 20250408 2.0 Traditional
Chinese_PV3.0
10. 2 # < ¢ Participant Study Guide: 284657 TWN Participant Study Guide
20250408 2.0 Traditional Chinese_PV3.0
[+ 21
* Participant Scratchcard :1404-0064 Master English Participant Scratchcard
V01, 25-Jul2024
+ 1404 0064 #5% * § 5 4 #% 2 F #: 1404-0064 Retention Items Submission
Information V01, 30-Jul-2024_ Traditional Chinese
o B4 4F 4 1 S:Height Measurement in Liverage and Liverage Cirrhosis_25
Apr 2025
e 3 E 7 @ :Clarification Letter to Clinical Trial Protocol Version 3.0,
13-Mar-2025
[#73 &* %] e-COA-Screenshot:
1) = 4% i p 24 1404-0064 Glycaemic Episode Diary_ Traditional Chinese_
25-Sep-2024
2) NASH-CHECK: 1404-0064 NASH-CHECK _Traditional Chinese_
25-Sep-2024
3) i & BB R IE % -9(PHQ-9): 1404-0064 PATIENT HEALTH
QUESTIONNAIRE-9 (PHQ-9)_Traditional Chinese_25-Sep-2024
4) NAFLD NASH ‘]”_)‘_”*:Iﬁa 3 % K % (CLDQ NAFLD-NASH): 1404-0064 The

Chronic Liver Disease Questionnaire for NAFLD NASH (CLDQ NAFLD-
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NASH)_Traditional Chinese_ 25-Sep-2024

5) & 1 & F + p & 1404-0064 Weekly Injection eDiary_Traditional Chinese
_25-Sep2024 Participant QR Code:

6) 1404-0064 * %2285 582 *‘%}‘ LA E-LR Jﬁ e 3 Site: TWNS
Decline Feedback template * Version: 1.0 « Date: 14 Mar 2023 « Country:
Taiwan  Language: Traditional Chinese

7) 1404-0064 # % i3 85k £ —“Ff AL LEE-LE Jﬁ‘ % 2 Site: TWNS
Drop out Feedback template * Version: 1.0 » Date: 14 Mar 2023 « Country:
Taiwan « Language: Traditional Chinese

8) 1404-0064 #3% % & %22 H v A LR E-%E | eh% 3 Site: TWNBS End
Feedback template * Version: 1.0 « Date: 14 Mar 2023 * Country: Taiwan *
Language: Traditional Chinese

9) 1404-0064 #z%k» [ 422 F A LRARE-%E # ehE 3 Site: TWNS
Middle Feedback template « Version: 1.0  Date: 14 Mar 2023 « Country:
Taiwan  Language: Traditional Chinese

10) 1404-0064 5k B 4 %22 vf;," AL LE SR —*F]’ e 3 Site: TWNS
Start Feedback template ¢ Version: 1.0 » Date: 14 Mar 2023 * Country:

Taiwan » Language: Traditional Chinese

Fladifest e A BU@EHRf AL 2026 £ 127 1 p (R#E%RD UL

- ;;b( ok
11311-007 | ##*= ¥ 20252127 1p)

11311-L02

CIRB 4 | 4F A £ p 22040 IB BAY 3283142_V/5.0 30SEP2025

1 i&%3#¥ kA3 ¢ CT-P513.1_Main ICF_Taiwan_Site 5501_V3.1.1_
10Nov2025 TCH

2. FH M FEBRPIR ;éﬁ F & % : CT-P51 3.1 Optional Biomarker Testing
ICF_Taiwan_Site 5501_V2.2.1_10Nov2025_TCH

3. i 4F 4 & p :nvestigator’s Brochure_ CT-P51 Version 4.0_14May2025

4. BRI A

113(1:1|RL810 RN (1) CT-P51 3.1_UniqueCRF_V1.5_21MAR25 — Final
(2) CT-P51 3.1_UniqueCRF_V1.6_20MAY25 — Final
(3) CT-P51 3.1_UniqueCRF_V1.7_30JUN25 — Final

5. (F7#) L4+ 4 7 3 CT-P51 3.1_Investigator notification on latest Safety
updates (for Protocol v2.0) 15May2025

6. (#7#) % % /& 7 & : CT-P51 3.1_Protocol Clarification Letter on
Hereditary Fructose Intolerance (for Protocol v2.0) 03Sep2025

LE#H 81 2026 & 11 * 30 p (Riks%H L1 2025/11/30)
11312-L04 | %" & 2.7‘(?%&“%?;{%%% THRAD Rz R p #2025 & 117 05 P
3y 4 F tversion: ¥k @~ 2025 &# 11 ¢ 05 p

11401-016 %

CIRB % |BYEIRRFLI Y (TR E)

1.3 %4F 2 % 1 77242113PSA3001 Version 3.02 02SEP2025 - All Forms
11401-017 2. Bsf‘ & mp e+ 0 77242113PSA3001 Emergency Contact Card_Version 2.0, Date:

CIRB 16/0ct/2025
R L

LGRTH) #4E R p & s 2 #R b eyt @y rid

4 1 M24-064 CMH-LY Informed Consent Addendum for Continued Treatment
M7 & | following Radiographic Disease Progression for Trial Patients V1.0 (25Sep2025)
based on CMUH Informed Consent Addendum for Continued Treatment following
Radiographic Disease Progression for Trial Patients V1.0 (22Sep2025)

11401-L01
CIRB

F)B X FE o b R (7 TR S A 17 o B 4 R (7 8 1 2027/02/01(F B 1

11401-L04 | #4425 o6i02/01)

1.2+ % % (Protocol) :
w23 (1)Clinical Protocol 75276617AML3001 Amendment 4, Date: 8 August 2025

(2)Clinical Protocol 75276617AML3001 Amendment 5, Date: 24 September
2025

11402-L02
CIRB
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2.% % 4% & (English Synopsis) :
(2)Clinical Protocol 75276617AML3001 Amendment 4, Date:8 August 2025
(2)Clinical Protocol 75276617AML3001 Amendment 5, Date: 24 September
2025
3.7 < 4§ & (Chinese Synopsis) :
(1)75276617AML3001_Protocol Amendment 4 Synopsis_ dated 08Aug2025_
Taiwan_ZH-TW
(2)75276617AML3001_Protocol Amendment 5 Synopsis_dated020ct2025 _
Taiwan_ZH-TW
4.5 F 4 2 p 1 INJ-75276617 (bleximenib) Investigator's Brochure Edition
number: 5, Date: 26 May 2025
5.5 4 X &mx+ (Patient ID Card) : 75276617AML3001 Phase 3 Patient ID
Card, Version 3.0_25 Aug 2025_Chinese
6.% &Rk 1% % 3 F & F 175276617AML3001 CMMCLY Clinical ICF_
bVersion 5.0, Date: 03/Nov/2025
TAEH AL MR 2 £ FH B L1 75276617AML3001 CMMCLY Optional
post-transplant maintenance therapy ICF_Version 3.0, Date: 03/Nov/2025
8.1 % 4F 2 % :75276617AML3001 Version2.07 05AUG2025
LERRRF&RLZFFFLE - TWN_MK-3120-002_ v.02_CMMC_03NOV25
B U - it . .
11404-010 N 2.4 4#F 4 £ p 1 MK-3120 (SKB410), Edition Number: 4, Release Date:
34 CIRB ELE 01-AUG-2025
3.(FTH) LA L p 5 0 MK-3120 (SKB410), Investigator Brochure-Edition
4.0, 1-Aug-2025
1.ax ;éﬁ f¢ . 2 Main ICF: A23-302_Chi Mei Medical Center_Main ICF_v2.1_
11405-003 18N(_)V2025_Traditic_>nal Chinese Translated from English_A23-302_Chi Mei
35 CIRB B E Medical Center_Main ICF_v2.1_18Nov2025
2.(37#) 4 % # X4 Protocol Clarification Note to File: September 29, 2025
3.(#73 )% X4+ Note-To-File: 12 May 2025
LixwHFL3E MainICF : A23-302_Chi Mei Hospital, Liouying_Main ICF_
11405-L01 v2.1_14Nov2025_Traditional Chinese Translated from English_A23-302_Chi Mei
36 CIRB ki # | Hospital, Liouying_Main ICF_v2.1_14Nov2025
2. (#7#) 4 % & < 4 Protocol Clarification Note to File : September 29, 2025
3. (#73) # X 4% Note-To-File : 12 May 2025
LipéE <@ P L 3F - D763QC00001_CMMC-LY_ Pre-Screening ICF_
Version 2.0, 130ct2025
2@FRFATLZFH L E 0 D763QC00001_CMMC-LY_Main ICF_Version
3.0, 130ct2025
3.1 ¥ : PROMIS Physical Function - Short Form 8c 7-day: Traditional Chinese_21
September 2021
4(FTH)ZT F R L E
(1) PROMIS PF-SF 8C: V1.00_17/04/2025
(2) EORTC IL 172: V1.00_17/04/2025
(3) PGIS4P: V1.00_17/04/2025
(4) EQ-5D-5L: VV1.00_23/05/2025
37 114g5l'RLE§’8 4+ | (5)NCI-PRO-CTCAE: V1.00_23/05/2025

(6) EORTC 1L147: V1.00_23/05/2025
(7) PGI-TT: V1.00_17/04/2025
(8) NSCLC-SAQ: V1.00_17/04/2025
5.(37%) ,&%"E’Kﬁﬂa‘ﬁé :EDQR 9.0.1 2025 & 3 *
6.(F73%) & & »4p= © Patient_Login Instructions_zhTW _2.0 (2025-21-01)
7.(373) Unify & * 425 4 & : TROPION-Lungl7_Unify Screenshot Document
_1.0_2025-05-06_zh-TW
8.(ATH{)  "pEip = ' D763QC00001_1.0_2025 # 5 * 28 p _TW-zhTW
9.(R7H) Tk it L Mg+ 1 D763QC00001_2025 # 05 * _TW-zhTW
10.(73) Tomk # & HE ILD J5 & 73t 4p & 1D763QC00001_2025 # 05 *  TWH
ZhTW
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11.(F7H#) Tk & 1 ILD " ¥ 45 » :D763QC00001_2025 # 05 * TW-zhTW
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