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1 10409-L02 s i 47 4 £ p 1 TECENTRIQ (atezolizumab) Investigator Brochure, version 22, dated
C-IRB 17 o4 July 2025
5 10703-L02 T i4F 4 =@ Investigator Brochure : RO5541077 (polatuzumab vedotin) Addendum
C-IRB "7 |1 to Version 16, April 2025
10805-008 | . .. .. L4 %Fi&; R EETR AT RS
3 C-IRB BEE [2a4FA 2 Edl'gon Number 21, 05 August 2025
3AE A Ko+ i ¢ 24y e 1 01 August 2025
1B 3% p 8 1 2027/1/31 -
4 10805-L04 | M & |2.% 2 34 4 & :V1.7,dated:13-Oct-2025
3.% 3% I & 3 :V9.1,dated:13-Oct-2025
5 10902-L03 " 1.2 # 4 £ p (Durvalumab) : Edition 21, 05 August 2025
C-IRB o2 E A A L F ®iy e ¢ 01 August 2025
5 10903-L03 e 1.2 3 4 £ p (Durvalumab) : Edition 21, 05 August 2025
C-IRB T2 E A FEfd 1 F ®ip s ¢ 01 August 2025
7 103?%%” @8 |(373) Unblinded Card: Version 1.0, 09Jul2025
1 a4 p
(1) Durvalumab (MEDI4736) Investigator's Brochure_ Edition 21, 05 August
2025
(2) Enfortumab Vedotin (ASG-22CE) Investigator's Brochure_Edition 14, 19
8 11010-009 5B Mar 2025
C-IRB 2. 34 % ' Durvalumab and Tremelimumab & {2 ¢ 72 4p 31 Dosing
Modification andToxicity Management Guidelines (TMGs) for Durvalumab
Monotherapy, Durvalumab in Combination with other Products or Tremelimumab
Monotherapy (ANNEX TO PROTOCOL) : Version 01 August 2025
1.2 4% A £ p (Durvalumab) : Durvalumab, Edition Number 21, 05 August 2025
2.BE4RE £ ¢
(1)D910SC00001_Version 7.00_20SEP2024: ATD (Annotated)
(2)D910SC00001_Version 7.00_20SEP2024: ATD (Non Annotated)
(3)D910SC00001_Version 7.00_20SEP2024: UNIQUE (Annotated)
(4)D910SC00001_Version 7.00_20SEP2024: UNIQUE (Non Annotated)
(5)D910SC00001_Version 8.00_27SEP2024: ATD (Annotated)
9 11101-008 P (6)D910SC00001_Version 8.00_27SEP2024: ATD (Non Annotated)
C-IRB . (7)D910SC00001_Version 8.00_27SEP2024: UNIQUE (Annotated)
(8)D910SC00001_Version 8.00_27SEP2024: UNIQUE (Non Annotated)
A E B FE o4 1§ 224y 2 (TMGs) : TMGs, Drug Substance Durvalumab and
Tremelimumab, 01 August 2025
4ATH 2
(1)7#5 4 3= % 3 Safety Reporting Compliance_ Notification to Investigators
& Ethics Committees, 250¢t2024
(2)%f# - : Attachment1 - Details of the Serious Breach
1.2+ % % Protocol : Version 3.0, 10-Apr-2025
2.7 < 4f & Chinese synopsis: %~ % %% 03 (27 5% ) » 10-Apr-2025
3.% < 4 & English synopsis: Version 3.0 (Clean), 10-Apr-2025
4.% TRk 5% % B L3 Main ICF: 264450_ CKJIX839B12302_Global
10 | 11102-012 | * & ¥ | Model ICF Main_Version 4.0_ 11Apr2025 264450 CKJX839B12302_TWN

Model ICF_ Main_English_Version 4.0 21May2025 264450 CKJX839B12302
_TWN_ Chon-Seng Hong_Main ICF_Traditional Chinese_\ersion 4.0_
13Jun2025
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11 o
C-IRB 30-July-2025
12 11é?fé'é06 R |RUE%RPLE 2028 & 120 31 p -
1.9 225 #2131 2028 % 12 " 31 p -
29 L DIRIE e R B S 575 A (R5B82 4); Ay ARk EKA # o
334
(1)Master : D926UC00001 Clinical Study Protocol - V5.0, 28 July 2025
(2)Substudy 1: Endometrial Cancer : D926UC00001 Clinical Study Protocol -
v5.0, 28 July 2025
(3)Substudy 2: Gastric Cancer : D926UC00001 Clinical Study Protocol - v5.0, 28
July 2025
(4)Substudy 3: Castration-resistant Prostate Cancer : D926UC00001 Clinical
Study Protocol - v5.0, 28 July 2025
(5)Substudy 4: Ovarian Cancer : D926UC00001 Clinical Study Protocol - v5.0,
28 July 2025
(6)Substudy 5: Colorectal Cancer : D926UC00001 Clinical Study Protocol - v5.0,
28 July 2025
(7)Substudy 6: Urothelial Cancer : D926UC00001 Clinical Study Protocol - v5.0,
28 July 2025
(8)Substudy 7: Biliary Tract Cancer : D926UC00001 Clinical Study Protocol -
v5.0, 28 July 2025
47 2 &
(1)Master : D926UC00001_Synopsis_Master_\ersion 5.0, 28Jul2025_Traditional
Chinese_09Aug2025
(2)Substudy 1 Endometrial Cancer : D926UC00001_ Synopsis_Endometrial
Cancer_Version 5.0, 28Jul2025_ Traditional Chinese_09Aug2025
(3)Substudy 2 Gastric Cancer : D926UC00001_Synopsis_ Gastric
11109-L02 o Cancer_\ersion 5.0, _28Ju|2925_TraditionaI Chinese_09Aug2025
13 C-IRB T (4)Substudy 3 Castration-resistant Prostate Cancer :

D926UC00001_Synopsis_CRPC_Version 5.0, 28Jul2025_ Traditional
Chinese_09Aug2025

(5)Substudy 4 Ovarian Cancer : D926UC00001_Synopsis_ Ovarian
Cancer_Version 5.0, 28Jul2025_Traditional Chinese_09Aug2025

(6)Substudy 5 Colorectal Cancer : D926UC00001_Synopsis _Colorectal
Cancer_Version 5.0,28Jul2025_Traditional Chinese_09Aug2025

(7)Substudy 6 Urothelial Cancer : D926UC00001_Synopsis _Urothelial
Cancer_\ersion 5.0, 28Jul2025_Traditional Chinese_09Aug2025

(8)Substudy 7 Biliary Tract Cancer : D926UC00001_Synopsis_Biliary Tract
Cancer_\ersion 5.0, 28Jul2025_Traditional Chinese_09Aug2025
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(1)Master : D926UC00001_Synopsis_Master_\ersion 5.0, 28Jul2025

(2)Substudy 1 Endometrial Cancer : D926UC00001_ Synopsi s_Endometrial
Cancer_\ersion 5.0, 28Jul2025

(3)Substudy 2 Gastric Cancer : D926UC00001_Synopsis_ Gastric
Cancer_\Version 5.0, 28Jul2025

(4)Substudy 3 Castration-resistant Prostate Cancer :
D926UC00001_Synopsis CRPC_Version 5.0, 28Jul2025

(5)Substudy 4 Ovarian Cancer : D926UC00001_Synopsis_ Ovarian

Cancer_Version 5.0, 28Jul2025
(6)Substudy 5 Colorectal Cancer : D926UC00001_Synopsis _Colorectal

Cancer_Version 5.0, 28Jul2025
(7)Substudy 6 Urothelial Cancer : D926UC00001_Synopsis _Urothelial

Cancer_\Version 5.0, 28Jul2025

(8)Substudy 7 Biliary Tract Cancer : D926UC00001_ Synopsis_Biliary Tract
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Cancer_Version 5.0, 28Jul2025
bERERLE
MR grLd (F2%1: 7 ) OR):
D926UC00001_CMMCLY _ Endometrial Cancer Main ICF_V4.0, 120ct2025
(2)%;‘&5}’?,&9 (F85%2: % - %2AE -~ %2Bx):
D926UC00001 _CMMCLY_2A2B Gastric Cancer Main ICF_V4.0, 120ct2025
Qx#FFrLE (F@=3: iégiﬂjuﬁv) D926UC00001_CMMCLY _Prostate
Cancer Mam ICF V4.0, 120ct2025
@x#FEr LT (%4 P L) - DI26UC00001_CMMCLY_Ovarian
Cancer Maln ICF V4.0, 120ct2025
C)X#FHF L 2 (FHE%5 %% % - %5AxE):
D926UC00001 _CMMCLY_5A Colorectal Cancer MainlCF_V5.0, 120ct2025
O) 35 PR & (F#k6 1 RAL AR :
D926UC00001 _CMMCLY _Urothelial Cancer Main ICF_ V4.0, 120ct2025
(M4 kL% (F3#%7: "2 %) : DI26UC00001_CMMCLY_Biliary Tract
Cancer Main ICF_V3.0, 120ct2025
(8)% ;é?{ A Lk g3 1 D926UC00001_CMMCLY_ Pregnant Partners
ICF_V4.0, 120ct2025
TEEFL L
(1)D926UC00001_Version 6.00_09MAY2024: Unique
(2)D926UC00001_Version 7.00_17MAY2024: Unique
(3)D926UC00001_Version 8.00_19AUG2024: Unique
(4)D926UC00001_Version 9.00_16MAY2025: Unique
8.1 # «+ £ p : DS-1062a Investigator’ s Brochure Edition 9.0, 02 Apr 2025
OHEAEE & Mk 4psl
(1)Dosing Modification and Toxicity Management Guidelines (TMGs) for
Combinations with Dato-DXd : Version 4.0 (25 March 2024)
(2)Dosing Modification andToxicity Management Guidelines (TMGs) for
Rilvegostomig (AZD2936) Monotherapy or Combination Therapy : Version 6.0:
14 January 2025
(3)Dosing Modification and Toxicity Management Guidelines (TMGs) for
Datopotamab deruxtecan (Dato-DXd; DS-1062a) : Version6.0(31 March 2025)
10. 473 = & ¢
(L)% 21448 & 2 & & (Safety Reporting Compliance Notification, 25th
October 2024)
(2)3+ 413 *44+ (Clinical Study Protocol - Addendum ROW-3 : Version 3.0
(ROW), 28 July 2025)

14

11110-004

3% I% 4%

ATR AT R B E BTk -

15

11110-L02
C-IRB

<k
5
b

lipskips & ¢
(1) Blank eCRFs PROD_02MAR2025_V9 - GS-US-626-6216_PDF_Generated
On: 02 Mar 2025
(2) Blank eCRFs PROD_15JUL2025 V10 - GS-US-626-6216_PDF_ Generated
On: 15 Jul 2025
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1.4 #F 4 £ p : Dato-DXd Investigator’s Brochure_Edition 9.0, 02Apr2025

2.4 3 %+ £ p o Investigator’sBrochure_Durvalumab (MEDI4736), Edition 21, 05
August 2025

3A E A {r4 1 224y 2 : TMG_Datopotamab deruxtecan; Dato-DXd;
DS-1062a_Version 6.0, 31 March 2025

4HEDFrF L H I“’:fﬁ % : TMG_Durvalumab and Tremelimumab_01 August
2025

17

11111-013
C-IRB

&
M
p

1. i% ;é—‘g fe & 2 : TILD-21-01_Main ICF_Taiwan_21911 Version 3.5.8_
OSSep2025 Traditional Chinese
2. h¥ 3 EI"’EW@RE 4ni%‘iiz~i LM ETR R oo
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1.4 # 4 £ p 2 Investigator’s Brochure_Trodelvy® (Sacituzumab Govitecan),
Edition 15, 09 June 2025
2.3 %L &
(1) GS-US-592-6238_Annotated eCRF_v10_Generated On: 15 Feb 2025
(2) GS-US-592-6238 Annotated eCRF_v11_Generated On: 29 Aug 2025
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1.2 # 4 £ p :Investigator’ s Brochure_Trodelvy® (Sacituzumab Govitecan),
Edition 15, 09 June 2025
2. kAL £
(1)GS-US-592-6173_Annotated eCRF_v8_Generated On: 28 Jan 2025
(2)GS-US-592-6173_Annotated eCRF_v9_Generated On: 08 Feb 2025
(3)GS-US-592-6173 Annotated eCRF v10 Generated On: 14 Jun 2025
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1.2+ % % :Version 5.0 (16 July 2025)

2.3 < 4% & Protocol Version 5.0 (16 July 2025)

3¢ TR :Protocol Version 5.0 (16 July 2025)

4.4 % ;éﬁ fe R, 2 :0P-1250-301_Chi-Mei Medical Center Liouying Branch_Main
ICF_v7.0_22Aug2025_Traditional Chinese_Translatedfrom English_OP-1250-301
_Chi-Mei Medical Center Liouying Branch_Main ICF_v7.0_22Aug2025

5. %42 4

(1) PROD_14MAY2025_5.00- Unique
(2) PROD_15JUL2025_6.00 - Unique
6.2 4% 4 £ p :Edition 6.0, 24 June 2025
TRTH ¥ %
(1) OPERA-01_Dose Selection Memorandum, date: 06 May 2025
(2) IDMC Recommendation, Date: 31 Mar 2025
8. ok E P
(1) OP-1250-301_TW_Traditional Chinese_Study Participant Dosing
Instruction_Exemestane_V2.0_ 10Aug2025 Translated from English_Master
Study Participant Dosing Instruction_Exemestane_V3.0_31Mar2025
(2) OP-1250-301_TW_Traditional Chinese_Study Participant Dosing
Instruction_Letrozole_V2.0_ 10Aug2025 Translated from English_Master
Study Participant Dosing Instruction_Letrozole_V2.0_ 31Mar2025
(3) OP-1250-301_TW_Traditional Chinese_Study Participant Dosing
Instruction_Anastrozole_V2.0_ 10Aug2025 Translated from English_Master
Study Participant Dosing Instruction Anastrozole V2.0 31Mar2025
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3+ 4 % : MK-2870-004-07, 27-JUN-2025
¥ 2 i & : MK-2870-004-07_Chinese Synopsis_27-JUN-2025
® 2 4E &  MK-2870-004-07_English Synopsis_27-JUN-2025
TRk @SR LR A LY TWN_MK-2870-004_AMO3_
v.3.00 CMMC_140CT25
5. fJ"f'fi}f}‘? v sk PF'”‘}HT&T
TWN_MK-2870-004_v.00_Addendum_Disease Progression CMMC_ 140CT25
6. iF # 12X 3K Hu JRir (GREENPHIRE) F & 3
TWN_MK-2870- 004 vOO_OptionaI-Participant Services  CMMC_140CT25
7. (%‘fri‘af,) 34 $ /& & 3 : Protocol Clarification Letter — MK- 2870 Protocol

004, 07-Apr-2025
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1. % # : MK-2870-007-05, 30-JUL-2025
2. ®* 4 & : MK-2870-007-05_English Synopsis_30-JUL-2025
3. ¥ 2 4 & : MK-2870-007-05_Chinese Synopsis_30-JUL-2025
4 BRiphpktEEriE

TWN_ MK-2870-007 AMO1 v.1.00 CMMC-LY 150CT25
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11301-L05
C-IRB

(373 )3+ & 2 "4k Protocol Addendum: Protocol Addendum No. 1 for Taiwan,
version 1.0, 22 July 2025, AK-US-001-0105
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Bl
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LB SR ckici 3B A(R24 1), 2382 ARFE e kdkr & -

21RHEFERL % -34% 1 Main ICF_Cohort 1: BT8009-230_88607 CMMC
_Main ICF_Cohort 1_V4.0_ 28Aug2025

BARHEFFRFL % -3 48 2 Main ICF_Cohort 2: BT8009-230_88607 CMMC
_Main ICF_Cohort 2_V4.0_ 28Aug2025

4403 iR F PR £ 2 Pregnant Partner ICF: BT8009-230_88607 CMMC
_Pregnant Partner ICF_ V2.0_28Aug2025

5.(#47#) 3+ % # & 2 & Protocol Clarification Letter:25 Jul 2025

6. { #7% 3¢ % H :Insurance Certificate: February 18, 2025

7.(%%%)SmPC_Gemcitabine
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11305-L03
C-IRB

b

% 4R 4 £:5.013 TM 24JUN2025 — UNIQUEFORMS, Generated On: 24 Jun
2025
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S
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Innovation GmbH -
2.9 L ARFE ek Bics 189 A (& 156 4 )5
3.3*% % : Version 7, 9 May 2025
4.7 < F & : Version 7, 9 May 2025
5.% < # & : Version 7, 9 May 2025
6.2 4% 4 £ p 1 Version 11- May 2025
7.0 %% %% % F 43 ¢ ID-076A301_7401 (CMMC)_ Main ICF_V3.0_
Traditional Chinese_10Sep2025 Based on TW Main ICF Version 3.0 dated
27May2025
B A 4 X4 L E ¢ ID-076A301_7401 (CMMC)_Pregnancy
ICF_V2.0_Traditional Chinese_ 10Sep2025 Based on TW Pregnancy ICF Version
2.0 dated 27May2025
9.H % &
(1)ID-076A301_SOS-AMI_Patient Materials_Non-study HCP awareness poster
_Core_EN_V1 260421 TWN-CHT V1.3 180725_site CMMC
(2)ID-076A301_SOS-AMI_Patient Materials_Study recruitment leaflet_Core_
EN_V1 260421 TWN-CHT_V1.3 180725 site CMMC
(3)ID-076A301_SOS-AMI_Patient Materials_Training tent card_Core_EN_V1_
270421 _TWN-CHT_V1.4 180725
(4)ID-076A301_SOS-AMI_Patient Materials_Waiting Room Poster_Core_EN_
V1 260421 TWN-CHT V1.3 180725_site CMMC
10.(#734 ) ID-076A301_SOS-AMI_Patient Materials_ Sponsorship change
leaflet_Core_ENG_V9_160525_TWN-CHT_v9.1_290725
11, { #73% 5%

" RgL 7 Idorsia Pharmaceuticals Ltd % { % Viatris

IS NN S T
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C-IRB

1. 3+4 % : 22615 Clinical Study Protocol Version 2.1 12 JUN 2025
2.(F3rH) XFHF LT FHFELFE R L F ¢ Study 22615 Pre-screening ICF
V1, Taiwan V2, CMMCLY V1, 080ct2025
3. BEIFL 4 ¢
(1) 22615 Version 2.00_Master Matrix 80ct2024
(2) 22615 Version 3.00_Master Matrix 14Feb2025
4. (FTH) M A% ;%;iﬂ" 3% ¢ Study 22615 SOHO-2 Study Medication Diary
Taiwan_v1 28Jul2025
5. grepE p 122615 SOHO-02, Welcome Booklet, Taiwan (Traditional Chines

34

11310-009

1. B %42 £%: Case Report Form: PLLV-LTFU-401_aCRF V4.0_11Dec2024
2. A% ;éﬁ fr & 2 :PLLV-LTFU-401_CMMC_ICF_V1.2_ 11Aug2025 Adapted
from TWN ICF-Main-CH-01Aug2025-Version 4.2
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3 HiER Fi“" F % % PLLV-LTFU-401_CMMC_PP _ICF_V1.2_11Aug2025
Adapted fromTWN ICF-Pregnant Partner-CH-01 Aug 2025-Version 2.1
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LB A -AgWr e~ B ~XEAER 2w~ 5 1 Ik
3= & 8 Survodutide R 2EATAL L~ ZEFPE R T 18 F&]Lzé
e Ap B #q 0% (NASH/MASH) v AT H L A H) L (|:2) (F3) =
thk’-fq" ek PR z’fr«e EX s

2.:*4 2 (Clinical Protocol): Version 4.0 Date 14 Mar 2025

3.7 = 4 & (Protocol Chinese Synopsis) : Version 4.0 Date 14 Mar 2025

4.3 % i & (Protocol English Synopsis) : Version 4.0Date 14 Mar 2025

FEiea &= @y P L3 (Main ICF): 284641 _1404-0044_Global Model
ICF_Main ICF_Version 4.0_ 15May2025 284641 1404-0044_TWN Model
ICF_ Main ICF_English_Version 2.0_04Jun2025 284641 1404-0044_TWN_
Hsing-Tao Kuo_Main ICF Traditional Chinese_\Version 2.0_20Aug2025

6.2 4 FHELFHFTLE (Biobank ICF) : 284641_1404-0044_Global Model
ICF_Biobank ICF_Version 1.0 _03Jul2024 284641 1404-0044_TWN Model
ICF_ Biobank ICF_English_Version 1.0_05Jul2024 284641_1404-0044 TWN_
Hsing-Tao Kuo_Biobank ICF_ Traditional Chinese _Version 1.3_20Aug2025

7.% %484 % (CRF):

(1) V6.0, Generated 04 Mar 2025

(2) V7.0, Generated 02 May 2025

(3) V8.0, Generated 09 May 2025

8.% ;é?{ #uw] -+ ; Project Version No. 2.0, Project Effective Date: 17Jul2024
9.1%H (Certificate of Insurance): May 20, 2025

10.4£ %% (Lab Guarantee Form): 04Jul2025

11. # Ev i+ (Recruitment documents):

(1)Physician Infogetter : 284641 TWN Physician Infogetter 20250408 2.0
Traditional Chinese_PV4.0

(2)Physician Referral Letter : 284641 TWNPhysician Referral Letter 20250408
2.0 Traditional Chinese_PV4.0

12. 8 2 < ¢ (Other documents):

(1)Flip Chart: 284641 TWN Flip Chart 20250408 2.0 Traditional Chinese_PV4.0

(2)Participant Study Guide : 284641 TWN Participant Study Guide 20250408
2.0 Traditional Chinese_PV4.0

13.#73# K % (Newly Added Questionnaire) :

(1) #&F 2 p 25: 1404-0044 Glycaemic Episode Diary  Traditional Chinese
25-Sep-2024

(2)NASH-CHECK:1404-0044 NASH-CHECK _Traditional Chinese_
25-Sep-2024

(B)7 * it B Ak e B % -9(PHQ-9): 1404-0044 PATIENT HEALTH
QUESTIONNAIRE-9 (PHQ-9)_Traditional Chinese_25-Sep-2024

(4NAFLD NASH i 125753 & B % (CLDQ NAFLD-NASH): 1404-0044 The
Chronic Liver Disease Questionnaire for NAFLD NASH (CLDQ
NAFLD-NASH)_Traditional Chinese_ 25-Sep-2024

(5)F ;15T + p &1 1404-0044 Weekly Injection eDiary_Traditional Chinese

_25-Sep-2024 Participant QR Code:

(6)1404-0044 7 %22 3#5k 82 % w4 L A K % - % &4 b 1 Site TWNS
Decline Feedback template -+ Version: 1.0 - Date 14 Mar 2023 -
Country: Taiwan - Language: Traditional Chinese

(7)1404-0044 3% 5 i9 2335 é‘»k’?—"ﬁ FAEL AR E - %R F e Site
TWNS8 Drop out Feedback template - Version: 1.0 - Date 14 Mar 2023 -
Country: Taiwan - Language: Traditional Chinese

(8)1404-0044 5k % 4 %82 Hw BLARY -% & ehy s Site TWNS
EndFeedback template - Version: 1.0 - Date: 14 Mar 2023 - Country:
Taiwan - Language: Traditional Chinese

(9)1404-0044 k¥ B %2 FraL LS - %R F i Site TWNS

Middle Feedback template + Version: 1.0 - Date 14 Mar 2023 - Country:
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Taiwan + Language: Traditional Chinese

(10)1404-0044 #2 B 4> 582 FEAL ALK - %R F OF e Site TWNS
Start Feedback template « \ersion: 1.0 - Date: 14 Mar 2023 « Country:
Taiwan - Language: Traditional Chinese

(11)Taiwan (Chinese-Traditional) SF-36v2AcuteScreen Shot Sample: SF-36v2.
Health Survey 1992-2023 (SF-36v2. Health Survey Acute, Taiwan
(Traditional Chinese)) , 1 Dec 2023

(12)SF-36v2 Health Survey Single-ltem: SF-36v2 Health Survey Single-ltem
Presentation Text Acute, Taiwan (Traditional Chinese),1 Dec 2023

(13)SF-36v2 Health Survey Acute: (SF-36v2 Health Survey Acute, Taiwan
(Traditional Chinese)) , 1 Mar 2012

(14)4iFY% 34 #5eirlz® © p 2448 & 2= (The Alcohol Use Disorders Identification
Test: Self- Report Version) , AUDIT World Health Organization1989 + # i

4 ‘%\;

13.373 # < i (Newly Added Other documents):

(1)Participant Scratchcard : 1404-0044 Taiwan Master English Participant
Scratchcard V01, 03-Dec-2024

(2)1404 0044 5% © F = 4 4% % 7 3 1404-0044 Taiwan Master English
Retention Items Submission Information V01, 03-Dec-2024_Traditional
Chinese

(3):#5k 2 ¥ + 1z Sn:Height Measurement in Liverage and Liverage Cirrhosis_25
Apr 2025

(4)3+ %1% /& 5 3 Clarification Letter to Clinical Trial Protocol Version 4.0,
14-Mar-2025

36

11311-L08

AR

LFAFA S Efpr EnSPrpr el BRFHIT 2026 # 12 # 31
p o
257k FAE - $=4%% 2025 10 ¥ 17 p

37

11312-005

P 4 7

Bt Hpidsk p 8 1 2026/12/31(% 1 2025/12/31) -

38

11312-009

M £

LR v Tl jckdcdsp # 52020 17 1 p4e3 2024 &2 11 7 25 p (&
i3 *mﬁ: 2022& 972 1p32024# 10" 31 p)reifsest o2 2B 59
BEERLABHETER

24‘%&*%&?’ % 2026 % 12 7 31 p

333 3 tversioni2 & ~2025# 10°* 06 P

43-% ¢ #ﬁt TR A p #p: 2025/10/06

39

11312-J02

% ==

BBy U 2025/11/30 » pr B uE FEc R p o 3 2029/11/30 (= #) o

40

11312-R0O1

#12

1&3111@,1% #iﬂ Yy Fmﬁ‘ + o
2.3 % P F  Version 3 dated: 04- September- 2025

41

11401-015

)
U
.@.

L%gﬁ&ﬁ%&&.mmmma’mﬁﬂﬁ@%mA&ﬁéﬂww*’ﬂ
YR e

234 % version3 p # @ 2025/10/29

3.¢ 2 tE & v2 p #p:2025/10/29

42

11401-016
C-IRB

&
M
p

1.3+4 2 : Protocol 77242113PSA3002 Amendment 2, Date: 14 July 2025

2.9 2 4§ & 1 77242113PSA3002 protocol synopsis_ amendment 2, date:
14/Jul/2025_Chinese

3.% < 4§ & : Protocol 77242113PSA3002 Amendment 2, Date: 14 July 2025

457 H kL3 1 77242113PSA3002CMMCYK Clinical ICF_Version 6.0, Date:
23/Sep/2025

5474 2 3 1 77242113PSA3002 CMMCYK Withdrawal ICF_Version 5.0, Date:
23/Sep/2025
6.(F7TH) A 4F A £ rgék 0 INJ-77242113 Addendum 1 to Investigator's Brochure
Edition 6, Date: 16 July 2025

43

11401-017
C-IRB

&
M
s

1R L L HE ek ic: 284 (R 18 4) 23k 2 Aafe e r ¥ -

2.3+% % : Protocol 77242113PSA3001 Amendment 2, Date: 14 July 2025

3.9 2 4F & 1 77242113PSA3001_Protocol Synopsis_ Version 3.0, Date:
14July2025 Chinese

114 /£ 11 A 13 HE%
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4.3 < & : Protocol 77242113PSA3001 Amendment 2, Date: 14 July 2025

5.8 5Tk %% P L3 ¢ T7242113PSA3001 CMMC Clinical ICF_Version
5.0, Date: 03/0Oct/2025

6.%c4 B & F 1 77242113PSA3001 CMMC Withdrawal ICF_Version 5.0, Date:
03/Oct/2025

T.(RTH) A4 A £ ek INJ-77242113 Addendum 1 tolnvestigator's Brochure
Edition 6, Date: 16 July 2025

44

11404-L01
C-IRB

<k
%
8

1. % ®%¥r13 2030 #09 % 27 p -

2. % ;éiﬁ FR3% - i @ Site ICF- Kao WC - Traditional Chinese -
17-Oct-2025 - Version 1.2 - Main, based on Taiwan ICF - Traditional Chinese -
01-Sep-2025 - Version 1.2 - Main

B.(ATH) WAV RFEFH S

(1) MB12-C-02-24 Protocol_Clarification_Letter BIRC _05Nov2024
(2) MB12-C-02-24 Protocol_Clarification_Letter PK_ 29May2025
(3) MB12-C-02-24 Protocol Clarification Letter Pregnancy 14Apr2025

45

11405-003
C-IRB

HEE

1.:2+% % Protocol : Version 3.0, Date: Jun 20, 2025

2.7 < 4 & Chinese Synopsis : Version 3.0, Date: Jun 20, 2025

3.% < 4 & English Synopsis : Version 3.0, Date: Jun 20, 2025

4% ;éﬁ P& % -7t ¥ 325% Blinded Extension ICF: A23-302_Chi Mei
Medical Center_Blinded Extension ICF_v2.0_04Sep2025_Traditional Chinese
Translated from English_A23-302_Chi Mei Medical Center_ Blinded Extension
ICF_v2.0_04Sep2025

5.3 L F-1% Main ICF: A23-302_Chi Mei Medical Center_Main
ICF_v2.0_04Sep2025_Traditional Chinese Translated from English_A23-302_Chi
Mei Medical Center_Main ICF_v2.0_04Sep2025

6.5 3 F b L F -F clias ¥ 225% Open-label Extension ICF:  A23-302_Chi Mei
Medical Center_Open-label Extension ICF_v2.0_04Sep2025_Traditional Chinese
Translated from English_A23-302_Chi Mei Medical Center_Open-label Extension
ICF_v2.0_04Sep2025

7.(373) 34 % % X4 Protocol Clarification Note to File_PI Signatures in
Protocol : July 9, 2025

8.(37#) 3+ % % # X % Protocol Clarification Note to File_Genetic Mutation
Burden Testing : July 9, 2025

9.(#73) 34 % % X4 Protocol Clarification Note to File_Calcium Testing : July
9, 2025

46

11405-022
C-IRB

1.:+4 % : D7960C00012_Clinical Study Protocol Version 2.0, 22 August 2025
2.7 < 4 & : D7960C00012_Synopsis_Version 2.0, 22 August 2025_Traditional
Chinese_29Aug2025
3.E® < £ & : D7960C00012_Synopsis_Version 2.0, 22 August 2025
4534 k33 1 D7960C00012_CMMC_Main ICF_ Version 2.0, 18Sep2025
5.B%k4L £ ¢
(1) D7960C00012_PROD_V1.0_23MAY2025_AG
(2) D7960C00012_PROD V2.0 01JUL2025 RM
6.2 4% 4 £ p 1 AZDO0780 : Edition 4.1, 13 August 2025
7388 41+ @ Study Participation Card, v3.0 22 Aug 2025 _Traditional
Chinese_29Aug2025
8.(F7H) X FF AL dp s AT E 45 D7960C00012 #= & Hn%L:2.0 p # 12025
#5172 16 p TW-zhTW

47

11405-023
C-IRB

1.% % £y LAy I (HLB) -

2.1 @% % F B &% Main ICF : CHS-388-202_508 CMMC_Main
ICF_V2.0_090ct2025

A g s Tk A 3 Pregnant Partner ICF : CHS-388-202_508
CMMC_Pregnant Partner ICF_V1.0 _090ct2025

4.8 Sphk @£ 7 P L3-8 1 55 "4 Beyond Progression ICF
CHS-388-202_508 CMMC_ Treatment Beyond Progression
ICF V1.0 090ct2025

114411 H 13 HE€% 10



TAIWAN

FEFRMBE A F 2 F IR
O e

5.1 %3¢ 2 % Case Report Form : v2.0_07May2025

6.4 4% 4 £ @ |nvestigator’s Brochure : Casdozokitug: Edition Number 7.0, 23 April
2025

1.% %gﬁi%] J 4 %2 Lab Assurance Letter : 09 Jul 2025

8.(A7#) 3% % /& iF 1z & Protocol Clarification Letter : 21 April 2025

48

11405-L01
C-IRB

1.4 % Protocol : Version 3.0, Date: Jun 20, 2025

2.7 % 4 & Chinese Synopsis : Version 3.0, Date: Jun 20, 2025

3.% < 4 & English Synopsis : Version 3.0, Date: Jun 20, 2025

4.% ;é?‘f P& % -7 122 ® 325% Blinded Extension ICF : A23-302_Chi Mei
Hospital, Liouying_Blinded Extension ICF_v2.0_04Sep2025_ Traditional Chinese
Translated from English_A23-302_Chi Mei Hospital, Liouying_ Blinded
Extension ICF_v2.0_04Sep2025

5% 3% L3 -13#% Main ICF : A23-302_Chi Mei Hospital, Liouying_Main
ICF_v2.0_04Sep2025_ Traditional Chinese Translated from English_A23-302_
Chi Mei Hospital, Liouying_Main ICF_v2.0_04Sep2025

6.% ;éﬁ R 2 - xdat ¥ g% Open-label Extension ICF @ A23-302_Chi Mei
Hospital, Liouying_Open-label Extension ICF_v2.0_04Sep2025_Traditional
Chinese Translated from English_A23-302_Chi Mei Hospital, Liouying_
Open-label Extension ICF_v2.0_04Sep2025

7.(375) 3% 2 % X 4% Protocol Clarification Note to File_PI Signatures in
Protocol : July 9, 2025

8.(37#) 3% % # X 4+ Protocol Clarification Note to File_ Genetic Mutation
Burden Testing : July 9, 2025

9.(373%) 34 % % X4 Protocol Clarification Note to File_ Calcium Testing : July
9, 2025

49

11406-L04
C-IRB

1. B%3r2 4 1 1.017JUN2025 RK PROD - Unique CRFs
2. #H i ~ = : DMC Charter: Version 1.0, 07Jul2025

50

11408-006
C-IRB

1L Rkt kL3 1 TWN_MK-2870-007_
AMO01 v.1.00 CMMC_02SEP25

2. EHMHNLEER LT 1 TWN_MK-2870-007_v.00_ Optional-Limited
Screening CMMC 02SEP25

51

11408-006
C-IRB

HEE

1.:+% % : MK-2870-007-05, 30-JUL-2025

2.7 % 4§ & : MK-2870-007-05_English Synopsis_30-JUL-2025

3.¢ < 4 & : MK-2870-007-05_Chinese Synopsis_30-JUL-2025

4% RTRR#% % #E F L 1 TWN_MK-2870-007_AMO1_v.1.00_CMMC_
190CT25

52

11408-009
C-IRB

HEE

1R 23R ckiic: 2718 A (R 272 A1) » A% Aafpitde ki 8 o
2.8 LRGSR W PR F s 1 {r 2: 288984_D6187C00001_Global
Model ICF_Main (Sub-study 1 and 2) ICF_Version 2.0_30Apr2025 288984
D6187C00001_TWN Model ICF_Main (Sub-study 1 and 2)_ICF_English_
Version 2.1_08Jul2025 288984 D6187C00001_TWN_Yin-Hsun Feng_Main
(Sub-study 1 and 2) ICF_Traditional Chinese_\ersion 2.3 17Sep2025
3B LIRh kR E- Rl % 3 35 3:288984_D6187C00001_Global Model
ICF_Main (Sub-study 3) _ICF _Version 2.0_30Apr2025 288984 _D6187C00001
_TWN Model ICF_ Main (Sub-study 3) _ICF _ English _Version 2.1_08Jul2025
288984 _D6187C00001_TWN_ Yin-Hsun Feng_Main (Sub-study 3) ICF_
Traditional Chinese _ ersion 2.3_17Sep2025
4.(FTH) o F 2 2
(1)288984 TWNPoster 20250925 1.1 Traditional Chinese_ Site 7408
(2)288984 TWN Study Information Brochure 20250925 1.0 Traditional Chinese
Site 7408

53

11409-005
C-IRB

L(#7#) 3+ 4 % & F % & Protocol Administrative Changes and Clarifications
letter : Protocol Administrative Changes and Clarifications #1 for Study C4551002
08-Aug-2025

2.(#7#) 3+ % % & F 7 & Protocol Administrative Changes and Clarifications

114411 H 13 HE% 11
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letter : Protocol Administrative Changes and Clarifications #2 for Study C4551002
02-Sep-2025
5q | 11409-L03 | . . o Z#4rLF (F3#%+%3F C) Main ICF (Subprotocol C) :
C-IRB ‘ RMC-LUNG-101C_Main ICF_v5.0_Taiwan_Chinese_Site 388_15Sep2025
o~ HPFL(-RBE)EAEX 9%
B R M| AL FapN R
1 10810-L04 | =8, (#1208 P R4 > 2% 14 > 2404 > & SUSAR» ¢ R PR S o
2 | 10811-002 | B iz [fkiE 128 ¢ 44 o qek 34 o =2 14 & SUSAR ¥ B u S 8T e
3 | 11003-L07 | thE:# |#iE 9@ P 42 > dekx 24 0 22 2 4 > & SUSAR -
4 | 11105-L05 | thiz =2 [#eE ThE P42 oz 14 > 2204 > & SUSAR -
5 | 11111011 | + wd [RESH I AREL o cF 144 A6 % 0 & SAE Y EU A L.
6 | 11210-010 | %#F % |[WiE 29 P 4L o ek 54 0 2L 54 5 @ SAE ¥ FBu P
7 | 11309-L02 | % frie [HiE 1P 42 0 eR 194 > A 194 > @ SAE ¥ R P &Y L o
8 | 11310-005 | A FE |[wiE2MH P L o ek 0% > =+ 0% > g SUSR > ¢ L JB 1t AR S P T o
9 | 11310-009 | £ & |tk 2V I 4FL > dcx 04 > X 04 > SAE ¢ ;—;— B4t P Sl o
L (HE2R): PRE 337 %
LE NSRS FaAENE
1 10411-008 | &I 4 [HkiE 10M# ¢ 42 > Jch 333 4 > =X 73 4 > @ SAE > ¥ B a1 S g T o
2 | 10711-009 | % FE | 14N ¢ L o qek 114 0 =3 0 4 0 & SUSAR > ¥ B uf i S 8 P
3 | 10805-008 | S F#> (i 13N P 4L > 4% 104 > =2 0 4 > & SUSAR -
4 10812-001 | M % [HE 6MH P L o qrH 114 > 204 > & SAE ¥ FREUPUESE Lo
5 | 11012-008 | M=% | 8"H P L ek 64 > H 04 > @& SUSAR > ¥ B uE RSB T o
6 11111-013 | Mz & | 6Ng P 472 > 2% 52 > 2204 » & SUSAR » ¥ B B PR S0P o
7 | 11111017 | 3®aF [HEE"H P EL o dek 24 0 22 04 @ SUSAR > ¥ B w1 S L
8 | 11112-L02 | mMa =+ |[HREE"H L o jtE 64 > X204 > @& SUSAR ¥ F B ufra ST o
9 | 11205-004 | Mz % |[HkEbNHP L > %24 > 2204 > & SUSAR o
10 | 11205-016 | Mz = |[H#E5N#d 4L > 2% 134 > 2404 > @ SUSAR -
11 | 11211007 | M3 [#RiE4"NH P2 > ek 14 > 2204 > & SUSAR v ¥ 8 uf 78 & 8 7L o
12 | 11211009 | # &% |HRE AP P L ek 14 o A 14 > & SUSAR ¥ R A PUE S0 L o
13 | 11212-101| #%E |HREFA"H P L o4k 14 o 2204 0 & SUSAR ¥ R af a3 P o
14 | 11305-012 | Mk & |E39H P 4RL > Jex 3 4 > 2+ 14 > & SUSAR -
15 | 11305-013 | *sxig |[#i¥ 39 P 44 > yr%x 214 > 220 4 > & SUSAR -
16 | 11305-014 | S @& |[HE 3PP H2L s jzx 14 > 2204 > & SUSAR -
17 | 11305-016 | & =% |k 39H 7 K2 - 2% 34 > 2+ 04 » & SUSAR -
18 | 11305-L02| B4 E | 39H P H2L s yzx 14 > 2204 > & SUSAR -
19 | 11305-L03 | L% |®E3H P L el 4 > 2204 0 & SUSAR -
20 | 11310-L02 | #Fa™ | IH P L gk 04 > =204 0 g SAE ¥ R bi%*}%i 30 Hp *L o
Wi g dpd o gk 24 > 2404 > SUSARL 4 /= o ¥ HE 4 FrE S0 8
21 | 11310-L03 | tRZ# |, o o ’
22 | 11311-013 | #FAxA  |[WE PP RL o ek 174 > =234 5 g SAE ¥ FRu A& L.
23 | 11311-1L08 | WA |®E 1tH P2 > 4ex 194 > 22 17 4 5 @ SAE» ¢ :;,#m# i
24 | 11311-L10| % 28 [t 2V P 4p2 > dcx 14 > 2204 > & SUSAR > ¢
25 | 11312-005 | m4&m [ 1tHp P 4p2 o 4e% 36 4 0 2 36 4 0 & SAE ¥ :
26 | 11312-009 | Mgk |HEF ITH PR o dcx 254 o 2 254 5 & SAE - ¢ 3
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B R | LA BAPNF
27 | 11312-014 | #R ¢ [WwE I FL > ch 80 4 > w80 4 > @ SAE ¥ GRELE P SH -
28 | 11312-001 | thA i [ 1P 2 > ek 04 > RF 04 0 & SAE ¥ B U AT .
29 | 11312-L03 | # %y [WE2M# ¢ 4L o ek 0% > 24 0% > SUSAR > ¥ B uf i Sl 1T o
30 | 11405-003 | EF# |[HF 1MH YL o fc% 04 > 2L 04 > & SUSAR -
31 | 11405-004 | #eari |[HiEF 1@ P 4F2L o Jz% 04 > =& 04 0 & SUSAR -
32 | 11405-022 | #EWE; | 1tH Y 4L ek 24 2404 0 & SUSAR -
33 | 11405-023 | 3 [WiE 1M 4R o % 04 > 2+ 04 5 & SUSAR -
34 | 11405-L01 | thm## [HF 1@ P42 2% 04 > 2L 04 & SUSAR -
35 | 11405-L02| % v [HEF LI HEL - cF 04 2204 ﬁ&BARo
36 | 11405-L03| #F:p |HE I'HPEL - 4cx 04> =0+ & SUSAR -
37 | 11405-L08| % v 5, [HRE PP HFEL ek 0% > =mx 04 > & SUSAR -
I~ ¥RRRFI;E(R)
0y HhREL AL 25 R
B RS | AL E2HNE
1 10905-010 | /& @ % |HEHFRIEL (%24 ~ %324 5 & SUSAR)
2 | 11003-007 | 34 |#kiFREFL (Jek 129 4 ~ =& 104 * > & SAE)
3 | 11005-008 | SFE |#kiEpEFL (Jgk 24~ =214 4 SUSAR)
4 | 11104-009 | % ® % (WEHEHEL (Jex 150 4 ~ =22 150 + > & SAE)
5 | 11208-004 | A F# |KiFEHEFWL (Jex 1t ~x22 14 & SUSAR)
6 | 11208-014 | @ % |Hiz %42 (4cx 51 4 ~ 2451 % > & SAE)
7 | 11212-005 | & & |WwEeEFL (fcdk 34924 ¢~ == 3872 % - & SAE)
8 | 11303-014 | M4y |HERFHL (Jek 674 4 ~ =2 674 + > & SAE)
9 | 11304-008 | £ ik |[HiEFHEHL (cx 314 ~ %2314 5 & SAE)
10 | 11304-014 | mi& % |[#ELEFL (Jck 40 4 ~ =2 39 % » & SAE)
11 | 11304-002 | %4 % [#wEFHEWFE (Jcx 284 ~ =2 23 4 » & SAE)
12 | 11305-008 | S RIp* |HkiE & R4F2L (a3 10000 4 ~ % = 10000 + - & SAE)
13 | 11308-002 | #sz+f | R4FE (e 46 4 ~ == 43 £ > & SAE)
14 | 11309-004 | Hive |wiFEHwL (Jex 1714 ~ 22 171 £ » & SAE)
15 | 11311-001 | =2 % |[HF% %42 (fckx 51 4 ~ =24 51 % » & SAE)
16 | 11311-005 | M=k |#i¥ S %42 (e 100 ¢ ~ %2 100 % » & SAE)
17 | 11311-011 | & & [WwEpEHFL (% 500000 + - = = 500000 + - & SAE)
18 | 11311-012 | Mz |fiE %42 (Jc% 361 ¢ ~ =+ 361 4 » & SAE)
19 | 11311-L04 | £ |kESHHL (Jek 640 ¢+ ~ == 640 + > & SAE)
20 | 11312-007 | %X |k H4R2 (% 400 + ~ == 400 ~ - & SAE)
21 | 11312-018 | &4 (%42 (fcd 496 4 ~ =& 496 4 » & SAE)
22 | 11312-L06 | E# =™ |HFR %42 (fcx 14 2414 & SAE)
23 | 11312-109 | £ &> |k (Jck 64 ~ =246 4 > & SAE)
24 | 11401-005 | = 4§ |HF% %42 (fc% 155 4 ~ =& 155 4 » & SAE)
25 | 11406-014 | =7 |[#kEFLEHFEL (2% 100 * ~ == 56 * » & SAE)
S~ PFFHEIPEE 4R
W | R | AL FLEME
gL ﬁ’ﬂﬁﬁﬁééﬁémw’k*@&ﬁaﬂvwé%Lgkéﬂa
1 | 11302-013 | #+ 4 |fry H%ﬁ LA B Y RIS E o AP G FE e SR LR T
&ﬁﬁiﬁkﬁo
2 | 11312-105| 24E |[FiidAESt R AHETR o
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BA B FDA frc VB 58 LA EMA dB AT 823 0 %4 304 -t i
H &4 EGL206A ehfesk B 3 34 o LB HRTATR - e Fe = ﬁF Tk o 7
fox 2475 (EGCL02) # EGI206A 1 5 fopr s o & » g 7
% EGC102 - 4p A7 § WIIf 43 & “7F 2 EGCL02 4p M i1 5 75 % o

3 11405-015 | % & &~

4 11406-002 | #F % | A i ¥ R ARB S AT o F]pt Kb o

A~ e FRALF: §AL 3 R

B | HEHBE | AR 2EPME
1 10804-L02 | & #F % | Té«ﬁk %ﬁ%} = % 47 2 (CSR)
ATH = P RE T RIE ﬁﬁ%i*’r’f_%'pm :

1LEM Carboplatln HEFEFR* N, #i31 Protocol Amendment
03_03-Dec-2024 # é% 6.1 & -~ % 6.2 % 6.24 &~ % 6.25 §aup
BEPLPT o St B R P o5 e o I 3RSk i 0 Investigational
Product Manual ¢ -

2.8 ™ Protocol Amendment 03_03-Dec-2024 # ArmB sk 4 pFis:g4 5 &
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