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7. 34 % : Protocol 56021927PCR3011 AMENDMENT 9, Date: 16 September
2025
8. ¢ < 4 & :56021927PCR3011 Protocol Amendment 9 Synopsis_Version 1.0,
Date: 26Sep2025_Taiwan traditional Chinese
9. &< # & : Protocol 56021927PCR3011 AMENDMENT 9, Date: 16 September
2025
10.% Féﬁ“ 2 &%+ 1 56021927PCR3011 Subject Identification Card_
Tradmonal Chinese Ver5|on 2.0 04Dec2025
11.(F73) =34 F & 3F "itér : 56021927PCR3011 CMMCYK Clinical ICF
Addendum for Long Term Extension _Version 1.0, Date: 01/Dec/2025
1. :*% % Protocol : D9670C00001_Clinical Study Protocol _Version 6.0, Date: 18
July 2025
2. ¥ < 4 & English Synopsis : D9670C00001_Clinical Study Protocol_Version
10907-005 e 6.0, Date: 18 _July 2025 _ _ _
CIRB 3. ¢ < 4 & Chinese Synopsis : D9670C00001_Synopsis _Version 6.0,
18July2025_Traditional Chinese_15Sep2025
4. (A7H#) # 48 MEMORANDUM : Enhertu Drug Handling Instructions
Memo_030ct2025
1. 24 A £ Investigator’s Brochure: Savolitinib, Edition 12.0, 30 Jul 2025
2. % ;éﬁ F= % % Informed Consent Form: AZ_D5087C00001_TWN_CMHLY _
11107-L02 | » . 4 Main ICF_V7.0_290ct2025. Traditional Chinese for Taiwan on 05Dec2025
CIRB B 13 (a7H) 34 % iz & Protocol Clarification Letter: D5087C00001
Memorandum For Protocol Version 3.0 dated 07 February 2025_About PFS2
Assessment_08Jul2025
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2025/12/01
3. XFEERALT(AR 56%) ICF_CMH-LY_20251201_05, dated 2025/12/01
1. S{FHFE%HPI2 2028 & 12 7 31 p o
2. 3% % : D926NC00001_Clinical Study Protocol_V\ersion 4.0, 27Aug2025
3. ¢ < 4 & D926NC00001_Synopsis_Version 4.0, 27Aug2025_Traditional
11110-L05 H e thinese_170ct2025 _ _
CIRB |4 ® = 4F & D926NC00001_Synopsis_Version 4.0, 27Aug2025
5. WHRFWME ZFEH kL E DI26NC00001_CMMC-LY_Main ICF_Version
6.0, 28Nov202
6. B %4F+2 %:Annotated CRF_D926NC00001_Version 6.00_25AUG2025
1 1@%23#F kL F - D926XC00001_CMMC_Main ICF_Version 6.0,
07Nov2025
2. AFALp
(1) Investigator’s Brochure Edition (Dato-DXd) 9.0, 02 Apr 2025
11111-017 A s 2 Investigator s Brochure Durvalumab (MEDI4736) Edition 21, 05 August 2025
CIRB 3HEAKE AP IS
(1) Toxicty Management Guidelines Datopotamab deruxtecan; Dato-DXd;
DS-1062a_Version 6.0 _31 March 2025
(2) Toxicity Management Guidelines Durvalumab and Tremelimumab _01 August
2025
1 £R4FLF 1 J2-MC-JZLH_CMMCLY_Main ICF_ Version 7.0_240ct2025
11112-L02 2 2. B %:ﬂ? 2 % 1 J2J-MC-JZLH_Annotated CRF_ 04Aug 2025
CIRB 3. RTH pe P 1 J2)-MC-JZLH STUDY SUPPLY LIST _V1.0_25JUL2025
4. { FretEE2
1.% ﬁ;p 3# grf ¥o Y o
11202-003 M 2.4 % Féi }b % % : English Site?Specific Main ICF for CMMC_version 8.0_
CIRB 02De02025 Traditional Chinese for Taiwan_02Dec2025

3. L% T4k L3 English Site?Specific pregnancy ICF for CMMC_
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version 6.0 02Dec2025. Traditional Chinese for Taiwan 02Dec2025

1. # ‘,’TTF THREFES wy o

2. % % : Final Version 4, Date: 13 August 2025

3P AL TRy 4% 02025 £ 87 13 p

4. ¥ = & : Final Version 4, Date: 13 August 2025

5. i%RERT % : ID-064A301_SIL-ICF Main v3.1_ 28Aug2025, Core_T,
TWTraditional Chinese v3.0, 14Nov2025_Site 4800 CMMC

6. XL F %I FRE 12 1 ID-064A301_SIL-ICF Pregnant Women
v3.0_11Aug2025, Core, TW Traditional Chinese v3.0_14Nov2025_Site 4800
CMMC

7. A F#F 4 Ep o Version 16 -August 2025

8. %344 £ : Version 6, 07Jul2025, Casebook Version 7.1
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1 R {#%P11 20272372 31p -

2. R L #E%LEPF o7 ®2 1 d BeiGene (Taiwan) Limited 25 BeOne
Medicines (Taiwan) Limited -

11208-011 | . .. |3 XHEFFLE . o
CIRB Ty (1) BGB-A317-290-LTE1_Treatment Specific ICF for Tislelizumab (BGB-A317)
and A445 Global v1.0_Taiwan v1.0_Site 886009 v1.3_10Nov2025 CN

(2) BGB-A317-290-LTE1_Treatment Specific ICF for Tislelizumab (BGB-A317)
and Zanidatamab (ZW25)_Global v2.0_Taiwan v2.0_Site 886009 v2.1_
10Nov2025 CN

lLiggaEp:
(1) RO4877533 ACTEMRA, RoActemra (tocilizumab) IB - Version 27, dated
11200-L01 | o, 29-5ep-2025 .
CIRB #BEP | (2) RO0452294 MABTHERA/RITUXAN (RITUXIMAB) IB - Version 32, dated
25-Sep-2025
(3) RO5541077 Polatuzumab vedotin (formerly DCDS4501A) IB - Version 17,
dated31-Oct-2025
1.Code-BreaK 202 ## #£it : CodeBreaK 202 Activities Overview V3.0,
20Jun2025_Traditional Chinese Translated from English to Traditional Chinese
11210-L02 343 on 07Jul2025 by Linguitronics Co., Ltd.
CIRB 7| 2.GP final Letter : 20190341 GP final Letter_v3, 20June2025 _Traditional Chinesg
Translated from English to Traditional Chinese on 07Jul2025 by Linguitronics
Co,, Ltd.
1B &x4F2 £
(1)D6970C00002_PROD_V1.0_24NOV2023_AM: UNIQUE
(2)D6970C00002_PROD_V2.0_02AUG2024_NK: UNIQUE
11211-009 o (3)D6970C00002_PROD_V3.0_05SEP2024_AM: Annotated Tr!al Des!gn
CIRB &% | (4)D6970C00002_PROD_V4.0_27SEP2024_AM: Annotated Trl_al De5|_gn
(5)D6970C00002_PROD_V5.0_21JAN2025_AM: Annotated Trial Design
(6)D6970C00002_PROD_V6.0_25MAR2025 AM: UNIQUE
2.2 4% A £ p 1 |nvestigator’s Brochure Baxdrostat (CIN-107) Version 7.1, 01
October 2025
1. A7 7 DR R T 4 o
2. R 2kt ekl 1314 A (R 1500 4 ) > £ HFE Ak B oo
3. ¥+ % % : MK-5684-004-08, 17-SEP-2025
4. ¢ 2 ff & : MK-5684-004-08_Chinese Synopsis_17-SEP-2025
113&?;'315 =% |5 #+#=& : MK-5684-004-08_English Synopsis_17-SEP-2025
6. Tesk#%k < FE P L F  TWN_MK-5684-004_AMO03_v.3.00_ CMMC

_02DEC25
7. FHMRTEER LT TWN_MK-5684-004_v.01_ Optional-Limited
Screening CMMC 02DEC25
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3.3+ % # : D6402C00012_Clinical Study Protocol_Version 3.0 Date 21 Jul 2025
4.¢ < 4£ & : D6402C00012_Synopsis_Version 3.0, 21Jul2025 _Traditional
17 | 1303010 oy Chinese_21Aug2025
CIRB ; inese_21Aug
S.EXfEE D6402C00012 _Synopsis_Version 3.0, 21Jul2025
6 %3 H F L 3F  D6402C00012_CMMC_Main ICF_V2.0, 200ct2025
igF 4 < p : |nvestigator’s Brochure balcinrenone and balcinrenone/
dapagliﬂozin Edition 9.0, 20 Aug 2025
8. B kw4 £ ¢
(1) D6402C00012_PROD_ V5.0 02MAY?2025_SS: Uniques
(2) D6402C00012 PROD V6.00 09SEP2025 NAT: Unigues
18 11308-L03 | i (F7#) 1 45 4 £ p 1BAY 2433334 Investigator’s Brochure V9.0: Validity Extensiony
CIRB ' to 16DEC2026 _19Sep2025
AL 4Ep D BAY2927088 V5.0 170ct2025
19 ll?éii!;—léos IEFF (2. LREEHR ;édﬂ" F & 2 : Study 22615, Protocol V2.1, Core ICF V6, Taiwan Corg
PI/IC V1, CMMCLY V1.0 16Dec2025
Rt ek hop B 74 (500 ) 2 G i R FTRN(500 £) 0 & F1ATER 3 B g B
20 | 11312-001 | #Hf=2 f"‘% Mo mZEANER RL{FFEEFRTHEjEET 20000 £ -
1L my3d2: 843, p#i 2025121
¥k 1l xR Z o B A s 20 PR AT ERITE T30
21 11312-002 ) %= 1= 2.2 7#F ki 3 ¢ Chinese Version 3.0, dated 05 Dec. 2025
1.:+% % : Protocol 77242113PSA3002 Amendment 3, Date: 15 October 2025
2.9 < 4F & 1 77242113PSA3002 protocol synopsis_ amendment 3, date:
15/0ct/2025_Chinese
# 2 & : Protocol 77242113PSA3002 Amendment 3, Date: 15 October 2025
4. ;é%‘ F R % @ 77242113PSA3002 CMMCYK Clinical ICF_Version 7.0, Date:
11401-016 .
22 CIRB e 09/Dec/2025
5.1 %3F 2 4 : 77242113PSA3002 Version 4.00 080CT2025 - All Forms
6.:85% S0 X 7 dp st 77242113PSA3002-CTT12 INT-2 Version 2.0,
O4Sep2025 TWN_130ct2025
7.% ;éﬂgf P& i + @ 77242113PSA3002 Emergency Contact Card _Version 2.0,
Date: 23-Oct-2025 Traditional Chinese
Lok L3 2026 # 03 * 17 p » Buegpem g #23 2027 # 03 * 17 p o
. e |23F F tversion:2 & & 2025 & 12 7 18 p
23 | 11403008 | R 3. ..igmw iuckic  p ¥ 2025/12/18
4.3 < 3+ F 4 & : Second edition p #p: 2025/12/18
1.4 # 4 £ pversion 15.0 25 Jul 2025
2. RAFL A
24 11@?‘;’307 F=F | (1) V7.00 PROD RZ 30JAN2025
(2) V8.00 PROD RZ 04JUN2025
(3) V9.00 PROD RZ 11SEP2025
LoATHFa I A4 4 3R F I S RTH L B 4
2. B F%ErLIT 2028 & 11 7 28 p o
25 11406-007 o 3. *% % Protocol : v7.0, 2025/10/20
CIRB “ 77 |4, ¢ < 3 & Chinese Synopsis : v7.0, 2025/10/20
5.
6.

& < 4§ & Synopsis : v7.0, 2025/10/20

%32 % CRF : v7.0, 2025/11/6
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1.:+4 % : D7960C00015_Clinical Study Protocol_V\ersion 2.0, 15 September 2025

2.7 < 4£ & 1 D7960C00015_Synopsis_Version 2.0, 15 September 2025_Traditional
Chinese_160ct2025

JEHFL D7960C00015 _Synopsis_\ersion 2.0, 15 September 2025

4.2 éi‘ F & % : D7960C00015_CMMC_Main ICF_Version 2.0, 14Dec2025

5.4 3% 4 £ p @ Edition 4.1, 13 August 2025

6.1 %3¢ 2 % : D7960C00015_PROD_V2.0_08JUL2025 PM: UNIQUE

7.38 42+ @ Study participation card, v2.0, 17 Sep 2025_Traditional
Chinese 120ct2025
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1.:+% % : MK-1022-016-01, 02-SEP-2025
2.7 % 4 & : MK-1022-016-01_Chinese Synopsis_02-SEP-2025
3 E2 fE & MK-1022-016- 01 _English Synopsis_ 02-SEP-2025
4.5 STk #5%Z 2 F L3 0 TWN_MK-1022-016_v.01_CMMC_03DEC25
5.4 4 A £ Patritumab Deruxtecan (HER3-Dxd/MK-1022) Investigator’s
Brochure, Edition Number: 13.0, Date: 19 Sep 2025
6.2 %t =  MK-1022-016_MTB_APAC_Traditional Chinese_TWN_V00.1_|
23SEP2025
TRTHE 2
(1)a ¥+ £ i 3 Clinical Cover Letter for Patritumab Deruxtecan (MK-1022)
(HERS3- DXd) Investigator’s Brochure Edition 13.0, 25 Sep 2025
(2)eCOA FH iz X *3=H#P  Chinese (Taiwan) V1.0 11-Apr-2025
(3 F 127 55 (ILD)/ % e B 45 e*;x * May 2024 [TWN-ZHO]
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(1) D702AC00001_Version_3.00_16MAY2025: Unique
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(1) 2+ Rsstkipldp s 47§ 45 1 D702AC00001_ %~ + %3551 1.0_p # : 2025
#7125 p_TW-zhTW

(2 #FLp 577 %55 : DT02AC00001_*< A %L 0 1.0_p #p : 2025 # 7 *
25 p _TW-zhTW
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F & % : CA240-0029 Site (0114) Main ICF V4-1-1 24-Dec-2025
F & % @ CA240-0029 Site (0114) Pre-screening ICF VV1-2-1 24-Dec-2025
# ¥ k&3 © CA240-0029 Site (0114) Pregnant Participant ICF V1-1-4

4.1 %48 £ % : CA240-0029 Subject Case Report Forms Init.005_17JUL2025_LK
- UNIQUE

5.:8% %8 FET + : CA240-0029 Study Participant Alert Card _Study version
2.0 dated 30Sep2025
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2. *i 2 :8951-CL-0305_ Protocol_Amendment 1, 05 AUG 2025

3. r’ 2 #ﬁ £ :8951-CL-0305_ Protocol Synopsis_Amendment 1_05 AUG 2025 _
Traditional Chinese

4. & < 4§ & :8951-CL-0305_ Protocol Synopsis_Amendment 1_05 AUG 2025_

English
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(1) 8951-CL-0305_Main ICF_Master V2.0_12Aug2025, Taiwan V2.0_site 88606
(CMMC-LY) V2.0_19Nov2025_ Traditional Chinese

(2) 8951-CL-0305_PreScreening activity ICF_Master V2.0_ 12Aug2025, Taiwan
V2.0_site 88606 (CMMC-LY) V2.0_ 19Nov2025_Traditional Chinese

(3) 8951-CL-0305_Pregnant Partner ICF_Master V2.0_ 12Aug2025, Taiwan
V2.0_site 88606 (CMMC-LY) V2.0_ 19Nov2025_Traditional Chinese

(4) 8951-CL-0305_Post Progression Tumor Tissue Sample ICF_Master
V2.0_12Aug2025, Taiwan V2.0_site 88606 (CMMC-LY)
V2.0_19Nov2025_ Traditional Chinese

(5) 8951-CL-0305_PGx ICF_Master V2.0_12Aug2025, Taiwan V2.0_site 88606
(CMMC-LY) V2.0_19Nov2025_ Traditional Chinese

6. 2 ¥ £ £ p; Zolbetuximab_Investigator’s Brochure Edition 9.0, 14 Aug 2025

7. IDMC Charter: IDMC Chater V1.0 16Jun2025
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1 (7)) T~ pedh X 4 F L F - D7029C00001_CMMC_Randomization
ICF_\ersion 2.1, 28Nov2025

2. T %4F4 % : D7029C00001_PROD_V2.0_03JUL2025_JK: UNIQUE
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(A7#)EORTCIL172 R ¥ & + F o £ B : EORTC IL172_V1.00, 04/09/2025

(A7) EORTCIL379 K ¥ ¢+ % w # B : EORTC IL379 _V1.00, 04/09/2025

(#73#) EORTCIL380 K ¥ %+ % w # B : EORTC IL380 _V1.00, 10/09/2025

(373 ) EQ-5D-5L R K ¥ ¢+ % & £ B : EQ-5D-5L Mobile_V1.00,
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8. (A7 H) EFHE LA PFHWE & - HE L
V1.00, 04/09/2025

9.(FrH) EREHB W R - REREN S
Status_V1.00, 04/09/2025

10. (A7) B fickh < R FEWE 4R £TF 56 £ K  PGI-TT_V1.00,
04/09/2025

11. (#73) NCI-PRO-CTCAE # ¥ %+ % & # B : PRO-CTCAE HCC01_V1.00,
04/09/2025

12, (F73#) L4845 - fE=% 487 2K XT3 %5 £ K :PROMIS Item Bank
v2.0- Physical Function-Short Form 8c 7-Day_V1.00, 04/09/2025

13, (373) gk E B ¥ 5 4 5 £ B Pulmonary Symptom Tracker_
V1.0, 02.08.2024

14, (Gr3) Wit EpMREHFET 335 28 : GI-TOX _V1.0, 24.07.2024
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