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5.4 4% 4 £ p :Edition Number: 13, 20-Feb-2023, Released Date: 20-Feb-2023

6.% ;éﬂgf F % % :TILD-19-07 Main ICF V7.0TWN2.0-07911v2.0 (09Nov2023)

7.(F7#) B % T4 # B: WPAIL:PSA_eCOA Tablet_Traditional Chinese
(Taiwan) v1.00, 31Jan2023
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3% ;é—‘F‘f = % % : Study 21136 V6.0, Taiwan core PI/IC v1, CMMC core PI/IC:
v1, 03Nov2023
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2.0 SRR ;?}Aﬁ F & % : MO42541 Main ICF - TWN Chinese
V5 CMMC-YK V7, dated 27-Nov-2023

SEBMPFT AP RUBITRFHFE/A M EF L E - MO42541 RBR
ICF - TWN Chinese V2_CMMC-YK V3, dated 27-Nov-2023

ARG EEFTNRY 2 G 2 iER L3 - MO42541 PPAF - TWN
Chinese V1 CMMC-YK V2, dated 27-Nov-2023
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1.2 # 4 £ p Mosunetuzumab (RO7030816):Version 9, April 2023
2.(*73#) Protocol Clarification Letter:09Jun2023
3.(#73%) Survival Follow-up Schedule:09Jun2023
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1.2+ % £ :J2J-OX-JZLC Clinical Protocol (d), Approval Date 31-Jul-2023

2.7 % iF & . J2J-OX-JZLC Protocol (d)_Synopsis_ Traditional
Chinese_29Aug2023

3.% % 4 £ :J2J-OX-JZLC Protocol (d)_Synopsis_ 31Jul2023

4.% 34 k& F 1 J2)-0X-JZLC_CMMCLY_Main ICF_Version
5.1 28Nov2023

5.4 # 4 £ Abemaciclib LY2835219 Investigator's Brochure, Approval Date
19-Jun-2023

6.(A73)i 4F 4 £ p T & 17 3. ABEMA IB Letter and Report 14-Jul-2023
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3.1 3% % #F F & 3 Site Specific Main ICF_7405 CMMC_Version 7.0,
Date 21 Nov 2023_Traditional Chinese for Taiwan

AEE P AFF L Tk L Z:Site Specific Genetic ICF_7405
CMMC_\Version 4.0, Date 21 Nov 2023. Traditional Chinese for Taiwan

5385k % ;éﬂiﬂ" iR & & iE e R 2 : Site Specific ICF for Pregnant Partners of
Study Subjects_7405 CMMC_Version 5.0, Date 21 Nov 2023. Traditional
Chinese for Taiwan

6.2 4% A £ p IB: Enfortumab Vedotin Investigator's Brochure_Edition 12, 21
Feb 2023

7.3+ 4 % ' -Enfortumab Vedotin & 2 ¢ 72 3 51 Dosing Modification and
Toxicity Management Guidelines (TMGs)for Enfortumab Vedotin (ANNEX
TO PROTOCOL) : Version 6.0, 24 May 2023
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TWN_MK-3475-158 FBR_v.03_CMMC_23NOV23
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TWN_MK-3475-158 v.01_Addendum Disease
Progression_CMMC_23N0OV23
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TWN MK-3475-158 v.01 Addendum CMMC 23NOV23
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1. :*4 % : IMMU-132-11 Protocol Amendment 4 dated 09 October 2023
2. ¢ 2 4 & : IMMU-132-11 Protocol Amendment 4 dated 09 October
2023 Synopsis _CH

3. 2 # & : IMMU-132-11 Protocol Amendment 4 dated 09 October
2023 Synopsis EN
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2.1 :x® <~ {42 A Phase Il, Multicenter, Randomized, Open-Label,
Parallel-Arm, Umbrella Study of Avelumab (MSB0010718C) in Combination
with Other Anti-Tumor Agents as a Maintenance Treatment in Participants
with Locally Advanced or Metastatic Urothelial Carcinoma Whose Disease
Did Not Progress with First Line Platinum-Containing Chemotherapy

3.3* 3% # Protocol : Version 3.0, 20 March 2023

4, % < 3 & Chinese Synopsis Traditional Chinese Translation
0fMS100070_0119 Protocol Synopsis, Version 3.0, dated 20 March 2023
Translated on 20Apr2023

5.% < 4§ & English Synopsis : Version 3.0, 20 March 2023

6.5 FF L F ICF:

(1) Main ICF V2.1TWN(tc)1.0-936v1.0 (18Sep2023)

(2) PP ICF V1.0TWN(tc)1.0-936v3.0 (18Sep2023)

7.4 Lp IB:

(1) NKTR-255 IB Edition 4.0, dated 09Dec2022

(2) Avelumab IB Version 13, dated 09Jun2023

R+ BR4R4L 4 eCRF:
(1) ASB version 2.0, October 10, 2022

(2) ASB Version 3.0, May 12, 2023

9.(F7#) -4 % /27 1 3 Protocol Clarification Letter: Protocol Clarification
(Non-Substantial/Minor) - Protocol Amendment V3.0 dated 20 March
2023, Dated 06 July 2023
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2.(37#) A 4% 4 S @ August 7th, 2023
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1.3+ 3% % Protocol: MS202359 0002 Version 5.0 25 July 2023

2.3 % £ & English Synopsis:MS202359_0002 Version 5.0 25 July 2023

3.7 2 4 & Chinese Synopsis: Traditional Chinese Translation of Protocol
Summary of Clinical Study Protocol MS202359_0002, Version5.0 dated 25
July 2023 Translated on 08Aug2023

4. % #F —‘ﬁ B & 2 Informed Consent
Main_V4.1TWN(tc)1.0_305v1.0 (100ct2023)

5.1 % 4F 2 % CRF: MS202359_0002 ASB v7.0 August 16, 2023

6.% ;ﬁ#gﬁ p & MS202359 0002 - PATIENT DOSING DIARY - xevinapantor
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1.3*3 % : Version 3.0, Date: 12-Sep-2023

2.¢ % # & : Version 3.0, Date: 12-Sep-2023

3.% < # & : Version 3.0, Date: 12-Sep-2023

4.% ;é—%‘f F & % @ TW, Main ICF, CMMC, V2, 310CT2023

5.1 %4F 2 4  Version: 2.1, Date: 28-Aug-2023

6.4 s (T 1 L f AAEAFHMR T 2 ¢ (FRR) Version
1.1 (2023/08/22)
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1. i %3r 4 % Version 5.00 Generated On: 01 Sep 2023
2. 4 3% 4 £ p o Edition 15, Date: 29 August 2023
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3.% 3% I & 3 . Version 3.0,dated 07 Nov 2023
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1.3 3 2 :Version 6.0, 22-June-2023
2.9 2 fE &% 6.0%
3.3 < 4 & :Version 6.0
4.1 % 3#H F & 3 (PVT-2201-301 42-102 CN main ICF V4.0 120ct2023
5.5 584 v i
(1)Recruitment Poster: Priovant Therapeutics - The VALOR Study -
Recruitment Poster - 16-Feb-2023 - Traditional Chinese (Taiwan) - V2.0
(2)Study Schedule and Planner: Priovant Therapeutics - The VALOR Study -
Study Schedule and Planner - 14-Jul-2023 - Traditional Chinese (Taiwan) -
V3.0
6.3 X4F2 &
(1)Final 6.0_28MAR2023
(2)Final 7.0_31MAR2023
(3)Final 8.0_01JUN2023
(4)Final 9.0_26JUL2023
T.(R7H) X F ¥ B
(1)Patient letter: Priovant Therapeutics - The VALOR Study - Patient Letter -
30-Jan-2023 - Traditional Chinese (Taiwan) - V2.0
(2)HCP Letter: Priovant Therapeutics - The VALOR Study - HCP Referral
Letter - 21-Aug-2023 - Traditional Chinese (Taiwan) - V3.0
(3)Trifold: Priovant Therapeutics - The VALOR Study -Trifold -
24-FEB-2023 — OUS_no_QR code_Traditional Chinese (Taiwan) - V1.0
8.(#734) Sponsor Letter: PVT-2201-301 PLACEBO JUSTIFICATION
24Jul2023 signed 25Jul2023
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2.% Fé*“" = % 2 : Site Specific Main ICF for 403 CMHLY _version 2.0,
1600t2023 Traditional Chinese for Taiwan

3.4 % &gk R 3 : Site Specific Pregnant Partner ICF for 403CMHLY _version
2.0, 160c¢t2023. Traditional Chinese for Taiwan

35

11205-009

&
M
A%

1 » CRO# i7#% > #%
{f—r s Zﬁi" CROxE‘-

1. j\)J.%);‘—,_—é) I ;@6% J_,_L%tawr‘ \»ﬁ g 2
e e M ogeing ’**'E‘?” 3 e
735k ©

2. L 23 EHKE 550 A (490 A) ARcEEc: 20 A (12 1)
Aalcd il H(mFES L)oo

3. & 2% 1 1IM011247 Protocol Amendment 02 Revised Date: 07-Sep-2023

4. 7 23 F & 1 IM011247 Protocol Amendment 02 Revised Date:
07-Sep-2023

5. &< 44 & 1 IM011247 Protocol Amendment 02 Revised Date:
07-Sep-2023

6. X#¥H kL3 :IM011247 TWN Site 0039 CMMC Main ICF V4-1-1
06Nov2023

7. %8 —*F," * &g (Participant Dosing Instructions) : Version 2.0 Created:
06-Oct-2023

8. %8¢ &4t 4 F(PK) X3 % (Participant PK Appointment Sheet)
IM011-247_Participant PK Card Double-Blind Treatment Period_v2.0 -
FINAL_060ct2023_TCH
i # 4 £ p 1 Deucravacitinib BMS-986165 Investigator’ s Brochure
Version 10, dated 08-Sep-2023
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1% 595k 5% = #H L3 :269461_LG GDCL010_Global Model ICF
Main_Version 2.0_07Dec2022 269461 LG GDCL010_TWN Model
ICF_Main_English_Version 2.2_ 07Feb2023 269461_LG
GDCL010_TWN_Hung-An Chen_Main_Traditional Chinese_\ersion
2.5_310ct2023
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2.3*% 2 : Protocol_CKJX839D12302 v01 14Jul2023
¥ 2 4£ & : TW Chinese Protocol Synopsis v01, 25-Jul-2023
# <~ & : English Protocol Synopsis v01, 14-Jul-2023
5 = Fé* f 2 % :V01.01.02.04_M_1608_11Nov2023_CMMC
6. ér]zﬂ R Féﬁ“ F % % :V00.00.01.05 PG 1608 11Nov2023 CMMC
TARZE i BEX ;:é?‘f F % % :V00.00.00.03 PRE_1608 11Nov2023 CMM
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1.2+ 3% % : Protocol Amendment 5.0, 15 May 2023
¥ 2 4 & BGB-A317-290-LTE1 Chinese Synopsis, Protocol Amendment
5.0, 15May2023
3. % 4 & : BGB-A317-290-LTE1 English Synopsis, Protocol Amendment 5.0,
15May2023
4%pERLE:
(1)BGB-A317-290-LTE1 Treatment  Specific ICF for  Tislelizumab
(BGB-A317)_Global v4.0_ Taiwan v8.0_Site 886009 v2.1_020ct2023_CN
(2)(#7# ) BGB-A317-290-LTE1_Treatment Specific ICF for Tislelizumab
(BGB-A317) and Ociperlimab(BGB-A1217) and BAT1706_Global
v1.0_Taiwan v1.0_Site 886009v1.1 13Nov2023_ CN
SRERE= RS
(1)Tislelizumab Investigator's Brochure Edition 10.0, 09 February 2023
(2)Tislelizumab Investigator's Brochure Edition 10.1, 30 June 2023
(3)(#734) BAT1706 Investigator's Brochure: Edition 08, 01 July 2022
6.7 k42 %!
(1)Subject Case Report Forms V7.0 CC8 12Dec2022
(2)Subject Case Report Forms V8.0 CC9 05Jul2023
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2.£3 % F &% * Main ICF VA.0TWN(tc)2.0_ AH7-TW10018v3.0
(160ct2023)

3.4% X gk &% : PPICFV1.0TWN(tc)1.0_ AH7-TW10018v3.0
(160ct2023)
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1234 k&% ¢ C0251006_Main ICF_Taiwan_1126_01Nov2023_TCH
2.(FTH) T + K % # B ePRO : Slate Participant Facing Screen Report Chinese,
Traditional (Taiwan) zhTW, Version 1, 28-Jul-2023
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TWN_MK-0616-015_v.01_CMMC_15NOV23
3.iE# ML HE kX F Optional-Limited Screening ICF :
TWN_MK-0616-015_v.00_ Optional-Limited Screening_ CMMC_15NOV23
4AK2 3 %5 ## 7 F & 3 Future Biomedical Research ICF :
TWN_MK-0616-015_FBR_v.00 _CMMC_15NOV23
5.1 % 4F 2 % CRF: 21SEP2023
6.773 = = :
(S ¥ 5[;)} 5[; FF i3 it ¢ 2 AR (MK-0616-015_Letter to Primary Care
Physician_15-June-23_Chinese-TW)
(2)% 3 oo+ ¢ (MKO0616-015_Patient Welcome Brochure_V1_
15JUN2023_Chinese-TW)
(3)3f H v & +(MKO0616-015_Appointment Card_V1_15JUN2023_
Chinese-TW)
4w Z p 424 (MK0616-015_Visit Calendar_V1_ 15JUN2023_Chinese-TW)
(5) & & Jf “rik fEe2 48 (MKO0616-015_Reminder
Magnet V1 15JUN2023 Chinese-TW)
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(1) 3#%%: Site ICF - Dr.Chen SW - Main ICF - Version 4.2.1 -
08-Nov-2023 - Traditional Chinese based on GS-US-592-6173 TAIWAN
Main ICF Version 4.2 dated 16 Aug2023 Traditional Chinese based on
Master Main ICF version 4.0 dated 21Nov2022
(2)3g & :%: Site ICF - Dr.Chen SW - Pre-Screening ICF - Version 1.4.1 -
08-Nov-2023 - Traditional Chinese based on GS-US-592-6173 TAIWAN
Pre-Screening ICF Version 1.4 dated 16Aug2023 Traditional Chinese based
on Master Pre-Screening ICF version 1.0 dated 02Nov2021
(3)% = ;5% Site ICF - Dr.Chen SW - Crossover ICF - Version 3.3.1 -
08-Nov-2023 - Traditional Chinese based on GS-US-592-6173 TAIWAN
Crossover ICF Version 3.3 dated 16Aug2023 Traditional Chinese based on
Master Crossover ICF version 3.0 dated 22Sep2022
2.2 4% A £ Investigator's Brochure_Trodelvy (Sacituzumab Govitecan),
Edition 12, 19 June 2023
3. A E F A% { i A0z S 3 Administrative Amendment 3 for Protocol
Amendment 1, 01 September 2023
4. FTH{E i 5 & 1 Clarification Memo: Variations in Trodelvy Vial Labels
(180 mg, 200 mg)_20Jan2023

5. #7372 7 & 2. Re: De Novo Patient Enrollment Cap Update_28Sep2023
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