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1 10303-L02 Tpi | “,f.f—ﬂ;g AR TIPRE o
2 10303-L03 ISPy O WSEFAT AR 2E o
3 10610-L05 | #HEF3 | {#% W15 2026 # 67 30 P -
4 10703-009 T e | AR T LT 2024/12/31 -
5 10807-007 Trhedr AL B AR F R e
N (Fr#) ¥ % 3 ¢ Dear Investigator Letter Survival Follow-up Back to
6 10811-L01 a2 Ei\%ery 12 Weeks 06Feb2024
1.% { #F%¥Pr11 2028« 12 31 p -
2.3*4 % : D9106C00001_Clinical Study Protocol _Version 6.0, 11 Dec 2023
7 10902-L03 MpLg> (3.7 2 4g & : D9106C00001_Synopsis_Version 6.0, 11 Dec 2023_Traditional
Chinese_ 19Jan2024
4.% < 4 & : D9106C00001_Synopsis_Version 6.0, 11 Dec 2023
1% { #4213 20256 # 12 7 31 p -
2.8+ -9 W~ p A~ F % 4% Version 3.0, Date 29 November 2023
3.% < 4 & : D933GC00001_Local Synopsis_ Version 3.0, 29Nov2023
4.7 < 4f & : D933GC00001_Local Synopsis_ Version 3.0,
29Nov2023_Traditional Chinese_ 19Dec2023
5.8 4 XRFHw®mAPwE kLT - DI33GC00001_CMMC-LY_Main
8 10902-L04 | ki ## ICF_Version 12.0, 26Mar2024
6.2 4 4 £ Durvalumab(MEDI4736) : Edition 19, 11 September 2023
T BEFL L
(1)Non-Annotated : D933GC00001_Version 10.0_07FEB2022: ATD
(2)Non-Annotated : D933GC00001_Version 11.00 _27FEB2023: ATD
8HENDFE -3 g ®ip s © Version 21 September 2023
9.(F7H) XFF K S rAMy 1.0 A p #2023 2047 04 p
1LEwH {7813 2028 # 12 7 31 p(H 2026 & 12 ® 31 p) -
2.3+41% IN-US-320-4577_V9.0_20230822
9 10903-L06 s 3.2 E R E V9.0_20230822
4.¢ = 34 & V7.0_20230822
53 3 ¢ &< £ V7.0_20230822
10 10905-008 Mk |Budrii 2025 & 06 7 09 p (& 2024 & 06 * 10 p) -
1.8 3213 20254 309 -
2.3 4F A4 L p o
(1) AB154 Edition 7.0, 08 November 2023
(2) AB928 Edition 14.0, 18 January 2024
3ATH{ 2
11 10905-L05 | + ¥ B (1) Domvanalimab (AB154)3 & & & & > 4 4R 2 8 FF il 4ofg 2
( Domvanalimab (AB154, GS-0154) Notification of Change of
Domvanalimab Annual Reporting Period 07 November 2023)
(2) 3% % /&4 1 & Protocol Administrative Letter #10_04Jan2024
(3) i 4F 4 £ 3 L4 ABL54 IB v7.0 Note to File-Memo_09 January 2024
(4) #2% B 2 13 2 ARCUS_Study Extension Letter_09 January2024
12 10908-L04 HEG |LR{F%KAFHLL22028& 6" 30p -
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4.3+ % % Protocol:D967VC00001_ Clinical Study Protocol_Version 4.0, 05 Oct
2023
5.7 < 4 & Chinese Synopsis : D967VC00001_ Synopsis_Version 4.0,
050ct2023_Traditional Chinese_300ct2023
6.% < 4 & English Synopsis : D967VC00001_ Synopsis_Version 4.0,
050ct2023
7.2 # 4 £ p Investigator’ s Brochure : Edition Number10.0, Date: 10 Oct
2023
B3 A XRFHME P ERRFTERLE
D967VC00001_CMMC-LY_Pregnant Partners ICF_Version 2.2, 05Mar2024
9.37H < i
(D)ipsk % = W0 3 % p i % ;éé,g‘ ¢ % % Part-2 Main ICF:
D967VC00001_CMMC-LY_Part-2 Main ICF_Version 1.1, 18Mar2024
(2)3kzk % = VA I E Rk w2 L3EH b L 3 pre-screening ICF:
D967VC00001_CMMC-LY_Part-2 pre-screening ICF_Version 1.1,
18Mar2024
1.2 # 4 £ p o Trastuzumab deruxtecan Investigator’s Brochure Edition 10.0,
100ct2023
13 11002-002 B EE |2, %384 4 18DEC2023 HM PROD - Unique
3.(F7T#) A #F £ i = Memo_ICF reconsent guidelines for PA2_11Nov2023
4.5 NEM L L ATk R L
LRLARZZH 9~ #8518 4
2.3*4 %  Protocol DS1062-A-U301 Version 5.0, 09 Oct 2023
3.® ¢ & . Protocol DS1062-A-U301 Version 5.0, 09 Oct 2023
4.7 > fF & 1 ¥4 1 DS1062-A-U301 s+ 5.0-2023 & 10 * 9 p
14 11003-L01 3o 5.% ;fwf'f F & % : DS1062-A-U301_Main ICF_
Taiwan_8802_V5.1.2_01Apr2024 TCH
6.4 % 18 R E WP G F R £ 3 1 DS1062-A-U301_Pregnant
Partner ICF_Taiwan _8802_V2.2.2_29Jan2024_TCH
7.2 3 4~ £p ¢ Dato-DXd Investigator’s Brochure Edition 7.0, 20 Mar 2023
8.0 & Y@M E 2022/2/25
145 vp A2 ) SETLE A % (BERR) ©
2.:33% 4 % : Protocol MO42541, Version 6, dated 23-Feb-2024
3.7 < 4§ & : MO42541 Protocol synopsis - Taiwan Chinese Version 6, dated
23-Feb-2024
15 11005-008 5B 4.% < 4% & : English synopsis in Protocol MO42541 Version 6, dated
23-Feb-2024
5.4 385k % ;iﬁ;‘ F & % : MO42541 Main ICF - TWN Chinese
V6_CMMC-YK V8, dated 15-Mar-2024
6.1 4 4 £ p 1 RO5541267 Tecentrig® (Atezolizumab) IB - Version 20, dated
27-Jul-2023
1. 2 4% A £ Investigator’s Brochure :
16 11005-015 FUEFE (1)Tisleslizumab Investigator’s Brochure Edition 11.0, 17 January 2024
(2)BGB-A1217 Investigator’s Brochure Edition 5.0, 07 November 2023
SEE: N
(1) 20240217_Final DIL_adagrasib studies_severe cutaneous adverse
reactions
17 11008-L05 | tkr## (2) 849-010_MTF_5-FU_precipitate_30Jun2023
(3) 849-010_MTF_Calcium_Folinate_Taiwan_ local_sourcing_18Jul2023
(4) 849-010_MTF_Calcium_Folinate_ APAC_ Central_Sourcing_09Aug23
(5) 849-010 MTF_Fluorouracil precipitate MTF 14Sept23
18 11012-008 MRF R T AR ERE S S PaE (3R -
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1.3*3 % : I3Y-MC-JPEF(d)_Protocol_Approval Date 040ct2023

2.7 % i & : I13Y-MC-JPEF(d)_Protocol Synopsis _Traditional
Chinese_30Nov2023

3.® < £ & : I3Y-MC-JPEF(d)_Protocol Synopsis _040ct2023

4.% ;éiﬁ F & % 13Y-MC-JPEF_CMMCYK_Main ICF_Version
4.1_28Mar2024

5.4 3% 4 £ p 1 Abemaciclib LY2835219 Investigator's Brochure_Approval Date
11Dec2023

20

11104-010

R

b

LA AR 14 B () -

2. H4pL £ ¢
(1)MIG_R10.0_021_190CT2023 VS
(2)MIG_R11.0_022_230CT2023 VS

S(ATH) R F RGO
(1)2 October 2023 _ Protocol versions 2, 3, and 4
(2)2 October 2023 Global Protocol Version 5
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1.3 #5% =% ;é?‘f F & 2 Main ICF :
TWN_MK-3475-158.09.02_CMMC_12MAR24

2.2 # 4~ £ Investigator’ s Brochure : MK-3475 IB, Edition Number: 24,
Release Date:08-NOV-2023

3.(Fr#f)L 4 4 £ p 17 S Letter for IB : Pembrolizumab (MK-3475)
Investigator’ s Brochure Clinical Cover Letter: Edition #24, 08-Nov-2023

4.(FT3E)EH AR B Bk IF £ 3 Optional Recurrent Tissue Biopsy ICF :
TWN_MK-3475-158 v.00_Optional Recurrent Tissue Biopsy
CMMC 16FEB24
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1%L 44 ckiki: 254 (R 15 4) Az 27k A #ch % -

2% TR EL K P L3 (ICF1):D8534C00001_CMMC_ICF1_Version 4.1,
08Mar2024

3FH TR EL Y P L (ICF2):D8534C00001_CMMC_ICF2_Version 4.1,
08Mar2024

4. % ;‘égmﬁ gz 2 AR ETERFRE
D8534C00001_CMMC_Pregnant Partners ICF_ Version 2.1, 08Mar2024

5.a 4 4 £ p 1 AZD9833: Edition Number 6.0, Date : 03 November 2023

6.3 %4F2 £ ¢
(1)D8534C00001_Version 4.00_10APR2023: Unique
(2)D8534C00001_\ersion 5.00_14SEP2023: Unique

7.(373#) AZD9833+ Ribociclib cohort opening for recruitment Letter : 20 Oct
2023
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LATH R L 45 A T L RMEF REF %5?* °

2.% 34 F & % :61186372G1C2002 CMMC Clinical ICF_Version
6.0,Date:01/Apr/2024

3XHEHF I % "4k 61186372G1C2002 CMMC Clinical ICF
Addendum_Version 2.0,Date: 01/Apr/2024

449 % 8k % % 61186372G1C2002 CMMC Pregnant Partner ICF_Version
4.0, Date: 01/Apr/2024

5.4tw F R 3 :61186372GI1C2002 CMMC Withdrawal ICF_Version 4.0,
Date:01/Apr/2024
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2.2 4% A £ p 1 Domvanalimab (AB154) Investigator’s Brochure Version 7.0_
08November2023
3 BEIE A
(1) PROD_15N0OV2022_V2 - GS-US-626-6216_PDF
(2) PROD_27APR2023_V3 - GS-US-626-6216_PDF
(3) PROD_19JUN2023 V4 (7737)_FOR_PDF_ONLY -

GS-US-626-6216 _PDF
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(4) Blank eCRFs_PROD_14JUL2023_V5 - GS-US-626-6216_PDF

E’—%"?‘;TLL;‘F% Pﬁ&ﬂ_

1) % Frnes Péif F % % : GS-US-626-6216 Main ICF

V7.0_Taiwan Tradltlonal Chinese_Site 23985_Dr. Kao_16Apr2024

() imiR & i gik R F: Study GS-US-626-6216 Taiwan_CMMCLY_Dr.
Kao_Partner Pregnancy Follow Up Consent Form Version 1.1.3 dated
16Apr2024 [Chinese] based on Master Partner Pregnancy Follow Up
Consent Form version 1.0 dated 07Mar2022

(:EHE M AT 2% F £ 3 Study GS-US-626-6216
Taiwan_CMMCLY _Dr. Kao_Optional Genomic Substudy Informed Consent
Form Version 1.1.4 dated 16Apr2024 [Chinese] based on Master Optional
Genomic Substudy Informed Consent Form version 1.0 dated 07Mar2022

(4) & 12 #0% B & % 1 Study GS-US-626-6216 Taiwan_CMMCLY _Dr.
Kao_Optional Consent for Treatment Beyond Disease Progression Version
2.1.3 dated 16 Apr2024 [Chinese] based on Master Optional Consent for
Treatment Beyond Disease Progression version 2.0 dated 25Apr2022

SATHH# 2 i

(1)Notification of Change of Domvanalimab Annual Reporting Period
07Nov2023

(2)Clarification of Method of Administration in ZIM (AB122) IB Ed 8
18Aug2023

(3)Note to File: Correction to Domvanalimab (AB154) Edition 7.0,
08Nov2023
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PR

1%%&;%" FA R R rﬁ%i%ﬁéw o
2P AL KLY “E, % 1 D926NC00001_CMMC-LY_Main ICF_Version
3.1, 27Mar2024
3.€§,5§%€§jﬁ‘f§’gfifi'f5i$‘?ﬁ%?ﬂ;F\-‘i :
D926NC00001 CMMC-LY Pregnant Partners ICF Version 1.2, 27Mar2024
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R
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2.% Ff:vﬂ R 3% (F%5% 1) :D7987C00001_ CMMC_Main ICF_Version 4.0,
11Apr2024

3.5 4 kL F(F 7= 2) - D7987C00001_ CMMC_Sub-study 2 Main
ICF_Ver5|on 3.0, 11Apr2024

AFREIFHFPE P O ARRTALR LS

D7987C00001_CMMC Pregnant Partners ICF_ Version 3.1, 11Apr2024
TRV ECE SEE # 4 P & 3 : D7987C00001_ CMMC_Treatment Beyond
Progression Addendum ICF_Version 3.1, 11Apr20244

6.a4Fs £p

(1) MEDIS5752 Investigator’s Brochure Edition 6.1 13Jan2024

(2) AZD2936 Investigator’s Brochure Edition 4.1 26Feb2024

7.t F2 1 Version 2.0 dated 25 Jan 2024

8.(F7H) kl&f* ZH-TW =4 1.02024 & 02 * 12 p

9.(F73) /_B_/F o

(1) 24Nov2023

(2) 27 Feb 2024
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11203-014

&
M
p

1.;*i % : Version 7.0, 15-December-2023
2.7 2 & % 7.00%

3.& <L Version7.0

4. kAR 4 4

(1) Final 10.0 07-Sep-2023
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(2) Final 11.0 28-Sep-2023
5.3 # 4 £ Version 10, November 2023
6.1 % ;é*‘%}‘ &3 :PVT-2201-301 42-101 CN main ICF V5.0 14Mar2024
7.(R7#) PVT-2201-301_Patient Tote Bag_V2.0/030ct2023
8.(F7#) B i@ |PVT-2201-301| % 1 #

32

11203-L05

LS &

LY 23kdch Adkcs 490 A (B350 4 )0 AR ABjek L #H % -
ATH FAIP L 45 A ik R MR T F T
3.2+ % £ : Version 5.0/Date 28Nov2023
4.7 >4 & % 50 5% p#:2023 £ 11 " 28 p
5.% < 4 & : Version 5.0/Date 28Nov2023
6.ANNEX TO PROTOCOL of Toxicity Management Guidelines (TMGs) for
Durvalumab and Tremelimumab dated 21 September 2023
123 H R 3
(1)264659_ D9077C00001_Global Model ICF_ Main ICF_Version
7.0_30N0ov2023 264659 D9077C00001_TWN Model ICF_Main ICF_
English _Version 4.0_11Dec2023 264659_ D9077C00001_TWN Chao-Hsun
Chen _Main ICF_ Traditional Chinese_Version 4.0_ 19Mar2024
(2)264659_ D9077C00001_Global Model ICF_ Pregnant Partners
ICF_Version 5.0_30Nov2023 264659_D9077C00001_TWN Model
ICF_Pregnant Partners ICF_English_ Version 3.0_12Dec2023 264659 _
D9077C00001_ TWN Chao-Hsun Chen_Pregnant Partners ICF_ Traditional
Chinese_Version 3.0_19Mar2024
8.i¥FsiLp:
(1)Investigator's Brochure_Durvalumab (MEDI4736) : Edition 19, 30 April
2023
(2)Investigator's Brochure_Oleclumab (MEDI19447) : Edition 10.0, 06
November 2023
9.1 %3F £ 4 : D9077C00001 RR9 PROD v10.0 - Unique, 17 Nov 2023
10.8 8 < i .
(1) % a#su)+ Subject ID Card:3t 5 %< &~ %%.5.0, % 4 »cp 12023 &
11 » 30 p
(2)264659_Dental Kit Instruction Leaflet_ 20240105 V1.0
(3)264659 Oral care kits sample 20240105 V1.0
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11204-006

LR34 4 FAL®B RWL % &5 (EndurAnt Stent Graft system) #fpe
L EE A fe Ry L % (ExcluDer endoprosthesis) @ — 38 >3k ~ % pE
Mo~ RS e e B B ) 9T % (ADVANCE #5% )

(2)# = ¢4 : EndurAnt Stent Graft system vs ExcluDer endoprosthesis: a
global, prospectiVe, rANdomized Clinical trial in sac rEgression (ADVANCE
Trial

2.%13)%5%)?—!? T3 2031 & 12 % 31 p o

SHLFPMcZ#H,: 0604 (R45 1) Az 23k ki B o

4.3+ % 2 Protocol : Version 3.1, Date:13Sep2023

5.(373) 3+ % 2 /45 Protocol Addendum: Version 1.0, Date: 26Jul2023

6.7 < 4 & Chinese Synopsis : Version 3.1, Date:13Sep2023

7.3 % % & English Synopsis : Version 3.1, Date:13Sep2023

8.% ;éﬁﬁ F % % Informed Consent Form : Version 2.0, 2024/03/11

9.1 % #F £ 4 Case Report Form : Version 4.00, Date: 09FEB202

34
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LOATH{ #1354 8 R e F F o

2. XFEFLE

(1)4 3#% : Site ICF - Dr.ChenSW - Main ICF - \ersion4.1.2 -
12Apr2024 - Traditional Chinese based on GS-US-592-6238 TAIWAN
Main ICF Version 4.1 dated 030ct2023 Traditional Chinese based on Master
Main ICF version 4.0 dated 30Aug2023

(2)7g & ¥ : Site ICF - Dr. Chen SW - Pre-Screening ICF - \ersion

2.1.2 - 12Apr2024 - Traditional Chinese based on GS-US-592-6238
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TAIWAN Pre-Screening ICF Version 2.1 dated 030ct2023 Traditional
Chinesebased on Master Pre-Screening ICF version 2.0 dated 30Aug2023
(3)2 * /5% : SiteICF - Dr.Chen SW - Crossover ICF - Version
2.1.4 - 12Apr2024 - Traditional Chinese based on GS-US-592-6238
TAIWAN Crossover ICF Version 2.1 dated 02Nov2022 TraditionalChinese
based on Master Crossover ICF version 2.0 dated 08Sep2022
(4)# =R 2 i g Site ICF - Dr. Chen SW - Partner Pregnancy Follow
Up ICF - Version1.1.3 - 12Apr2024 - Traditional Chinese based on
GS-US-592-6238 TAIWAN Partner Pregnancy Follow UpICF Version 1.1
dated 02Nov2022 Traditional Chinese based on Master Partner Pregnancy
Follow Up ICF version 1.0 dated 130ct2021
1.3+ % 2 : Protocol LG-GDCLO010 Version 4.0 13 November 2023
2.% < 4 4 & : Protocol LG-GDCLO010 Version 4.0 13 November 2023
3.% 2 3+ 4 4 & : Protocol LG-GDCLO010 Version 4.0 13 November 2023
4 5TRR %2 F L4 260461 LG GDCLO10_Global Model ICF
Main_Version 3.0_12Jul2023 269461 LG GDCL010_TWN Model
ICF_Main_English_Version 3.1 11Jan2024 269461 LG
GDCLO010_TWN_Hung-An Chen _Main_Traditional Chinese _Version
35 11205-015 Rz 3.1 29Mar2024
5.A7H = 2
(1) EURELIA letter for investigators: Date: 03Jan2024
(2) Parexel _LG-GDCLO010 Patient Global Assessment eCOA Handheld
Screenshots: Screenshot Document Date: 27-4, * -23 Screenshot Document
Version: v1.0
(3) HAQDIT eCOA Handheld Screenshots: Screenshot Document Date: 27-4,
% -23 Screenshot Document Version: v1.1
LATHE R o 245 4 B B AL ﬂi%ﬁi%éﬁ o
2.2 #F 4 £ p 1 KIX839 Investigator’ s Brochure Edition 17, 05-Dec-2023
3.1 %3F £ 4 1 CKIX839D12302_09AUG2023 (PROD) - Unique, 10 Aug 2023
. 4% FEFFLE 1 V01.01.02.05_M_1608_18Mar2024_CMMC
36 11205-016 R+ 5.4 ."ﬂ;‘ T X#F P &3 ¢ V00.00.01.06_PG_1608_18Mar2024_CMMC
6.1 %2 i i ¥4 B & 3 © V00.00.00.04_PRE_1608_18Mar2024_CMMC
7.(F7#) A4+ 7 3 Leqvio-Appendix 1 - Clinical Investigator - Trial
Letter - Final_21-Nov-2023
37 11205-017 HE® [FHATHEEE EZ2
38 11205-019 Ry [B a3 2025/5/31(k EBk P *1 3 2024/05/31) -
39 11206-008 Py |[Barz #r2:2028 £ 06 7 01 p (Ridsk#pr:2024 # 06 * 01 p) -
1.5% { Jck# i 10000 ~ (/& 1000 +)
40 11206-015 EHoxr 22373 30F tversion:4 & &~ 2024 £04 7 11 p
3.0 2P dE & A VA p P 2024-04-11
41 11208-004 | B EE | ATHATL AR F I SRR3R o
VAR
(1) Advocacy Letter, 15 Dec 2023 [V02 TWN(tc)01]
(2) Informed Consent Guide, 15 Nov 2023 [V02 TWN(tc)]
(3) Patient Brochure, 15 Nov 2023 [V02 TWN(tc)]
42 11208-L01 B < (4) Patient Poster, 21 Nov 2023 [V02 TWN(tc)]
(5) Patient Study Guide, 15 Nov 2023 [VO2TWN(tc)]
(6) Patient Welcome Letter, 21 Nov 2023 [V02 TWN(tc)]
(7) Thank You Card, 13 Feb 2023 [V01 TWN(tc)]
(8) Visit Reminder Card, 16 Mar 2023 [V01 TWN(tc)]
L |LEFER ERA 02 pHp o 2024/04/01
43| 11209001 | RS b by doa/p 2024008725
44 11209-004 JFRE [FTHAT R I 3 A e o
45 11209-009 R, 1. 3+ % % : MK-0616-015-05, Date: 16-JAN-2024

2. ¢ < 4§ & : MK-0616-015-05_Chinese synopsis_ 16-JAN-2024
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3. ® % 4§ & : MK-0616-015-05_English synopsis_ 16-JAN-2024
4. B R4 £:V2.0, 09-JAN-24

5. LDL-C & B2+ % : Version 2, 25-Jan-2024

6. ipskLFER LY ¢
TWN_MK-0616-015_AMO01_v.1.00_ CMMC_11MAR24

7. EBRBEALEERFLE
TWN_MK-0616-015 AMO1 v.1.00 Optional-Limited Screeni

LATH{ P e 245 4w e MR e F F T e
Zﬁﬁﬁki%:

(1)a #5% : Site ICF - Dr. Chen SW - Main ICF - Version 6.1.3 -
12-Apr-2024 - Traditional Chinese based on GS-US-592-6173 TAIWAN
Main ICF Version 6.1 dated 05Dec2023 Traditional Chinese basedon Master
Main ICF version 6.0 dated 28Nov2023

(2)3g &% : Site ICF - Dr. Chen SW - Pre-Screening ICF - Version
2.1.2 - 12-Apr-2024 - Traditional Chinese based on GS-US-592-6173
TAIWAN Pre-Screening ICF Version 2.1 dated 190ct2023 Traditional

11210-L01 P Chinesebased on Master Pre-Screening ICF version 2.0 dated 30Aug2023
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