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10711-009 + %% 3% 2 Protocol : Version: 7.0, Date: 29 Jan 2024

Tfcd A Bch KB g5 (7923 2026 # 01 * 30 p -
2.3+ 413 :V1.6,dated:26-Aug-2022

3.# % 3+ 4 4 & :V1.5,dated:02-Sep-2022

4.2 %%k & % :Vv8.0,dated:11-Apr-2023

10805-L04 &

1.% 34 I & 3 : Taiwan Site 30024 ICF v9.0 dated 01Mar2024 (Traditional
Chinese), adapted from Taiwan Country ICF v10.0 dated 22Jan2024
(Traditional Chinese)-Main ICF

10810-L04 FoE 2i8FrEp:

(1)Nivolumab IB_Version 22, date 03-Jul-2023
(2)Rucaparib IB_Version 17, date 30 November 2023
3.(A7:#) 3 F F /27 & X &Protocol Clarification Memo_FINAL_08Jan2024

LE#FHFL % : Taiwan Site 30023 ICF v9.0 dated 01Mar2024 (Traditional
Chinese), adapted from Taiwan Country ICF v10.0 dated 22Jan2024
(Traditional Chinese)-Main ICF

10811-002 B 2aFALp;

(1)Nivolumab IB_\ersion 22, date 03-Jul-2023

(2)Rucaparib 1B_Version 17, date 30 November 2023

3. 3+ % % &7 % & 4 Protocol Clarification Memo_FINAL_08Jan2024
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... |A# AR 30 Dear Investigator Letter Survival Follow-up Back to Every 12
6 10811-003 TR Weeks 06Feb2024
1.2 4% 4 £ p :Edition 7.0, 31Aug2023
2.2 3% R £ :8951-CL-5201_Main ICF Master _V5.5 Taiwan_V7.4_site
88607 (CMMC-LY) V4.3_ 26Feb2024 Traditional Chinese
SEHMHHPHREKT U F R F:8951-CL-5201_ Optional Exit Interview
ICF_Master v1.2_ Taiwan_v1.1_site 88607 (CMMC-LY) v1.2_
26Feb2024 Traditional Chinese
4.% liﬁx %k ZOLBETUXIMAB 3 di3» s i@ Tt & 1 % ﬁrj» M&ﬂ:]t}&v;é
7 10903-L02 o s SHREME_B M % 29 2023 £ 8 7 31 p
5.3 k3dhdpa A 1200 p ¥ 12023 £ 8 7 31 p
6. &R BEFFHAL kA 20 pH 22023 £ 8 7 31 p
TATH 2 i
(1)a 4 4+ £ p 3 ¢ Investigator Site Cover Letter - 1B With RSI
Change_06 Sep 2023
(2)- FARE %; B AAR S r? % Zolbetuximab -
8951-CL-5201 :% 12> ;t
1. 343 %~:1> > p# 1113203 7" 13 p
2. P2 EER KA TS o pH 1132037 13 p
8 10904-004 A B WL RIFEEFRELE &R~ pH 13 £03 7 137
4. X#H F?,s,— sk N pEp t 1132030 13 p
5. %%‘%P"‘ AR TELAHE
1CRO 2@ { &t d "R SHIRIL T AP L5355 % o 8%
;»\"ﬁ LA
2.3*4 % Protocol : Version 5.0, 01 August 2023
3.7 < 4 & Chinese Synopsis : Version 5.0, 01 August 2023
4.% < 4% & English Synopsis : Version 5.0, 01 August 2023
5.4 ¥ % £ p |Investigator’ s Brochure : Capivasertib (AZD5363) Edition 14.1,
30 June 2023
6.%:#4 ¥ & % Informed Consent Form : Site Version Number: 7409_CMMC
9 10905-010 | 5 & #* Main ICF V6.0 Site Version Date: 12 Jan 2024_Translated into Traditional
Chinese for Taiwan_31 Jan 2024
7.% Fée“ PR3 GESMEAFFY F ) Optional Genetic Research Informed
Consent Form Site Version Number: 7409_CMMC Genetic ICF V5.0 Site
Version Date: 12 Jan 2024_Translated into Traditional Chinese for Taiwan_31
Jan 2024
8.% ;éeg,‘ FREGHERR Fée‘f iR & & iw )Pregnant Partners Informed Consent
Form: Site Version Number 7409_CMMC PP ICF V5.0 Site Version Date: 12
Jan 2024 Translated into Traditional Chinese for Taiwan 31 Jan 2024
1.4 4% 4 £ p :MBG453 Investigator's Brochure Edition 9, 23-Nov-2023
10 10906-L02 M = 2.3 ## 4 iz & (Investigator letter):Investigator letter_Termination of
STIMULUS program_11JAN2024
LATHA R E T % PR () -
i ~|2. % % : M15-954 Protocol Version 8.0 dated 14 Nov 2023
11 | 10909007 | & |3, L s . M15-954 Protocol Chinese Synopsis V8.0 dated 14 Nov 2023
4. & < 4 & : M15-954 Protocol English Synopsis V8.0 dated 14 Nov 2023
1. 3+ % % :M20-178 Protocol V6.0 dated 15 Sep 2023
2. ¥ < iF & :M20-178 Protocol English Synopsis V6.0 dated 15 Sep 2023
3. ¢ < 4 £ :M20-178 Protocol Chinese Synopsis V6.0 dated 15 Sep 2023
12 10910-L02 L i |4 445« £ p :Navitoclax (ABT-263) Investigator Brochure Edition19 - 25
August 2023
5. i %34 k& % :M20-178 CMH-LY Main ICF V7.0 (23Feb2024) based on
TW Country Main ICF V7.0 (08Nov2023)
13 10910-L05 2@ 1:+% % V1.6 20231014

2.% % i & VA.0_20231206
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3.¢ = *L%% £ V5.0_20240203
4.5 Fé—*‘ F % % V6.0_20240203
51 % §F # _V3.0_20231206

14
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M
e

1.3+413 : Protocol Version 5.0, dated:26-Sep-2023
2.¢ 2 414 & Version 5.0,dated:04-Jan-2024
3.% % 3> #14¢ & Version 5.0,dated:01-Dec-2023
4534k % : Version 7.0,dated:04-Jan-2024

& % B % 4r £ 4 (eCRF)Version 5.0,dated:26-Sep-2023
6 %‘%i‘g’ FZ O REFAT FEE R LS V10 20231220

15

11004-L05

WRHREAPY D RTLE %BﬂV‘qwuﬁf%iﬁﬁo
2ﬁ?é%ﬁLL2wMW3’M ut 2 #p 5 2027/713 -
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11011-L02

it 2

L34 P& 3F - ONO-4538-113 Main ICF VBTWN(tc)8.0_3007v2.0
(18Jan2024)

2L Lp
(1)Nivolumab Investigator’s Brochure Version 22, dated 03Jul2023
(2)Ipilimumab Investigator’s Brochure Version 26, dated 23Mar2023

3.k ¥ : ONO-4538-113 Main MenuzhTW, Version: 2.0, 27Mar2023

4. RIFL A
(1)Blank CRF : Ver.5.0.0, 28 Mar 2023
(2)Annotated CRF : Ver.5.0.0, 28 Mar 2023

5.(R7#) i 4% £ £ p w44k ¢ Ipilimumab Investigator’ s Brochure Version 26
Addendum No. 01, dated 24Apr2023

6.(F373) #ok L =R 5 S 0 Sponsor letter_Notification for the need of
re-consent, 11May2023

17

11102-013

1.2 4% 4 &£ p : IB Edition No. 18, Date: 29-Sep-2023
2.1 4R £ %:V9.0 21Jul2023 09.0003- _PDF _UNIQUE
3.#73 % ¥ MOR208C310 T w48 Fa 2023 & 10 * 27 p

18

11104-006

LELVRAFA SR FHFF (AP RAFAPHTR 60 RER) -
2.3 4%~ £ p :Insulin Efsitora Alfa [LY3209590] Investigator’ s Brochure
Approval Date: 06-Nov-2023
BRI L £ I8H MC-BDCU Annotated CRF, Date 29Nov2023
4.2 3# 4 b & % 18H-MC-BDCU_CMMC_Main ICF_Version 3.3_08Mar2024

19

11104-009

ﬂEﬁ ] t_wif—rﬂ "_’—-‘C Féﬁﬁf}ﬂﬂd 2024.&
12 7 31 pex i 2026 # 12 % 31 p -

20

11105-010

R S e L A

251 AACEIT A HR 4 AG B AT BN W Rk
2024 & 05 % 27 p > stz #p1 2025 # 05 % 27 p -

3gr et LREER LS A 13 p #:2024/03/27

21

11105-L05

1.2 ;f:wﬁ F % % ICF : Main Informed Consent Form V10 TWN(tc)10.1.0_site
3006 v1.0 (20Feb2024)

22

11106-L06
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1% 3# 4 I & 3 : Participant Information and Informed Consent Form / Site
23985 / Traditional Chinese / Version 8.1.1 / Version Date 29-Feb-2024,
Based on Taiwan / Traditional Chinese / Participant Information and Informed
Consent Form / Version 8.1 / Version Date 09-Jan-2024

2. F A Ep
(1)TRODELVY R (SACITUZUMAB GOVITECAN) Investigator’s Brochure

Edition 12 (19 June 2023)
(2)KEYTRUDA (Pembrolizumab) MK-3475 Investigator’s Brochure Edition
24 (08-Nov-2023)
3.(#73) Pembrolizumab & # 4 £ 7 300 MK-3475 IB-Ed#24_Memo to
Collaborators_14 Nov2023

4.(373) 3% % % 5 EVOKE-02_NTF_Dose Reduction Clarification_

31July2023

23

11109-001

1:°% 2 : V15, 2024/01/23
2% % 3E & :\Ver. 14, 2024/01/23
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11110-L05

Rt &

1B AR edici 104 (R64) ARE 2IRTEcH A 8 o
2.3*% % : D926NCO00001_Clinical Study Protocol_Version 2.0, 250¢t2023
3.7 < 4 & : D926NCO00001_Synopsis_Version 2.0, 250¢t2023_Traditional
Chinese_04Dec2023
4.3 < # & : D926NC00001_Synopsis_Version 2.0, 250ct2023
SHBRTRELFEERFL % : D926NC00001_ CMMC-LY_Main ICF_Version
3.0, 30Jan2024
6. k4p 2 £ ¢
(1)Annotated CRF_D926NC00001_Version 2.0_ 07Nov2022
(2)Annotated CRF_D926NC00001_Version 3.0_ 07JUL2023
TAHEAFE o4 Mg Ripa o
(1)TMG_Datopotamab deruxtecan; Dato-DXd; DS-1062a_Version 3.0, 08
November 2022
(2)TMG_Datopotamab deruxtecan; Dato-DXd; DS-1062a_Version 4.0, 26
June 2023
(3)TMG_Durvalumab and Tremelimumab_21 September 2023
(4)(#7#) TMG_Dato-DXd+Durvalumab+Carboplatin_Version 1.0, 12 Jul
2023
8.2 3% 4 £ p 1 Investigator's Brochure_ Durvalumab (MEDI4736), Edition 19,
11 September 2023
9.(F7#) s B.4p s @ TW-zhTr Version 1.0 17Nov2022
10, A 4% 4 5 .35 24 July 2023

25

11202-011

g A

LN S0 J i sl S ) F 5 BRI R -
2K % 11132 L F FR MR £ 4 A7 Google # ¥ 2.0 2024/2/29

26

11203-004

AP

19 >+ %4 % % A/p H[V30_113 # 03 * 11 p]
23312 R AP R AP V3.0 113 # 03 7 11 7]
BEHEE AL AP Y o 4R A/p H[V30_ 113 # 037 11 7]

27
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Trlsd

i A EMIRTEEIN AT

28

11203-L02

1R L 2t ed#ci 874 A (R 600 ) *FE Aafpitje ki 8 o

2.3+ 4 % @ XL092-303_Protocol Amendment 3.0_31Jul2023

3.7 < 4 & : XL092-303_Protocol Amendment 3.0_31Jul2023_Chinese
Synopsis

4.3 % 4§ & 1 XL092-303_Protocol Amendment 3.0_31Jul2023_EnglishSynopsis

5.1 & g %‘ BAeER ;é—;'{ f+ & % : Taiwan ICF - Wen-Tsung Huang -
Traditional Chinese - 10-Jan-2024 - Version 5.0 - Main ICF based on
Taiwan ICF - Traditional Chinese - 18-Sep-2023 - \ersion 5.0 - Main
based on Global ICF - English - 08-Sep-2023 - Version 5.0 - Main

6.7 ik S8 ¥ 2 A & EE B L F ¢ Taiwan ICF - Wen-Tsung
Huang - Traditional Chinese - 10-Jan-2024 - \fersion 2.0 - Follow-up
of Pregnant Partner ICF based on Taiwan ICF - Traditional Chinese -
23-Aug-2023 - Version 2.0 - Follow-up of Pregnant Partner, based on
Global ICF - English — 01-Aug-2023 — Version 2.0 — Follow-up of Pregnant
Partner

7.4 #F A £ p 1 Atezolizumab IB Version 20_July 2023

8. X3FL 4 ¢
(1)XL092-303_Annotated CRF_V4.0_01AUG2023
(2)XL092-303_AnnotatedCRF_V5.0_240CT2023

9.4 4% 4 i3 n:Dear Investigator Letter: 07 DECEMBER 2023

29

11203-L03

VOB U AT T 81T 2024/12/31 1 o

30

11204-L02

1.3+4% % /&7 7 a3 (Protocol Clarification Letter): November 3, 2023
2. % 4F £ % (CRF):61186372NSC2005 Version 4.03 20DEC2023

31

11205-005

B i 2253 (7 9 '3 2025/04/30 (255 3P L 1 2024/04/30)

32

11205-L03

Tk #% T ERFTIoFH RG] B EER UL - RERD U
2024/04/30 » #x & 2 2_ ) *2:2024/07/13 -
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Sy
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LRIV ELFA LT GFEPI S F o JREEFF AR LA
283 %R % v5.02024/03/18

34

11208-002

E=
-
e

i A £ Investigator's Brochure : v6.0, dated 03-Nov-2023

35

11208-018

(1)
@
2

1. ¢ 2 if &: 21785 FINE-REAL,; Chinese Synopsis; V 4.1 19 Sep 2023
2. %34 F &3 FINE-REAL_Site ICF V1.2 CMMC_20Feb2024 adapted
from Taiwan Country ICF V1.0 25May2023

36

11210-L01

i

1 L AR A 8KkE 244 (R 154) 23f2 Avgstckiicr % -

2. 3+ % % :GS-US-592-6173_Protocol Amendment 2_13 October 2023

3. ¢ <2 4 & : GS-US-592-6173_Protocol Amendment 2_13 October
2023_Synopsis_Traditional Chinese

4. ® < 4 & : GS-US-592-6173_Protocol Amendment 2_13 October
2023 _Synopsis_English

5. % ;é?‘f FR3E:

(1) #= : Site ICF - Dr. Chen SW - Main ICF - Version 6.1.2 -
12-Mar-2024 - Traditional Chinese based on GS-US-592-6173
TAIWAN Main ICF Version 6.1 dated 05Dec2023 Traditional Chinese
based on Master Main ICF version 6.0 dated 28Nov2023

(2)7¢ & :E : Site ICF Dr. Chen SW Pre Screening ICF Version 2.1.1 22 Jan
2024 Traditional Chinese based on GS US 592 6173 TAIWAN Pre
Screening ICF Version 2.1 dated 190c¢t2023 Traditional Chinese based
onMaster Pre Screening ICF version 2.0 dated 30Aug2023

6.2 4 £ £ p : Investigator’ s Brochure Pembrolizumab, Edition 24,
08-Nov-2023

7.DMC Charter: GS-US-592-6173 Data Monitoring Committee (DMC) Charter
_Version 1.0_ 16-Mar-2023

8.(F13) = ;éﬁ E O

(1)GS US 592 6173 _Web Backup Subject Facing Screen Report zhTW_Version
1 17 Nov 2023

(2)Web Backup Subject facing non questi onnaire texts zhTW_v2_09Nov2021

9.(373) = ;iwﬁ Felh- SN

(1)Ascent 04_HCP Letter_Global English_130ctober2023_Amendment 2
\ersion 1.0

(2)ASCENT 04_HCP Factsheet_Global
English_130ctober2023_Amendment 2 Version 1.0

10.(F734) 1 &

(1)Protocol Administrative Amendment 1.0.3 Typographical
Correction_260ct2023

(2)Independent Data Monitoring Committee Recommendation Following
Safety Data Review Meeting on 10 MAY 2023 Protocol Version:
Amendment 1, 08 April 2022_15Jun2023

(3)Pembrolizumab Memo_MK 3475 Investigator Brochure Edition
#24 14Nov2023

37

11211-008

Bl &

133 2% :version:3 & ~ 2024 & 03 * 07 p
2.¢ 2P E L A3 p #:2024.03.07
BEXFHHFR A2 p i 2024.03.07

38

11212-007

i
Iy

1. 3+ 4 % : MK-2870-004-02, 09-NOV-2023

2. 7 2 i & : MK-2870-004-02_Chinese Synopsis_09-NOV-2023

3. &< 4§ & : MK-2870-004-02_English Synopsis_09-NOV-2023

4. & % B2 o B MK ds R 2 B L F o &

TWN_MK-2870-004_v.00_Addendum_Disease

Progression_CMMC_02FEB24

5. B %4F4 % : MK-2870-004, Version 3.0, 16NOV2023

6. 144 £ p 1 SKB264 (MK-2870) IB, Version: 5.0, Effective Date: 08

December 2023

7. RTH e E

(1) EQ-5D-5L i B B* % 23 % R *5ip|%< & : EQ-5D-5L Health
Questionnaire_Version for Interviewer Administration Taiwan

113404 A 11 HE%
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(Traditional Chinese) v1.2

(2) NSCLC-SAQ 3 % < f& - NSCLC-SAQ Interviewer Script_Version 1.0,
18-Apr-2023

(3) %,J"“H% it enEEREEr 9 - Wk (PGIC - LC) :*;H“%H\
PGIC LC Interviewer Script_10-May-2023

(4) 7 R Rtk e A2 R PFEME % (PGIS- LC) 7 3% *‘,5‘ Bk
PGIS - LC Interviewer Script_18-Apr-2023

(B) T AL EEFTR E-F00 30 ¥ 35%(QLQ-C30) :
Telephone interview administration script (QLQ-C30)_Version
3_Chinese Mandarin (Taiwan)

(6) e RFEFHEFH AW RLESTR % (QLQ-LCL3) : Provisional
telephone interview administration script (QLQ-LC13) Version 1.1

39

11212-L05

<k
F
Yk

+ 4 % MK-2870-007-02, 09-NOV-2023

P 2 i &  MK-2870-007-02_Chinese Synopsis_09-NOV-2023

# < 4f & : MK-2870-007-02_English Synopsis_09-NOV-2023
¥ 5 % B ¥ & 2 #® % kB L 3

TWN MK-2870-007_v.03_CMMC-LY_04MAR24

i 4F A £ p 1 MK-3475 Investigator Brochure, Edition Number: 24, Release

Date: 08-NOV-2023

a4 4 2 p o SKB264 (MK-2870) IB, Version: 5.0, Effective Date: 08

December 2023

7. RTH e

(1) 244+ p i35 0 Letter for MK-3475 Investigator Brochure - Edition
#24: 08-Nov-2023

(2) BE7Hus R HEEFA AFETRE - Pu 30 % 3%
(QLQ-C30) % 2.0 %< _Chinese Mandarin (Taiwan)

(3) B & kyra  EQ-5D-5L_Taiwan (Traditional Chinese) v1.2

(@) W Epsard  FRTEPRE TR HRLESTR S
(QLQ-LC13)-QLQ-C30 #-2 % 1.1%

(5) P EF#yrA 1 3 A 2 & 1 Non-Small Cell Lung Cancer Symptom
Assessment Questionnaire (NSCLC-SAQ), Version Date:
18-Apr-2023_Interview Administration Script v1.0

il N =

40

11212-L07

LATH P I 4% Lok § ¢ IR B & 8 227 o
2.3 4R E K20 B $:2024.03.07
1

41

11301-015

e
Q
et

B % 48 2 4 ! Final eCRF Version PROD_V1, REVISION DATE:
30-Nov-2023

2PRO B ¥ F & £ B : T % % ¥ ! MK5684-004 eCOA Tablet
Screenshots_Traditional Chinese (Taiwan) _V2.00_15-Dec-2023

3ePRO W ¥ F o # B @ £ ## £ & : MK5684-004 eCOA Handheld
Screenshots_Traditional Chinese (Taiwan)_V3.00_18-Jan-2024

4EF o TRT L u;}u% A R e ®p oo MK-5684-004_4 & 5k A&
2.0-2023 & 11 * 17 p _TWN Chinese

5.(#7#) 3% % % 7 & : Protocol Clarification Letter - Brief Pain
Inventory Sho rt Form (BPI -SF): 19 January2024

42

11303-005

LEERLE % p #2024 £ 03 7 26 P

ZE ~

v dps

IE :'(

‘:‘:J' % gﬁn %fu

FAENE

1

10610-004

HeiZ 13N g ¢ 4E 2 5 4rk 18 4 > 22X 0 4 5 & SAE -

2

10610-L05

BiE 13N P 4pL ek 14 > 2204 > & SAE -

T

3

10704-L01

WiEI2NH AR ek 44 A 04 0 & SAE ¥ R uPES Lo

10705-003

B 6NY Y g2 > JrR 407 L > A 407 4 0 & SAE ¥ B P S
£ o
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8 P
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10910-L02 s RETHIHEL o E 14 2204 0 @ SAE -

10 | 11002008 | % i (i 39H P 4E4 ek 04 o A 04 o SAE ¥ B PLASY I o
11 | 11003-L07 | ke |6 dpL ek 24 o 224 0 g SAE ¢ FB P AT
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Wi 3947 472 5 ok 19000 4 » = & 10000 £ - & SAE » ¥ B u

12 | 11004001 | :E |0 '

13 11004-L05 | 2 4% [#®E39H 9 L > cR 304 > 23274 > & SAE > ¥ B U PES T o
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14 11008-L05 | thr# [k 5N e 42 > c% 04 > 2204 0 &

15 11010-003 THFE |(RESNPYIHEL xE 242204 0 &
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16 11010-009 | A F & |ESNH P EL > Jcx 0L > X 04 0 &

N
wn

17 11012-L04 | MP-% |#E 299 ¢ 422 > ek 24 > 22 24 > @ SAE ¥ R a P B S Lo
18 11104-007 | SEW# [WF 29 ¢ 2 ek 14 > 23 14 0 & SAE ¥ FRuEPEHY Lo
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