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1.%%‘$T%Pf'i5f$ Ao
R % ! 2023.09.15 Version 10

10706-005

1.2 # A £ P BGB-A317_Investigator Brochure_Edition Number: 10.1 Release
Date: 30 June 2023

10805-008

hEE

LBRFL AR Mt (B5) ATHPL AR Rt -

2.3 A KR @RI A2 L3 1 D910DCO0001_CMMC_Main ICF_Version 7.]
28Aug2023

3R A REHRFTNEL Pé—*‘ R A 2 iEk £ %  D910DCO0001_CMMC_Pregnant
partners ICF_Ver5|on 1. 3 28Aug2023
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2.8 F%PrIE 2026 2057 29 p o
3.3 4 % : Clinical Study Protocol Edition Number 12.0 Date July 24, 2023
4.2 Eé—f;}‘ [ =7

(1) English Site specific ICF (PartA) for CMHLY, version 12.0, 11Sep2023_
Translated into Traditional Chinese for Taiwan

(2) English Site specific ICF (Part B) for CMHLY, version 10.0, 11Sep2023_
Translated into Traditional Chinese for Taiwan

(3) English Site specific Pregnant Partner andChild Data Follow-Up ICF for
CMHLY, version 4.0, 11Sep2023 Translated into Traditional Chinese for
Taiwan

(4) English Site Specific Disease Progression Addendum ICF_0504-CMHLY_
Version 3.0_11Sep2023_Translated into Traditional Chinese for Taiwan

(5) English Site Specific PharmacogeneticsICF_0504-CMHLY_Version 4.0,
11Sep2023_Translated into Traditional Chinese for Taiwan

5.3 # 4 £ ! |nvestigator's Brochure Edition Number 6.0, 23 May, 2023
6.1 3R £ 4 : Version_8.00_Dated 28FEB2023
7.H @ 2 i

(1) DZ2019E0001 Memo_Date 09 May2023_process for monitoring of key
information prior to dosing for Part B subjects.

(2) DZ2019E0001 Memo_Date 24 Jul 2023_300 mg once daily dosing 1s
selected as the optimal recommended phase 2 dose (RP2D) for Part B of th
study.

(3) DZ2019E0001 Memo_Date 02 Aug 2023 _to clarify the protocol synopsis
version number and protocol version number.

(4) DZ2019E0001 Investigator Letter_07 June 2023_Update to the DZD9008
Investigator Brochure (Edition 6.0)

10810-L04

® 2L

1.% { 3#% 4= p Clovis Oncology, Inc.% { = pharmaand GmbH -

2303 3 Amendment 5_16June2023

3.% % 4§ & :Amendment 5_16June2023

4.7 < 4§ & :TW/Chinese synopsis/V5.0/Date: 16June2023

5.% ;i‘jﬂ" F % 2 : Taiwan site 30023 ICF v8.0 dated 18Aug2023 (Traditional
Chinese), adapted from Taiwan Country ICF v9.0 dated 28Jul2023 (Traditiona
Chinese)— Main ICF

6.1 4 A £ : Rucaparib IB_Version 16, date 13July2023

7.35% % ﬁ-‘éﬁ% fz 3 : Transfer of Responsibility letter ATHENA, 24May2023
8.1 # Fé%}i X2 FaEiEgd

10811-002

1.2 { #%1 ?’-—“ p Clovis Oncology, Inc.% { % pharmaand GmbH -

2303 3 Amendment 5_16June2023

3.% % if & : Amendment 5_16June2023

4.? < 4§ & : TW/Chinese synopsis/V5.0/Date: 16June2023

5.% Fé F+ & £ : Taiwan site 30023 ICF v8.0 dated 18Aug2023 (Traditional
Chlnese) adapted from Taiwan Country ICF v9.0 dated 28Jul2023 (Traditiona

Chinese)— Main ICF
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6.2 4% 4 £ P : Rucaparib IB_Version 16, date 13July2023

7.(37#) #&% 4 3= # A § 30 Transfer of Responsibility letter ATHENA,
24May2023

BUATHE L2 T EGH

10902-L07

PP

L(F7H) #oeiE &
(1) DMC outcome memo, dated 28 Feb 2023
(2) Takeda_TAK-788-3001_IDMC Outcome memo, dated 26Jul2023

10905-010

hEE

LA%FAT AR Ml B AT AR R4 Foei it o

10907-005

MR

4

1.3 s My » 2 & L2 EdL5 18 A o

2.3+ 4 % 1 D9670C00001_Clinical Study Protocol_Version 5.0, Date: 23 May 202

3.7 < 4 & : D9670C00001_Synopsis_Version 5.0, 23May2023_Traditional
Chinese_30Jun2023

4.% < 4§ & © D9670C00001_Synopsis_Version 5.0, 23May2023

5.5 A FE EFiE RS R A2 X ;én—f;f f¢ & % 1 D9670C00001_CMMC_ Pre-Screenin
ICF_Version 5.1, 04Sep2023

6.+ 4 % ?é'*ﬁ A BRI TE X ;é‘—‘gf F & % ' D9670C00001_CMMC_ Main
ICF_Version 7.0, 04Sep2023

7.8 AR F WA B ERR 0% B L F  DIE70C00001_CMMC_ Pregnant
Partners ICF_Version 4.1, 04Sep2023

8.(ATH#) A #F X 1% S (DESTINY-Breast06: Enrollment Closure of the HER2 IHC1+
Subgroup) : 21 Oct 2022

9.(F7H#) i iF A T 3 (Re: Memo for updated Investigator Brochure (IB) v9
language for D9670C00001 —DESTINY-Breast06 trial) : 22 Dec 2022

10

10907-L02

L8 {33 @5% P13 2028 £ 12 7 31 p -
2.3 #F A £ @ ! Edition number: 7.0, Date:23 February 2023

11

10908-L04

1B LRI FH LT 2025 F 12 % 31 p -

2.3+ 4 % : D967VC00001_ Clinical Study Protocol_Version 3.0, 02 May 2023

3.7 ¢ {g & : D967VCO0001_Synopsis_Version 3.0, 02May2023_Traditional
Chinese_18May2023

4.3 < 4§ & 1 D967VCO0001_Synopsis_Version 3.0, 02May2023

12

10909-010

3% I 4%

1.3+ % 2 ! Version 04,10-May-2023

2.7 2 3 & : TW Chinese Protocol Synopsis,Version 04,18-May-2023

3.% % 4t & : English Protocol Synopsis Version 04,18-May-2023

4.5 %4 &3 Informed Consent
Form:V04.05.02.03_M_1664_05Sep2023_CMMC

5.3 # 4 £ 1 TQJ230Investigator's Brochure Edition 11,04-May-2023

6.7 S B & * GLP! ! Chinese-Taiwan-TQJ230A12301 Instructions for usd
Date:11-Oct-2022

TIRTH] B4 2 jHad s @

TW Chinese Lp(a)HORIZON Newsletter for Patients and Families Edition
9,28-Mar-2023

TW Chinese Lp(a)HORIZON Newsletter for Patients and Families Edition
10,28-Mar-2023

TW Chinese Lp(a)HORIZON Newsletter for Patients and Families Edition
11,28-Mar-2023

TW Chinese Lp(a)HORIZON Newsletter for Patients and Families Edition
12,28-Mar-2023

TW Chinese Lp(a)HORIZON Newsletter for Patients and Families Edition
13,28-Mar-2023

TW Chinese Lp(a)HORIZON Newsletter for Patients and Families Edition
14,28-Mar-2023

TW Chinese Lp(a)HORIZON Newsletter for Patients and Families Edition
15,28-Mar-2023

TW Chinese Lp(a)HORIZON Newsletter for Patients and Families Edition
16,28-Mar-2023
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8. kRN

(1)TQJ230A12301_Understanding Your Study Video QR Code_Chinese(Taiwan)

(2)[#7341TQJ230A12301_Letters from the Heart Video QR
Code_Chinese(Taiwan)

9. % 4R £ 4 ! CTQJ230A12301_18AUG2022(PROD)-UNIQUE,21Aug2022

10.[#734 ] % £ % 2143 4v : CTQJ230A12301 - USM Hypersensitivity Blood
Collection Process_6-Apr-2023

13

10909-L04

Fit P &

%1 sk La 2025/11/12 -

14

10912-L01

Lidsk £ B R A S ARG IRIEE U P £ s R Aeh AR
+ |i:[ ,\:]n °

F
2.0 R R Féi‘ F & 2 :English Site Specific_Taiwan_7403_ Study Information

and Consent Form for Adults Version 9.0_14Aug2023. Translated into
Traditional Chinese for Taiwan
RFEH PR F T R R DRE B E  English Site
SpeC|f|c_Ta|wan_5|te 7403_Adult Study Information and Consent Form for
Pregnant Partners of Study Subjects_version 6.0, 14 Aug 2023. Translated
into Traditional Chinese for Taiwan
4.2 F L 2p
(1)ACE-LY-312_D8227C00001_Investigator Brochure_v11.0_21 February 2022 -
(2)ACE-LY-312_D8227C00001_Investigator Brochure_v12.0_30 March 2023 -
5.k * ¥t + 1 D8227C00001; Patient Alert Card, Taiwan version 5.0 dated
28-Jun-2023. Translated into Traditional Chinese for Taiwan_30 Jun 2023

15

11004-002

R

1.0 %4f 2 4  I8F-MCGPHL_DEV2_27Feb2023
2.(F73) B F 3 hb { A7 4v i3 S _Letter Singapore Move Update_
20230711

16

11008-004
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11008-010

)
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11008-L06

1.3 F 4 £ P INVESTIGATOR’S BROCHURE, PF-07263896 (Encorafenib),
Version 1.0, May 2023
é—“z F % % :1CD_Taiwan_Chinese_v7/1/1_29Aug2023_1175_Chen
'L3‘ % f\F 2 4
(1) Annotated Study Book for Study Design: C4221015, Study Design Version:
3.0, August 11, 2021
(2) Annotated Study Book for Study Design: C4221015, Study Design Version:
4.0, August 24, 2021
(3) Annotated Study Book for Study Design: C4221015, Study Design Version:
5.0, November 11, 2021
(4) Annotated Study Book for Study Design: C4221015, Study Design Version:
6.0, November 12, 2021
(5) Annotated Study Book for Study Design: C4221015, Study Design Version:
7.0, April 25,2022
(6) Annotated Study Book for Study Design: C4221015, Study Design Version:
8.0, January 23, 2023
(7) Annotated Study Book for Study Design: C4221015, Study Design Version:
9.0, February 24, 2023
(8) Annotated Study Book for Study Design: C4221015, Study Design Version:
10.0, June 6, 2023
4.(RTH) A 4F AW A S
(1) C4221015 Dear Investigator Letter_curative intent treatment_9JUN2023
(2) C4221015_ICD Re-consent Recommendation for Patients in Long-Term
Follow-Up_12-Jun-2023
5.(FT#{) A 4F A £ P 7 30 C4221015 Encorafenib Annual IB Edition 13 Review
Memo dated 28 Feb 2023

19

11012-002

A

1.9 Lok I3 2027 £ 12 7 31 p o
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1.3*% % : ONO-4538-98_Protocol version 8_10Jul2023
2.7 < i & 1 ONO-4538-98_Protocol ver8_Synopsis_EN_10Jul2023 Translation
from En to Ch(TW) dated 14Jul2023
3.% % fE & : ONO-4538-98_Protocol ver 8_English synopsis_10Jul2023
20 11105-L05 HhiEL 4% ;éﬁF‘f F & 2 : Main Informed Consent Form V9 TWN(zh)9.1.0_site 3006
v1.0 (24Aug2023)
5.1 4F 4 £ 1 ONO-4538-98_Nivolumab_lInvestigator Brochure_version
22_03Jul2023
6. %4F 2 % ! ONO-4538-98_BlankCRF_Ver6.0.0,27 Jul 2023
21 11106-L06 B4E |L(37H) 3+ & % & L4k EVOKE-02_Note To File_31July2023
LASAT T AR S RAc(AS)  ATHAT T AR TR S AR
2.3 35 % 3% b L % ERY103JG_ICF_Main_Master v7.0_TWN v5.1_CMMC
v3.1_12Jul2023
3.4 S22 385% 2 34 F L # :ERY103JG_ICF_Cont_Master v2.0_TWN
22 11107-005 B E e v2.0_CMMCv2.1_12Jul2023
4.9 HeRsk fe M M E K L F  ERY103JG_ICF_CCSR_Master v1.0_TWN
v1.0_CMMCv1.1_12Jul2023
SRZGER TR * 2 BB S ERYL03JG_ICF_Preg_Master v1.0_TWN
v1.0_ CMMCv1.1_12Jul2023
> 1.(373) % #E F L 3 "4 1 61186372GIC2002 CMMC Clinical ICF
23 11108-103 Ry g Addendum_\/ﬂersion 1.0, Date:06/Sep/2023
1.9 AR Jcdx#Hicd 284 % 46 4 > >xkdrd#icd 550 A ¥ { I 670 4 »
Aajc kit % o
PR 1
(1) Master : D926UC00001 Clinical Study Protocol - 3.0 05 April 2023
(2) Substudy 1: Endometrial Cancer : D926UC00001 Clinical Study Protocol
3.0 05 April 2023
(3)Substudy 2: Gastric Cancer: D926UC00001 Clinical Study Protocol - 3.0 0
April2023
(4) Substudy 3: Castration-resistant Prostate Cancer : D926UC00001 Clinical
Study Protocol- 3.0 05 April 2023
(5) Substudy 4: Ovarian Cancer : D926UC00001 Clinical Study Protocol - 3.
05 April 2023
(6) Substudy 5: Colorectal Cancer : D926UC00001 Clinical Study Protocol -
3.0 05 April 2023
3. &< {f & : D926UC0O0001_Synopsis_Master_Version 3.0, 05April2023
(1) D926UC00001_Synopsis_Endometrial Cancer_\ersion 3.0, 05April2023
(2) D926UC00001_Synopsis_Gastric Cancer_\ersion 3.0, 05April2023
24 11109-L02 b (3) D926UC00001_Synopsis_CRPC_V\ersion 3.0, 05April2023

(4) D926UC00001_Synopsis_Ovarian Cancer_\ersion 3.0, 05April2023
(5) D926UC00001_Synopsis_Colorectal Cancer_\ersion 3.0, 05April2023
(6) D926UC00001_Synopsis_Master Version 3.0, 05Apr2023_Traditional
Chinese_08May2023
4. ¢ < 4§ £ : D926UCO0001_Synopsis_Endometrial Cancer_Version 3.0,
05Apr2023_Traditional Chinese_02Jun2023
(1) D926UC00001_Synopsis_Gastric Cancer_\ersion 3.0, 05Apr2023
Traditional Chinese_02Jun2023
(2) D926UC00001_Synopsis_CRPC_Version 3.0,05Apr2023_Traditional
Chinese_02Jun2023
(3) D926UC00001_Synopsis_Ovarian Cancer_Version 3.0, 05Apr2023
Traditional Chinese_02Jun2023
(4) D926UC00001_Synopsis_Colorectal Cancer_Version 3.0, 05Apr2023
Traditional Chinese_02Jun2023
5. 2@EFRALE (F3% 10+ § P %) - DI26UC00001_CMMCLY_
Endometrial Cancer Main ICF_V2.0, 18Aug2023
6. XRFFLE (F3% 21K - ¥ 2A 2% 2B &)
D926UC00001_CMMCLY_2A2B Gastric Cancer Main ICF_V2.0, 18Aug2023
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7. % Fé*“" Fid (F#F% 3! J}%FEEJ’]L J%) : D926UC0O0001_CMMCLY_ Prostate

Cancer Main ICF_V2.0, 18Aug2023

8. % ;é'f;]‘ FR%E (F%35% 4 °° L M%)  D926UCO0001_CMMCLY_Ovarian

Cancer Main ICF_V2.0, 18Aug2023

9. @FFRALFE (F#HR 5 ~F L %K — ¥ 5A ) DI26UC00001_
CMMCLY_5A Colorectal Cancer Main ICF_V3.0, 18Aug2023

10. g éFiE X ;é«‘%," FR3(F35% 2% &) D926UCO0001_CMMCLY_Gastric
Cancer Pre-screening ICF_V2.0, 18Aug2023

WAFEELRE R LT (F38% 50 % % 2 % %) © DI26UC00001_
CMMCLY_Colorectal Cancer Pre-screening ICF_V2.0, 18Aug2023

12. % ;éﬂF‘f WA L iEkE g3  DI26UC00001_CMMCLY_Pregnant Partners
ICF_V2.0, 18Aug2023

13. B %3F £ £ : D926UCO0001_Version 2.00_29JUL2022: Unique

AfFALp

(1) DS-1062a Investigator’s Brochure Edition 7.0, 20Mar2023

(2) AZD5305 Investigator’s Brochure Edition 3.0, 01Dec2022

(3) AZD5305 Investigator’s Brochure Edition 3.1,12Jun2023

15. #48*HE £ %2 Version 3.0 dated 05 July 2023
16. #EDEZ F 2 Q@E;}ﬂal :

(1) Dosing Modification and Toxicity Management Guidelines (TMGs) for
Datopotamab deruxtecan (Dato-DXd; DS-1062a) : Version 3.0, 08
November 2022

(2) Dosing Modification and Toxicity Management Guidelines (TMGs) for
Combinations with Dato-DXd : Version 3.0 (03 March 2023)

17. TrialMax Jis * A28 WP E 3 S P BB XE R ¥ fy s !

A-1032-0082-5151 QRG Traditional Chinese, Taiwan s~ A :3 p #/:2023 # 5

54 0P o

18. sk %¥+ : D926UC00001 Study Participation Card, Version 2.0,
30May2023_Traditional Chinese_20Jun2023

19. (#73§) 3% 2 :Substudy 6: Urothelial Cancer : D926UC00001 Clinical Study
Protocol - 3.0 05 April 2023

20. (#73#) #+% % : Substudy 7: Biliary Tract Cancer : D926UC00001 Clinical
Study Protocol - 3.0 05 April 2023

21 (R7H) R
(1) D926UC00001_Synopsis_Urothelial Cancer_Version 3.0, 05April2023
(2) D926UC00001_Synopsis_Biliary Tract Cancer_Version 3.0, 05April2023

22.(F7H) ¢ R

(1)D926UC00001_Synopsis_UrothelialCancer_Version 3.0, 05Apr2023
Traditional Chinese_10May2023

(2) D926UC00001_Synopsis_Biliary Tract Cancer_\ersion 3.0, 05Apr2023
Traditional Chinese_10May2023

23. (A7) XREFRALFE (F#% 20 5 % — ¥ 2C =) 1 DI26UCO0001_

CMMCLY_2C Gastrlc Cancer Main ICF_V2.1, 13Sep2023

4. (F7H) R EFRLE (FERS AT LYK - ¥ 5B )
D926UC00001 _| CMMCLY 5B Colorectal Cancer Main ICF_V4.1, 13Sep2023

25. (A7) <@ F R LF (F3#% 6 %) 1 DI26UC00001_CMMCLY_
Bladder Cancer Main ICF V1.1, 13Sep2023

26. (F7H) = ;i‘jﬂ" i3 (3 #5% 775 &) D926UC00001_CMMCLY_Biliary
Tract Cancer Main ICF_V1.1, 13Sep2023

27.(F7H) FEEXFER LT (F3E% 7 "2 &) ¢ DI26UCO0001_
CMMCLY_Biliary tract Cancer Pre-screening ICF_V1.0, 17Jul2023

AgFEALp

(1) Rilvegostomig Investigator’s Brochure Edition 4.0, 04 May 2023
(2) Volrustomig Investigator s Brochure Edition 6.0, 29Jun2023

29. (R73) BEAAZ F Al 4p 31 * Dosing Modification and Toxicity

Management Guidelines (TMGs)for MEDI5752 Monotherapy orCombination

112 £ 10 A 12 HE&%
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Therapy : Version 4.0: 31Jan2023

30. (A7H) FEFEERN EHThhae ¢
(1)App Subject Facing Screen Report Version 3 16-MAR-2023
(2)Web Subject Facing Screen Report Version 4 14MAR2023

25

11110-001

LR{FFAFALS RLUK (R R84 4 8
Z.ﬁ*l“ff%}‘?ia‘? AER HE o

3.9 #2024 97 270 o

4.3+ % £ :20230912 version 4

5.¢ < 334 £ :20230912 version 4

26

11110-L01

Mo <

1% { EH A% A (FH'LL 2025 £ 02" 28 p -
2.(FTH) B P 3 D Memo to File_Clarification on Out-of-Window Visits and
Protocol Deviation Criteria [11-JUN-2023]

27

11201-004

AR

52 IS

1R e L # 5 60-80 ¢+ (R 5 25-30 ) -
2.% { #5% L1 2024/3/31 -

374 E tversioni2y & &~ 2023 &9 % 12 ¢
4.% 2 H4ER R A2 p $7:2023-09-12

28

11202-L01

LRIV REHE - A5 2P gL 7 - X EHERER £
BF R ERWE oL &4 4 53 15(GDF-15) k&R = & s 4 - A F
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