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1. ; % % : Clinical Protocol ONO-4538-52, Version 10.0 dated 28Feb2023
2. ® < # & : Synopsis of protocol ONO-4538-52 ONO Pharmaceutical Co.,
Ltd Version 10.0 dated 28Feb2023
3. ¥ 2 4E & : ONO-4538-52 version 10_28Feb23_Synopsis En Translation
g s from En toCh(TW) dated 20230315
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1| 10607-L05 | ®EB |y #% kL4 : ONO-4538-52 ONO Pharmaceutical Co., Ltd. ICF main
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5. 24 4 £ : Nivolumab, Version 21 dated 01Jul2022
6. (F7H{) L 4% 4 £ P 745 ¢ Investigator’ s BrochureVersion 21 Addendum No.
01, dated 100ct2022
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3.% < 4§ & : WO41554 English Synopsis in Protocol Version 8, dated
08-Mar-2023 (page 14-26)

4.7 < 4§ & :WO41554 Protocol Synopsis - Taiwan Chinese Version 8, dated
08-Mar-2023

5.8#H kR % :W041554 Main ICF - TWN Chinese V7_CMMC-YK V8,
dated 15-May-2023
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1.3+ % 3 :Protocol 42756493CAN2002 Amendment 6 Date: 22 February 2023

2.¢ < 4§ & :42756493CAN2002 Chinese synopsis version 5.0, Date:
20Mar2023

3.% = 4 & :Protocol 42756493CAN2002 Amendment 6 Date: 22 February
2023

4.7 3% 4+ £ p o Erdafitinib (JINJ-42756493) Edition number : 11, Date: 26 May
2022

5. H) X#FHFL 2 %$45:42756493CAN2002 CMMCYK Clinical ICF
Addendum Version 1.0, Date: 05/Jul/2023
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1.3+ 3% 2 : Version 2.4, 29May2023
2.9 2 4F£:245% 2023 #5729 p
3.% < 4§ & : Version 2.4, 29May2023
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1. a4+ £ p:ZD9238, Fulvestrant, FASLODEX® Edition 24, date 08
February 2023

2.(FrH)a A L p f #73= % ¢ Investigator’s Brochure (1B) Update
Evaluation Form Capivasertib Edition 14, Version 1.0 _ 02Feb2023
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1.1 %4F 4 4 : CRFV7.0; 05 NOV 2021
2. %4r 4 %: CRF V8.0; 13 OCT 2022
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a4 A £ p 1 RO7197597(Giredestrant, GDC-9545) - 1B Version 7, dated
25-May-2023
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1. 3+4]% : DS8201-A-U305 Version 2.0, 13 Mar 2023

2. ¥ 24§ & : DS8201-A-U305 % 2.0% > 2023 # 3 " 13 p

3. ® < 4§ & : Protocol DS8201-A-U305 Version 2.0, 13 Mar 2023

4. Z3#H F L3 - DSB201-A-U305_Main ICF_Taiwan_Site 4212 V2.1.1_
22May2023 _TCH

S. .5k X F P L3 - DSB201-A-U305_ Tissue Collection ICF_Taiwan_
Site 4212 V2.1.1 22May2023 TCH

6. (373#) 2 4%+ £ p 73 1 Memo for updated Investigator Brochure (1B) v9
language for DS8201-A-U305 trial 04 Jan 2023
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2. X3#F kL3 English Site Specific CMHLY_ Main ICF, Version 6.0,
17Jul2023. Translated into Traditional Chinese for Taiwan
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2. % ;é"'ﬁ fr & % : IM011-054 Site (0122) Main ICF 4-2-1 11-Jul-2023

3. EHMEE MW E% R E ¢ IM011-054 Site (0122) OLE ICF 3-2-1
11-Jul-2023

4 REETEZFEFRL % 1 IM011-054 Site (0122) Pregnant Partner ICF 1-1-3
01-Aug-2023

5. (373) {75z & ¢ Administrative Letter Date: 31-May-2023

15

11008-010

D e S e

155§ LI T R () -

16

11008-011

D e S e

R 7 T ER R Y (AR o

17

11008-L.03

By g

i #F 4 £ @ Selpercatinib Investigator's Brochure, Date: 22-Feb-2023
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1. 2 4% & £ Adagrasib (MRTX849) Investigator's Brochure version 5.0,
dated 14-Mar-2023

2. % ;é—‘g f= & % : Site ICF - Lin CY - Traditional Chinese - 20-Jun-2023 -
Version 4.0 - Main, based on Taiwan ICF - Traditional Chinese -
07-Apr-2023 - Version 4.0 - Main

3. RTH 2
(1) 849-010 Memo Calcium Folinate (Leucovorin, Folinic Acid) Shortage
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(2) 849-010_Memo_Calcium Folinate (Leucovorin, Folinic Acid)
Shortage_updated_ 25May2023
4. %Y % 3 Letter of Warrant for Clinical Trial Biological Samples
Disposition Final 25May23
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2. 3+ % % Protocol: Protocol C4221015, Final Protocol Amendment 5, 20
December 2022

3. ¢ < 4§ & Chinese Synopsis: Protocol C4221015 (Traditional Chinese) Final
Protocol Amendment 5, 20 December 2022

4, ¥ < 4§ & EnglishSynopsis: Protocol C4221015, Final Protocol Amendment
5, 20 December 2022

5. XRHFL Z ICF:

1) # ;éiﬁ F & % Inform Consent Form: ICD_ Taiwan_Chinese_v6/1/1_

M3 15May2023 1175_Chen

(2) #cw F X Withdrawal of Consent Form: ICD_Taiwan_Withdrawal_
Consent_Form_Chinese_v1/2/1_15May2023 1175 Chen

(3) (37#) % 3% F & % *f4 INFORMED CONSENT ADDENDUM: ICD
Addendum_ Taiwan_Chinese_v1/1/1_10Mar2023_1175_Chen

6. % £ %+ Emergency Contact Card: ECC_ Taiwan-Traditional Chinese
Version :1.1 Date : 15DEC2022

7. (373)* % p 5 Dosing Diary: C4221015 Encorafenib Dosing Diary V1.0
01Dec22 Arm D EC+FOLFIRI_TW_Translated from En to Ch(TW) on
20230217

8. (A7) 3+ & % 75 % { 2 & F 17 & _09 November 2022
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1. %3#4 F & % English Site Specific Main ICF_7405 CMMC_Version 5.0,
Date 09 May 2023 _ Translated into Traditional Chinese for Taiwan_ 18 May
2023

2. i % 4 £ p: Durvalumab (MEDI4736) Investigator's Brochure_Edition 18,
01 November 2022

3. Durvalumab and Tremelimumab 4 | ¢ 52 5 51 Dosing Modification and
Toxicity Management Guidelines (TMGs) forDurvalumab Monotherapy,
Durvalumab in Combination with other Products or Tremelimumab
Monotherapy (ANNEX TO PROTOCOL): Version 28 October 2022
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5. (#7#) 4% 4 7 3 Enfortumab Vedotin (EV) - Visit window for Day 8 in

the Neoadjuvant Treatment phase 30 March 2023
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1. 34 2 : Version 8.0, Date: 23 March 2023
11103-010 ¥ 7 |2, 24 4 £ p o 1coSema Investigator's Brochure Edition 4, Version: 1.0, Date:
17 March 2023

L mFpstidskdpray 2024 #4 " 25 p o

2.3*4 % Protocol Version : 6.0 » Date : 23 March 2023

3.7 2 4t & Chinese Protocol Synopsis Version 2.0_TW » Date: 10 May 2023

4.% < 4§ & English Protocol Synopsis Version 2.0_TW - Date: 10 May 2023

5.4 # 4+ £ Insulinicodec Investigator's Brochure Edition 9, Version: 1.0,
Date: 16-Mar-2023

6.2 4% 4 £ JcoSema Investigator's Brochure Edition 4, Version: 1.0,
Date:17-Mar-2023
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2. B S A E L2 B L 18 K o
3. FTH AT G EILEF D EARE - FTRE o
4. =4 % : D8534C00001_Clinical Study Protocol_Amendment 2.0 (\ersion
3.0), 23 March 2023
5. ¢ % 4§ & : D8534C00001_Synopsis_Version 3.0, 23Mar2023_Traditional
Chinese, 24Apr2023
6. & < £ & : D8534C00001_Synopsis_Version 3.0, 23Mar2023
WA T TR #FH F L F (ICFL) : D8534C00001_CMMC_ICF1_Version
4.0, 04May2023
8. #HRF M EX#FH F LT (ICF2) : D8534C00001_CMMC_ICF2_Version
4.0, 04May2023
OXBHFMEHEL FARRPTERLT
D8534C00001_CMMC_Pregnant Partners ICF_Version 2.0, 04May2023
10.7% % 4F £ % : D8534C00001_Version 3.00_02JAN2023: Unique
11.5 3 4 £ p @ Anastrozole: Edition Number 19, Date : 19-December-2022
12,385 %22+ : Master Version 2, 11 April 2023_Traditional Chinese, 14 April
2023
1 %7 2ohicdfics 175 4 » ARZE Af A ich & o
2. £3#% ¥ &% Main ICF:P1101 ET_CMMC_ Main ICF-Core Study_V2.0_
24Apr2023
3. A kT - TP B F &3 Future Research- Genotyping ICF:
27 11108-008 2y P1101 ET_CMMC_ Genotyping ICF_V2.0_24Apr2023
AL
(1) Version 5.0: December 29, 2022
(2) Version 5.1: February 03, 2023
5. Rk &+ -fp #77 $k (Aspirin) Study Drug Card-Aspirin: Version 3|
050CT2022
1%91 fﬁ‘w ABeG 175 A 0 AR AR A BT o
Péﬂ“ fr % 2 :P1101 ET_CMMC-LY_Main ICF-Core
Study_V2 0_24Apr2023
A KT -A TR PP B R E 3 P1101 ET _CMMC-LY_Genotyping
28 | 11108-L02 | M7 g | ICF_V2.0_24Apr2023
4.3 4FA L P
(1)Version 5.0: December 29,2022
(2)Version 5.1: February 03, 2023
5.:85 & 1 + -7 #77 +k:Version 3 | 050CT2022
1L 2L AR EAEKLSL0A (RS A XS AR RSB A I B
2. Brr RN R E A2 E# G 18 K o
29 11110-007 3ga 3. x;éiﬂ" fe {% : D_9488_COOO_01_CMMC€__Main IC_F_V2.4, 10Jul2023
4. i 4F 4 £ Sodium zirconium cyclosilicate Edition 12, 04 May 2023
5. (#73) Study D9488C00001Patient Items : D9488C00001, version 1.0 dated
31—Aug-2022
. i 4F 4 £ p : Edition Number: 13, 20-Feb-2023
30 11111-013 fR %% 2 (37#) 33 2 #F & & Protocol Clarification Letter, 05-Apr-2023
13+% 3 Protocol MK-7902-014-07, 17-MAR-2023
2.7 % 4t & Chinese Synopsis: MK-7902-014-07_ Chinese Synopsis_
31 11111-L01 | HkeE 2 17-MAR-2023

3. % 4 & English Synopsis: MK-7902-014-07_ English Synopsis_
17-MAR-2023
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4. B %354 £ Case Report Form : MK-7902-014, Date: 16-JUN-2022 -
MK-7902-014, Date: 17-MAR-2023

5. (A7) ¥ 4 £ P F 15 & ¢ Investigator Brochure Clarification Letter -
MK-3475 IB Edition 23, 17-January-2023

32

11112-002

1 8 I FRAT (W) -
2. £3#%F L3 1 TW, Main ICF, CMMC, V1, 09JUL2023

33

11112-005

1 #7% = &

(1) =3¢ W'a4L ®H Insurance: Date: 11 January 2023

2) = Féi‘ For s R B+ 0 CNTO1959PSA3004 Patient Materials Supply
List 23MAR23

34

11112-1.02
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134 2 :J2)-MC-JZLH Clinical Protocol (a), Approval Date 09-Feb-2023 -
2J-MC-JZLH Clinical Protocol (b), Approval Date 25-Feb-2023

2. 7 24 & 1 J2)-MC-JZLH Protocol (b)_ Synopsis_Traditional Chinese_
31Mar2023

E 2 4E & 1 J2J-MC-JZLH Protocol (b)_ Synopsis_25Feb2023

4. X@FHF LT J2-MC-JZLH_CMMCLY_ Main ICF_Version 2.0_
06Jun2023

5. B%3F4 £ 1 J2)-MC-JZLH_DEV1_04-May-2023

6. (F73) peiEp : JZLH_Appreciation Items_V1_7Nov2022
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2. 3+ % % :D7987C00001_Clinical Study Protocol_Master_ Amendment 2,
14Mar2023

3. 7 < 4§ & :D7987C00001_Clinical Study Protocol Synopsis_Amendment 2,
14Mar2023_Traditional Chinese_10Apr2023

4. ® < 4§ £:D7987C00001_Clinical Study Protocol Synopsis_Amendment 2,
14Mar2023

5 X@EFFLE:

(1)1 & # i&: D7987C00001_CMMC_Pregnant Partners ICF_Version 2.0,
17May2023

Q)& v i85k 2 B 2 3. D7987C00001_CMMC_Treatment Beyond
Progressmn Addendum ICF_Version 2.1, 28Jun2023

Q@)% #F k&L 3 (F#% 1): D7987C00001_CMMC_Main ICF_Version 2.2,
10Jul2023

6. (373) 3% 2 "4 D7987C00001_Clinical Study Protocol_ Appendix M_
Sub-study 2 VerS|0n 1.0, 14Mar2023
7.(FTH) 34 F e 2 4 & D7987C00001_Sub-study 2_
Synopsis_\ersion 1.0, 14Mar2023

8. (F7#) 34 2 &7 = 4 & D7987C00001_Sub-study 2_
Synopsis_Version 1.0, 14Mar2023_Traditional Chinese_11Apr2023

9. (F37H) X #F F L3 (F:E% 2):D7987C00001_CMMC_Sub-study 2 Main
ICF_ Version 1.1, 10Jul2023

10. (373#) i 4% 4 £ p 1 AZD2936_Investigator’ s Brochure_Edition 3.0_
120ct2022

11. (r3) AZD2936 #| £ 33 fF &7 & {2 ¢ 1245 51 AZD2936_Version 5,
110ct2022
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PRAEED ¥ 5.0k

# 2 4 & Version 5.0

= ;éjﬂ" Fr & % : PVT-2201-301 42-101 CN Main ICF V3.0 11Apr2023
a ¥ A £ p o November 2022; version 9.0

% % #F £ % :Final 5.0 13-Feb-2022
C(FrH) H1E R G S 17-Jan-2023
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(1) PROMIS ITEM Bank v2.0 - Physical Function - Short Form 8b - traditional
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Chinese - 21 September 2021
(2) PROMIS ITEM Bank v1.0 - Fatigue - Short Form 7a - traditional Chinese -
10 September 2021
(3) PROMIS ITEM Bank v1.1 - Pain Interference - Short Form 6a - traditional
Chinese - 21 September 2021
(4) Valor Study Tote Bag - Patient Facing Materials: Document Date:
25Mar2022
F73) 3+ 4 £ 23 % & @ Clarification Letter #3 to ABN401 003 Protocol
7 | 11203009 | mae | O PEDEFE
3 ¥ Version 1.0, 30May2023
1 B&ERpid& =@y kL3 ¢ ID-064A301_SIL-ICF Main
v1.2_09Nov2022, Core_T, TW Traditional Chinese v1.3, 14Jun2023_Site
4800 CMMC
2. RHRYFME S HXBFXF R T 6.2 ID-064A301_SIL-ICFP t
38 | 11205004 | Mz RIS R LS 6.2_ID-064A30L SIL-ICF Pregnan
Women_v01 29Sep2022, Core, TW Traditional Chinese v1.2_14Jun2023
Site 4800 CMMC
3. (#7#) Idorsia_ID-064A301_CX Application Screenshots_Traditional
Chinese (Taiwan) Version 1.0 01-MAR-2023
1 i@&=3#F kL3 1 Vv00.00.01.02_M_1608_13Jun2023_CMMC
2. AFFE RFF R L F ¢ V00.00.01.03_PG_1608_08Jul2023_CMMC
3. (#7#) VICTORION-1 PREVENT_Patient information brochure_V1_
. 31Mar23_Traditional Chinese (Taiwan)
- fE — S
39 11205-016 f 4. (F#7#) ®f4p 3 * VICTORION-1 PREVENT_Study visit guide_V1_
31Mar23_Traditional Chinese (Taiwan)
5. (#7#) VICTORION-1 PREVENT_Patient ID_V1_01Mar23_Traditional
Chinese (Taiwan)
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26 11109-008 | % Fdf [®iE 279y P 4L > ek 54 > 2 04 > & SAE ¥ B a3 L o
27 11201-009 | thitk [ H ¢ 4F2 -k 104 > =+ 10 ¢ » & SAE -
28 11202-003 | Mz % |%RE 1P L o4k 04 > 2204 0 @ SAE-
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