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1o jzkdc? & Bur@epdp I i71 2027 # 02 7 28 p (midsk¥p il
2024/02/28) -

27 3 #+4 % : Protocol Version 5, dated:29-December-2023

3.¢ 2 3+#l4 £ : Protocol Version 5, dated:29-December-2023

10303-L03

£z

1 jed#c? BB B%R Y3 2027 &2 28 p (hipskd it 2024
£ 27 28)

2. 3+4 2 /% 44/2023.12.29

3 vl £/ 49%/2023.12.29
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Ia% Sp B %42 4 04-Aug-2023

Sp B %42 4 15-Aug-2023

24k 5 pER B 2474 £ ¢ 16-Aug-2023

LR B 3F4 & 1 17-Aug-2023

5 (*‘fiﬁi) Sub-Registry # % 4r 2 4 : Version 4.0 05-Nov-2019
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10701-004

1%11(&4&? 500 4 (f 250 %) o
R FH AT 2030 127 3L p (A FHA2025F 120 31 p)e
3 a < 3+ % 4 & Version 2, dated:2023 & 12 * 27 p
4343 % \Version2,2023 & 12 * 27 p
5.XF Kk L3 : Versiond, 2023 # 12 7 27 p

10805-008

1.2 4% 4 £ p @ Edition Number 19, 11 September 2023
2B 8 A F{o4 (¥ @y s ¢ 21 September 2023

10811-004

1.2 # 4 £ p : RO7113755 (Inavolisib) IB - Version 8, dated 01-Sep-2023
2.(37#) i 4F 4 % 3 WOA41554 Investigator Memo_Further clarification on
collection of Survival follow up visits, dated 30-Oct-2023

10902-L07

PP

(F73) R F fz & TAK-788-3001-_Treatment_Stop_Memo: TAK-788 Clinical
Trial Program Termination & Actions Required for all Ongoing Clinical Trial
patients (active on treatment and in follow-up), date 29 November 2023

10903-L03

Pt - 2

1B {FHRFHA3 2025122 31 p -

2.1 #F 4 £ p (Durvalumab) : Edition 19, 11 September 2023
3.4 4% A £ p (Tremelimumab) : 11, 20 Oct 2023

4.1 %3F £ 4 : D933QC00001_Version 15.00_ 09AUG2023
S5.HE M F{rd ¢ 245 1 TMG 21 September 2023

10908-004

i
i

1. 3+ % 2 : Protocol YO42137, Version 7, dated 20-Sep-2023
2. ® 2 #ﬁ & :YO42137 Protocol Synopsis-Taiwan Chinese Version 7, dated
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20-Sep-2023

3. & < 4§ & :YO042137 English Synopsis in Protocol Version 7, dated
20-Sep-2023

4 i@FmLAFFRFL 2% 1 Y042137 Main ICF - TWN Chinese
V7_CMMC-YK V7, dated 20-Nov-2023

5, AFLp;
(1) RO7092284 (Tiragolumab) IB - Version 8, dated 24-Apr-2023
(2) RO5541267 TecentrigR (Atezolizumab) IB - Version 20, dated 27-Jul-202

10

10912-L02

.t 4

1.4 # 4+ £ p Regorafenib: IB BAY 73-4506 V20.0, 24Nov2023
2.3 %L &
(1)Version 6.00, AMR 7, 25Jan2022 (generated on 16May2023)
(2)Version 8.00, AMR 10, 22Aug2022 (generated on 30Aug2022)
(3)Version 9.00, AMR 16, 22Feb2023 (generated on 24Feb2023)

11

11005-015

Lk % L X @ HRP ER L % : AdvanTIG-206 Main ICF V04 TWNO3
Site886009 v08 21Nov2023
2. B s o K #H I L F 1 AdvanTIG-206 Treatment Through
Progression ICF V03 TWNO3 Site886009 v03 21Nov2023
SEHME PR ;é—gf f= & % : AdvanTIG-206 Optional Biopsies ICF V03
TWNO4 Site886009 v03 21Nov2023
4/ M5 e £ H B L F 0 AdvanTIG-206 Optional Blood Sample ICF
V03 TWNO04 Site886009 v03 21Nov2023
Siw iAo ER ML R H R L E AdvanTIG-206 Optional
Storage and Future Research ICF VO3TWNO04 Site886009 v03 21Nov2023
6.2 #F 4 £ p Investigator's Brochure:
(1) Tislelizumab Investigator's Brochure Edition 10.0_09 February 2023
(2) Tislelizumab Investigator's Brochure Edition 10.1_30 June 2023
(3) BGB-A1217 Investigator's Brochure Edition4.0_24 October 2022
(4) BAT 1706 Investigator Brochure Edition 8.0_01 Jul 2022
7. 5820 7% % ¥ . AdvanTI1G-206_Certificate of Insurance for Taiwan, 11 July
2023
8.ATH % i
(1)BAT1706 Recall communication letter : Bevacizumab (POBEVCYR,
BAT1706) RecallNotice for a Specific Batch (No.: 01B20210501) of
Investigational Drug Product_02 November, 2022
(2)3+% # &7 7 3 Clarifications of some points in the original
protocol_09-Jan-2023
(3)Sponsor's Notification Letter : Sponsor’s Notification Letter of Advan
T1G-206 study closure 30Aug2023

12

11011-L02

it 2

1% 3% F 4 % : ONO-4538-113 Main ICF V8TWN(tc)8.0_3007v1.0
(20Nov2023)

2.a4F 4 £ p
(1)Nivolumab Investigator’s Brochure Version 22, dated 03Jul2023
(2)Ipilimumab Investigator’s Brochure Version 26, dated 23Mar2023

3.F" £ : ONO-4538-113 Main MenuzhTW, Version: 2.0, 27Mar2023

4. R3FL 4 ¢

(1)Blank CRF : \Ver.5.0.0, 28 Mar 2023

(2)Annotated CRF - Ver.5.0.0, 28 Mar 2023

5.(R7#) i 4% 4 £ P %44k ¢ Ipilimumab Investigator’ s Brochure Version 26

Addendum No. 01, dated 24Apr2023

6.(ATH) kL =R % 3 Sponsor letter_Notification for the need of

re-consent, 11May2023
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11012-008

1Ligea o p r» & L2 B85 18 K o

ESES SRS SUIRCREES INENCT L NS XX

SATHAT T HEILEF HPE o

4.3+ % % : D967RC00001_ Clinical Study Protocol _Version 4.0, 28 July 2023

5.7 < 4 & : D967RC00001_Synopsis_Version 4.0, 28 July 2023 _Traditional

113 £ 02 A 15 H &%
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Chinese_09Aug2023
6.% < 4§ & : D967RC00001_Synopsis_Version 4.0, 28 July 2023
T34 ZRERRFCER L Z : D967RC00001_CMMC_Main ICF_Version
4.2,03Jan2024
A XFHMEHEL BRI TERLE -
D967RC00001_CMMC_Pregnant Partners ICF _\ersion 2.1, 21Nov2023
9.1 %4p2 4!
(1)D967RCO0001_Version 4.00_01DEC2022
(2)D967RC00001_Version 5.00_15JUN2023
10.(F734) 2 4% % 17 3 Memo for updated T-DXd Investigator Brochure (1B)
v9 language for DESTINY-Breast1l (D967RC00001) trial: 3-Jan-2023
11.(R73#) A 4% A 3 S Investigator Memo DESTINY-Breastll - Clinical
Study Protocol v4.0 clarification regarding suspected ILD/pneumonitis
exploratory biomarker sample: August 30th, 2023

14

11101-001

1 A3%= ;éﬂﬁ F Rz 3% TWN_MK-3475-992 v.08 CMMC_11JAN24
2. i%i%%ﬁiﬁﬁpﬁg iz
TWN_MK-3475-992 FBR_v.02_CMMC_11JAN24
3. Bx4p4 4 1 12-0CT-2023
4, 3 3F 4 £ p 1 MK-3475, Edition Number: 24, Release Date: 08-NOV-2023
5. (FH#)LF A L 73 ¢ Letterfor MK-3475 IB Edition 24: 08-Nov-2023

15

11101-008

whe
IS
-

1. Bee n@p » 2 EAL 2 B L 18 K -

2.3*4 % : D910SC00001_Clinical Study Protocol Version 3.0, 26 Sep 2023

3.7 < 4 & : D910SC00001_Synopsis_Version 3.0, 26Sep2023_Traditional
Chinese_190ct2023

4.% < 4f & : D910SC00001_Synopsis_Version 3.0, 265ep2023

5.1:% % F k& F 0 DI10SC00001_CMMC_Main ICF_Version 6.0,
15Jan2024

6.2 4 LR FME P ERERF TR LFE © DIL0SC00001_CMMC_Preg
ICF_Version 1.3, 15Jan2024

7.2 #F 4 £ p (Durvalumab) : Durvalumab, Edition Number 19, Date: 11
September 2023

8% £ 4 F{r# 11§ 24p 2 (TMGs) : TMGs, Drug Substance Durvalumab and

Tremelimumab, Version 21 September 2023

16

11102-012

1.% %374 £ 1 7.0_CKJIX839B12302_100CT2023 (PROD)-Unique

2.2 4 A £ @ Edition 17, 05-Dec-2023

SARE 8 IR F B R L P 1 264450_ CKIX839B12302_Global

Model ICF Pregnant Participants_\ersion 1.0_22Jul2021 264450 _

CKJX839B12302_TWN Model ICF_Pregnant Participants_English_Version

1.0_03Sep2021 264450 _ CKJX839B12302_TWN_ Chon-Seng Hong_

Pregnant Participants _ Traditional Chinese _\Version 2.1_160ct2023

Re-Validated 04Jan2024

4373 2 &

(1)Notification regarding KJX839 (inclisiran) Pre-FilledSyringe for
Subcutaneous Use clinical supplies associated with an Out of Specification
on the Break Loose Gliding Force (BLGF) parameter in ongoing
Registration Stability Studies for LeqvioR /SybravaR , (inclisiran).
November 28th, 2023

(2)Instructions for study drug administration: inclisiran or placebo solution fo
injection in a single-dose pre-filled syringe (KJX839 ongoing clinical trials)
November, 21st, 2023

17

11105-001

i 4% 4 £ @ Insulin icodec Investigator's Brochure Edition 10, Version: 1.0,
Date: 20-Nov-2023

18

11110-L01

L

1. 3*% % Protocol : Version 9.0 Amendment 5, Date: September 12, 2023
2. 7 2 i & Chinese Synopsis : Protocol Synopsis (Amendment 5) dd. 12

September 2023 Translation from English into Traditional Chinese (for
Taiwan) dd. 17 October 2023

3. & < 4§ & English Synopsis : Protocol Synopsis (Version 9.0, Amendment 5,
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Date: September 12, 2023)
4 3% 4 £ p o Investigator’s Brochure Edition 12, June 26, 2023
5. (FTH) Faf P 3 ¢
(1) Statement re Absence of Suspected Unexpected Serious Adverse Reaction
(SUSARSs), Date: 14 March 2023
(2) Statement re Absence of Suspected Unexpected Serious Adverse Reaction
(SUSARSs), Date: 18 September 2023
(3) Topic: Crofelemer Investigator’s Brochure, Edition 12, June 26, 2023 RE:
Inconsistent Dates in Document Header,Date: 13 July 2023
Liw#mx#HF L3 - TWN_MK-7902-014_
AMO03_v.3.03_CMMC-LY_11JAN24
2.2 4% A £ p 1 MK-3475 Investigator Brochure, Edition Number: 24, Release
Date: 08-NOV-2023
3.(FTH) 144 £ p i & 0 Pembrolizumab (MK-3475) Investigator’ s
Brochure Clinical Cover Letter:Edition #24, 08-Nov-2023
4.(F37H) TR HEEH A A ESFR S - £.430 % 3%(QLQ-C30) %
19 11111-L01 e 2.0 % _ Chinese Mandarin (Taiwan)
5.37H) HE T HEPHEFHIA P KL FESTRF 4 (QLQ-OESIS) -
QLQ-C30 # = % 1.0
6.(373#) EQ-5D-5L s A K ¥ LI 4 v K 3 4 R %Rk & _Taiwan
(Tradltlonal Chmese) v1.0
7.(F7H) 4% % /27 % 3 : Protocol Clarification Letter - MK-7902-014-07 :
27-Nov- 2023
Liige L84 S hFE (%) -
fl% %4R4 % ' 19767_CRF_Version 5.0, 13 Sep 2023
3.8 &mix+  BAY 2433334 /19767 EMERGENCY CONTACT CARD V1,
aiwan V2 18 Oct 2023
4(FTH) B A F S22 #5% 2 #% % S (IMP)f £ : 19767_STUDY AND
20 11112-011 LR IMP SUMMARY FOR EMERGENCY PRODUCT ADVICE REQUEST
v3.0, Taiwan: V1, 26Sep2023
5.% 34 k& ¥ : Study 19767, Study Core PI/IC V2.0, Taiwan V2.0, CMMC
V2.0 30Dec2023
6.3 FF b & F(F A b)) ¢ Study 19767 Study Core PIIC for
expecting parents female V1, Taiwan V2, CMMC V5 30Dec2023
1oz k A 7 4o3pdp o B af B33 (78 "3 2024/06/30(fm 385 8 FL 1
. 2024/3/31)
21 11201-004 FAA o 334 3 :Version:3,& ~ 2024 £ 1% 3 p
3.0 24 E C ok 3,p #:2023-01-03
1.(373) 4 2 % & : Protocol Administrative Changes and Clarifications for
Study C3651003 26-Oct-2023
2. kL £
22 11202-L01 L o (1)Annotated Study Book - C3651003 July 21, 2023
(2)Annotated Study Book - C3651003 August 28, 2023
3FH R+ PR T 4p 7 ' A-1426-0044-5151 QRG Taiwan Traditional
Chinese p # :300ct2023 =4 : 3
1. %%‘fﬁﬂ’“ AR B E’V”(é}ﬂ‘- I
23 11202-L04 MiRE 2.6 &+ =% =tk > Féﬁé? H 7T 2025/07/31 (R @k R
2024/07/31) -
1.4 s?,{ﬂ TARSHPFF 2 s P I ed P H18 |
24 11203-005 ELT: &S p ER
WEEEE AT 2026 & 4 % 30 p
1.3* 33
(1) ANNEX TO CLINICAL STUDY PROTOCOL_Dosing Modification and
25 11203-L05 PR > Toxicity Management Guidelines (TMGs) for Datopotamab deruxtecan

(Dato-DXd; DS-1062a): Version 4.0, Date 26 June 2023

(2) ANNEX TO PROTOCOL _Dosing Madification and Toxicity Managemen

113402 A 15 H&%
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Guidelines (TMGs) for AZD0171 in Combination with Durvalumab and
other Products: TMG Version 30 June 2023
(3) (#7)Dosing Modification and Toxicity Management Guidelines (TMGs
for Oleclumab (MEDI9447): TMG Version v3 28 October 2021
2.0 F A L p;
(1)Investigator's Brochure_ AZD0171: Edition 5.0, 14 April 2023
(2)Investigator's Brochure_ Dato-DXd: Edition 7.0, 20 Mar 2023
(3)Investigator's Brochure_ Monalizumab: Edition 12.0, 08 Sep 2023
(4)Investigator's Brochure_ MEDI5752; Edition 6.0, 29Jun2023
3.1 % 4F 2 % : D9077C00001 RR8 PROD v9.0 - Unique, 12 Jun 2023
43 E~ 2
(1)Information Brochure: 264659 TWN Information Brochure 20231222 5.0
Traditional Chinese_PA3
(2)Patient Factsheet: 264659 TWN Patient Factsheet 20231222 5.0 Traditiong
Chinese_PA3
(3)Poster: 264659 TWN Poster 20231222 5.0 Traditional Chinese_PA3
5.8 1w 2 it
(1)Flip Chart: 264659 TWN Flip Chart 20231201 4.0 Traditional Chinese_
PA3
(2)Participant Study Guide: 264659 TWN Participant Study Guide 20230223
3.0 Traditional Chinese PA3

26

11205-009

Lgd Afefek Aen 14 A (RS A) > 272 ARIP ek A 7 % -
2.3 4 F L% 1 IMO11247 TWN Site 0039 CMMC Main ICF V4-1-2
10Jan2024

27

11208-004

W E R

1.3 3 2 :Protocol CO44668, Version 2, dated 18-Oct-2023
2.¢ < g & . CO44668 Protocol Synopsis-Taiwan Chinese Version 2, dated
18-Oct-2023
3. % < 4§ & : CO44668 English Synopsis in Protocol Version 2, dated
18-Oct-2023
4.% 3% 4 k&L 31 CO44668 Main ICF - TWN Chinese V4_CMMC-YK V3,
dated 04-Jan-2024
5.(F7#) L4 s 2 p
(1)R0O5541267 TecentrigR (Atezolizumab) IB - Version 19, dated
18-Aug-2022
(2)R0O5541267 TecentrigR (Atezolizumab) IB - Version 20, dated 27-Jul-202
(3)R0O4876646 AvastinR (bevacizumab)IB-Version 31, dated 07-Nov-2022
(4)R0O4876646 AvastinR (bevacizumab) IB-Version 32, dated 17-Nov-2023
6.(F7H) L4F A L potér
(1)RO5541267 TecentrigR (Atezolizumab) IB - Addendum 1 to Version 19,
dated 14-Oct-2022
(2)RO5541267 TecentrigR (Atezolizumab) IB- Addendum 2 to Version 19,
dated 27-Nov-2022

28

11209-003

wh
EUl
i

1.2 # 4 £ @ nvestigator’s Brochure Saruparib (AZD5305) Edition 4.0, 06
December 2023

2.4t ¢ 245 & @ Toxicity Management Guidelines for AZD5305_Study
D9723C00001, Version 3.0, 11th November 2023

29

11209-009

%@%3@

Liw#®mx#HF L3 - TWN_MK-0616-015_v.01_CMMC_15JAN24
2EHMHRTLEEER E T ¢ TWN_MK-0616-015 v.00_Optional-Limited
Screening CMMC  15JAN24

30

11209-L01

1.2 4% 4 2 p |nvestigator's Brochure : RO5541077 Polatuzumab vedotin IB -
Version 15, dated 23-Oct-2023
2.1 % Questionnaires :

(1)NCI-PRO-CTCAER CUSTOM SURVEY : Item subset derived from
PRO-CTCAER Item Library Version 1.0 Chinese (Traditional) Form
Created on 11-April-2023, with header and footer

(2)EQ-5D-5L wE R* % L4 ® 48 ¢ < < (Traditional Chinese version for

Taiwan) Taiwan (Traditional Chinese) ¢ 2011 EuroQol Group EQ-5DTM

113 £ 02 A 15 H &%
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is a trade mark of the EuroQol Group, with header and footer

(3)GP5 (\Version 4), Traditional Chinese (Universal) Copyright 1987, 1997, 0]
February 2015, with header and footer

(4)FACT-Lym Subscale (\Version 4) , Traditional Chinese (Universal)
Copyright 1987, 1997, with header and footer

(5)EORTC QLQ-C30_c Copyright 1995 EORTCQuality of Life Group. All
rights reserved. Version 3.0, with header and footer

3.(37#) 3~ % % /& % 3 Protocol Clarification Letter: GO44145 PROTOCOL
CLARIFICATION LETTER, dated 15-Sep-2023

31

11211-L01

1.% ;éiﬁ F % % @ GS-US-570-6015_Main ICF_ Global Master V9.0_Taiwan
V9.1_site 11014 (CMMC-LY) V9.1.1_12Dec2023_Traditional Chinese

2.1 #F 4 £ p 1 GS-1811_Investigator’s Brochure_Edition 3, 18 August 2023

3.1 %4F 2 4  GS-US-570-6015_PROD_ 24AUG2023_V5

4.(F7TH() A4 A 7 & 0 GS-1811 dose modifications_25Jul2023

32

11211-L02

a4 4 £ p @ Obexelimab Investigator’s Brochure, Edition No. 3.4, dated
13Sep2023

33

11301-L01

1.® %4p 4 £ JBM-MC-JZQB_Annotated CRF_ 16Nov2023
2RTH 2 &

(1)3* 4 2 *t4+ * Protocol Addendum J3M-MC-JZQB (5), Approval Date:
15-Dec-2023

(2R #+ _&iE 4 px 1 JZQB_TY-Screening_ Master_v1_130ct2023
TN(TR_CN)

()R =+ 4235 1 JZOB_TY-Participation_ Master_v1_130ct2023
TN(TR_CN)

(4)R #+ #F% = = 1 JZQB_TY-End-Of-Treatment_Master vl 130c¢t2023
TN(TR_CN)

()% #F# 1 4p» Part A 1 JZQB_Study-Guide-Part-A_Master_v1_
060ct2023_TN(TR_CN)

(6)% :#F# 1 4p» Part B : JZQB_Study-Guide-Part-B_Master_v1
_060ct2023_TN(TR_CN)

(7)?‘»5‘@ # PR+ 1 JZOB_Visit-Card_Master vl 130ct2023_TN(TR_CN)

(8)=# :JZQB_T-Aware-Brochure_Master vl 130ct2023_TN(TR_CN)

(9)EORTC IL19 : JAM-MC-JZQB_EORTC IL19_ ScreenReport_v1.0_Trans
eCOA_Medable_Traditional Chinese-TW 12Dec2023

(10)EORTC QLQ-30 : J3M-MC-JZQB_EORTC QLQ-30_ScreenReport_
v1.0_Trans_eCOA_ Medable_Traditional Chinese-TW_12Dec2023

(11)NCI PRO-CTCAE : J3M-MC-JZQB_PRO-CTCAE_ScreenReport_v1.0
_Trans_eCOA_Medable_Traditional Chinese-TW_12Dec2023

(12)FACT-GP5 : J3M-MC-JZQB_FACT-GP5_ ScreenReport_v1.0_Trans
eCOA_Medable_Traditional Chinese-TW_12Dec2023

(13)ix & i ¥ : J3BM-MC-JZQB_EQ-5D-5L_ ScreenReport_v1.0_Trans
eCOA_Medable_Traditional Chinese-TW_12Dec2023

(14) 2] fm e ¥ g e 3= 1 B 4 1 J3M-MC-JZQB_NSCLC-SAQ Screen
Report_v1.0_Trans_ eCOA_Medable_Traditional Chinese-TW_
12Dec2023

(15)45 1B 24 ) % W gk 3= B ¥ 1 J3M-MC-JZQB_NSCLC-SAQ
Missed_ScreenReport_ v1.0 _Trans eCOA_Medable_ Traditional
Chinese-TW_12Dec2023

(16) & & ¥ 1 M E % -
J3M-MC-JZQB_PGIC-Cancer_ScreenReport v1.0_Trans_eCOA_Medal
le_Traditional Chinese-TW_12Dec2023

(I7) & $5 1 PR % -3 20k 1 J3M-MC-JZQB_PGIC-Lung
ScreenReport_v1.0_ Trans_eCOA_Medable_Traditional Chinese-TW
12Dec2023

(18) & & $HR & e M & % - L Ak & © I3M-MC-JZQB_PGIC-Physical

Status ScreenReport v1.0 Trans eCOA Medable Traditional

113 £ 02 A 15 H &%
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Chinese-TW_12Dec2023
(19 R F $HFE A& DFEME %Rkt 1 I3M-MC-JZQB_PGIS-Cancer
ScreenReport_v1.0_Trans_eCOA_Medable_Traditional Chinese-TW
_12Dec2023
(20) & % $1 B A& R £ %7 30 5% J3M-MC-JZQB_PGIS-Lung
ScreenReport_v1.0_Trans_eCOA_Medable_Traditional Chinese-TW
12Dec2023
(1) R $H5k & R e % 1 J3M-MC-JZQB_ PGIS-STAT_Screen Report
v1.0_Trans_eCOA _Medable_Traditional Chinese-TW_12Dec2023
(22)% » & % @ J3M-MC-JZQB_Authentication_ScreenReport_v1.0_
Trans_eCOA_Medable_Traditional Chinese- TW_12Dec2023
(23)Frvs * 425 i 4 1 J3M-MC-JZQB_ Welcome! Start Here for App
Orientation_ Screen Report_v1.0_Trans_ eCOA_Medable_Traditional
Chinese-TW_12Dec2023
(24) 3% w ¥ B 42 1 J3M-MC-JZQB_Practice Answering Questions
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