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i 4% 4 £t Edition Number 17.0, Date : 01 February 2023
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AfFA S Investlgators Brochure Ivosidenib (AG-120)_Version 13.0_03
March 2023
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L% %A FH'LI 202467 30p -

2.5 AR5 R X #H B &3 main ICF : 235741_BGB-A317-301_Global
Model ICF_ Main ICF_Version 11.0_17Mar2023 235741_ BGB-A317-301_
TWN Model ICF_Main ICF_ English_Version 9.0_12Apr2023 235741 _
BGB-A317-301_TWN_Hsing-Tao Kuo_Main ICF _Traditional Chinese_
Version 9.0_ 28Apr2023

3.2 4 £p B : BGB-A317_Investigator Brochure_Edition Number: 10.0
Release Date: 09 Feb 2023
4.7 %42 4 CRF : V15.0 05Dec2022

5. (F73#)#

(1) Note to File: No change for blank CRF V14.0 to VV15.0_09-Jan-2023

(2) JOINN Lab Notification:

- Cover Letter: Tislelizumab - Notification of the outcome of the recent OECD
GLP inspection as part of the review of two ongoing EU MAAs for
tislelizumab (BGB-A317/ VDT482), Date: 19-Dec-2022

- HA Notification letter: BeiGene sponsored clinical trials involving
tislelizumab (BGB-A317/VDT482) —Notification of EMA GLP inspection,
December 19, 2022

- Medical Impact Assessment BGBA317: Medical impact assessment following
-initial OECD GLP inspection outcome, Release date: 19-Dec-2022

(3) Study Sponsor’s Notification Letter of Termination BGB-A317-301 study,
Date: 27Feb2023
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1 R {R%AFH'I1 20252127 31 p -

2. Brr o N R E A2 E# G 18 K o

3. XEH % % ! 236699 BGB-A317-306_ Global Model ICF_Master
V10.0 17Mar2023 236699 BGB-A317-306 TWN_Main ICF_English
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Version 9.0_11Apr2023 236699 BGB-A317-306_TWN_ Yu-Hsuan Kuo_
Main ICF _Traditional Chinese_\ersion 9.0_11May2023
i 4% 4 £ @ Investigator's Brochure Edition 10.0, Date 09 Feb 2023
B %454 £ : BGB-A317-306 eCRF VV11.0 CC9 04Apr2023
6. FTHf 2 it
(1)Memorandum: Notification of the outcome of the recent OECD
GLPinspection as part of the review of two ongoing EU MMAs for
tislelizumab_19-Dec-2022
(2)%f# - : HA Notification: Notification of EMA GLP inspection_December
19, 2022
(3)%f# = : Medical Impact Assessment: Final_ 19-Dec-2022
(4)ICF Memorandum : clarifythe reconsent patient scope, reconsent timing,
reconsent requirements, and procedure of verbal consenting for the current
ICF documentation_11May2023
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FURBRR YL 202427 14p o
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10805-008

LA A £33 f % p w2 L3+ D910DC00001_CMMC_Main ICF_Version
7.0, 24Mar2023
2.1 4 4 £ p : Edition 18, 01 November 2022
3.FHE R fffr* -] L % - 28 October 2022
4. B%FL 4
(1)D910DC00001_Version 3.0_12JUN2019: UNIQUE
(2)D910DC00001_Version 3.0_12JUN2019: ATD
(3)D910DCO0001_Version 4.0_01APR2020: UNIQUE
(4)D910DC00001_Version 4.0_01APR2020: ATD
5. (F7H#) XA #F 4 3 Investigator Letter #8: Patient retention and
continued imaging coIIection (1 Feb 2023)
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2

12

10902-L03

I P B2

1. @;z:;;%#zp\/\ G\-ﬁ Lz EHG 18;&

2. @ H kL3 + D9106C00001_CMMC-LY_Main ICF_Version 6.1,
27Apr2023

3. 24 é;é—‘ﬁ};i& ez BE%pE RS
D9106C00001_CMMC LY_Pregnant Partners ICF_\ersion 1.2, 27Apr2023

i 4% 4 £ p (Durvalumab) : Edition Numberl8, Date: 01November 2022

5 A LA FErd g2 e 0 28 October 2022

6. ﬁ%ﬁ ‘b 3% J %2 Version 6.0 dated 05 July 2022

7. B %4#F £ 4:D9106C00001_Version 10.00_02AUG2022

13

10902-L04

1.9 § 225 ¥ 23 2025231 31 p o

2.8 SRk sk 2 B L # 1 D933GC00001_CMMC-LY_Main ICF_
Version 10.0, 04May2023

BAAFRFTATLRFFME T ERLE -
D933GC00001_CMMC-LY_Pregnant partners ICF_\ersion 3.0, 04May2023

4.4 3% 4 £ : Durvalumab(MEDI4736) : Edition 18, 01 November 2022
5.1 % 3F £ % :Non-Annotated : D933GC00001_ Version 9.0_09SEP2021: ATD

6.4 & A B4 g i e Version 28 October 2022

7.% % ¢t 1% $£ %2 Sample Receipt and Storage Process : Version 3.0 dated
01Mar2023

14

10906-L04

Pt - 2

1 e o8 p 2 E L2 #8005 18 fk o

2. % % : Version 3.0, Date 10 January 2023

3. ¥ 2 4§ & : D516AC00001_Synopsis_Version 3.0_10 January
2023 _Traditional Chinese_ 30Jan2023

4, ® < 4§ & : D516AC00001_Synopsis_Version 3.0_10 January 2023

5. A XFHFRFwE F LT - D516AC00001_CMMC-LY_Main ICF_
Version 7.0, 01May2023

6. *AXRFHIFHEERRAATERLT ¢
D516AC00001 CMMC-LY Pre-screen ICF Version 4.0, 01May2023
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7. &4 x;é'%]‘f}li Lz BB prEi kLY
D516AC00001_CMMC-LY_Preg ICF_Version 1.2, 01May2023

8. FEHMAFT T %2 kR E 'D516AC00001_CMMC-LY_ Optional
Genetic ICF_Version 1.2, 01May2023

9. a3 4 £ Edition Number 17.0, Date: 01 February 2023

10. (F73) = F/a4F ¢
D516AC00001_Advertisement_ TW_ENG_210ct2022_Traditional Chinese_
CMMC-LY_01May2023

15
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1 %34k &3 : IMP4297-106_Main PIS-CF_ 206_Kao_Traditional
Chinese_Version 5.0_ 19Apr2023 Translated from English PIS-CF_ Main_
206_Kao_Version 5.0 _19Apr2023

2. (373)¥ 4t # P £ 3 Labcorp Pharmaceutical R&D (Shanghai) Co., Ltd.

16

11004-002

4 3% &4 £ P Tirzepatide [LY3298176] Investigator’s Brochure Approval Date:
22-Feb-2023

17

11006-L02

Fllck Becd A A Y Foat £ RS LD 2025/07/01 ¢ (s LS
2023/07/01)

18
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1 Bea o p 2 E A2 #8805 18 4k o

2. 3+ % £ : Protocol GO40554, Version 8, Dated 11-Non-2022

3. & < 4§ & . Version 8, Dated 11-Non-2022

4. ¢ < 4 & : Protocol Synopsis_GO40554, Version 08, 11-Nov-2022.
Translated into Traditional Chinese for Taiwan_02Dec2022

5. AL A

(1) polatuzumab vedotin (RO5541077): Version Number 14, October 2022

(2) tocilizumab (RO4877533): Version Number 24, September 2022

(3) Mosunetuzumab (RO7030816): Version Number 8, April 2022

6.% ;édﬂ" f= & 2 : English Site Specific_ CMHLY_Main ICF, Version 5.0,
19May2023. Translated into Traditional Chinese for Taiwan

7. RT3 v i

(1) -4 % /27 1 & Protocol Clarification Letter: dated 22-Nov-2022

(2) 2 # ~ iz 3 Dear Investigator Letter: FDA Partial Clinical Hold on Study
G040554 Cohort C, dated 25-Jan-2023

19

11008-L05

1 igec S » X & A2 285 18 & o

2. APEF IR B 5 28 4 0 2IRE MR IR E B -

3. 3412 : 849-010 Protocol version 5.0, dated 07-Dec-2022

4. 7 < 3 & : 849-010 Protocol version 5.0, dated 07-Dec-2022_Chinese
synopsis

5. & < 4§ & : 849-010 Protocol version 5.0, dated 07-Dec-2022_English
synopsis

6. XRFr LI

(1) Site ICF — Lin CY — Traditional Chinese — 19-Apr-2023 — Version 3.2 —
Main, based on Taiwan ICF — Traditional Chinese — 23-Dec-2022 — \ersion
3.0 —-Main

(2) Site ICF —Lin CY — Traditional Chinese — 19-Apr-2023 - Version 2.2—
Continuation on Study Post Disease Progression, based on Taiwan ICF -
Traditional Chinese — 28-Jul-2022 — Version 2.0 —Continuation on Study Post
Disease Progression

(3) Site ICF — Lin CY-Traditional Chinese — 19-Apr-2023 — Version 2.2 —
Pregnant Partner, based on Taiwan ICF - Traditional Chinese — 28-Jul-2022 —
Version 2.0 — Pregnant Partner

(4) Site ICF — Lin CY — Traditional Chinese — 19-Apr-2023 — Version 2.2 —

Pregnancy,based on Taiwan ICF - Traditional Chinese — 28-Jul-2022 — Version

2.0 — Pregnancy

(5) Site ICF — Lin CY — Traditional Chinese — 19-Apr-2023 — Version 2.3 —

PreScreening, based on Taiwan ICF - Traditional Chinese — 23-Dec-2022 —

Version 2.1 — Pre-Screening

7. (F7TH) 3% & S 849-010_Clarification on the Administration of
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MFOLFOXG6 in the KRYSTAL-10 Study in the Presence of Trometamol_
02-Feb-2023

8. (373) #H5% & X4k 849-010_Justification for Removal of the Discordant
ICF_19-Dec-2022

9.(F7#) R 3 S 849-010_Memo regarding new brand name, Clario
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11102-012

1. ®%3p2 £ 1 6.0_CKIX839B12302_18NOV2022
2. (373#)DMC % & :
2023-01-31 VICTORION DMC recommendation form v01

22

11102-013

1.? % 2 : Protocol Version 8.0, Final, 22-Feb-2023
< 4 & : Protocol Version 8.0, Final, 22-Feb-2023
< 4 & : Protocol Version 8.0, Final, 22-Feb-2023
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3. Brftnl i ﬁ4mmgfﬁ°
4. FTH L A FAE X s‘-%ﬁ °
5 # Kfﬁﬂ" AR R o
6. & 592k Fok X éi‘ & 2 Main ICF Version :
4592-TW-site-251- maln _6.0, Date : 12-May-2023
VAR EE 2§ BT RS @EE faez 24k L3 Male-partner ICF
\ersion : 4592—TW—site-251—male—partner_5.0, Date : 12-May-2023

24
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F s
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L% 4 R e

2.1 @& FE PR F 0 GO42784_Site#353703_PICF_Traditional Chinese_
Version 3.1 17May2023 based on Country ICF Version 4.0_12Jan2023

SMRE R TR * 2 hG 2 F4E © GO42784_Site#353703_PPA_Traditional
Chinese_Version 2.1_17May2023based on Country PPA Version 3.0_
O9Jan2023

AR IR TR 2 IhE 2 P GO42784_Site#353703_IAF_Traditional
Chlnese_VerS|on 1.2_17May2023 based on Country IAF Version 2.0_
06Aug2021
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%R H I L % 4591-TW-site-731-main_7.0, Date : 14-Apr-2023
'Ar}pr:“&’ T/J»,, m*véﬂ/F':rl K%C}lﬁ&ﬂ:
4591-TW- S|te 731-male-partner_6.0, Date : 14-Apr-2023
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RL AP e RS 94~ 23R 5 50 4 0 ARf R # -
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:+4 2 : ONO-4538-98_ Protocol version 7_ 10Mar2023

4. 7 2 4 & : ONO-4538-98_Protocol ver7_ Synopsis_EN_10Mar2023
Translation from En to Ch(TW) dated 20Mar2023

5. ® 2 4 & : ONO-4538-98_Protocol ver7_ English synopsis_10Mar2023

6. & 592k Fok % ;é—‘ﬁ fr & % : Main Informed Consent Form V8
TWN(zh)8.1.0_site 3006 v2.0 (16May2023)

7. TR RS R op B s R LFE P L3 ¢ After PD Informed

Consent Form V2 TWN(zh)2.1.0 site 3006 v3.0 (16May2023)
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11106-001

3= 1

LAY 238 4 B 5 T
2.F ek Hcp b > BT A FY T 2025/7/31 (i & B 2024/1/31) -
3.% 3% F & 3 :V3,2023/04/26
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5.7 2 -4 4 & :V3,2023/04/26
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11107-004

LRy & tffs 1 7 BRA D FARLATEY e
2.8 { fc A dic 1 100 ¢3¢ 3 430 b
WS W FIH e AT fﬁ«sm\ﬁ AR 1 A 2 < R
St A B PUT 2023/7/31 0 5B 4 2 B3 PUT 2025/7/31
31344 V2.02023/4/18
5.9 v k& V202023/4/18

30

11107-L02

1. & H# % 4p s SAFFRON_Study Guide_ v2.0_210ct2022_Taiwan
Tradmonal Chinese

2. (#7#) /23 7 & [ Add - Clarification Memorandum : Clarification
Memorandum SAFFRON; Premedication for Pemetrexed chemotherapy
combination- Strictly Confidential 14-Dec-2022

31

11108-009

%3R4 £ Version 2.4, 18-Jan-2023

32

11109-001

a -

CRLT R LIPS RATH RS i F
LRV R A P FERL SRR AL
CRTHAET AR MEZ

. 3314 1 V14, 2023/04/10

. ¥ v & 1 V1.2,2023/04/10
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11110-003

T ﬂ\)‘m?ﬁ?ﬂzi% Afeh 15 A (R 10 4) s RPN 2 rTkje kil # o
B % 3F 2 4 (CRF): Version 1.1, Date: 2023-01-20

(#73) ¥ : Insurance Certificate (DS-ASCAHQ-ENH-GC001) Taiwan_

24Nov2022

1
2
3
4
5. % ;é?‘f R 3 1 V2.2,2023/04/10
6
1
2.
3.

34

11110-L01

M=

1. B %44 4 . CRF Version 8.0, Date: Nov. 2, 2022
2. (RTH) R P 3 o Statement re Absence of Suspected Unexpected Serious
Adverse Reactions (SUSARs), Date:20-JAN-2023

35

11110-L05

I P2

1 % ;éﬁ e % 3 : D926NC00001_CMMC-LY_Main ICF_Version 2.0,

24May2023
a4 4 £ p (Dato-DXd):Dato-DXd Investigator’s Brochure Edition 7.0,
20Mar2023
3. BENFEI-E L 32 35 3 :TMG_Durvalumab and Tremelimumab_28
October 2022
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-}wij

1. —‘T“rfﬁﬁé",}b AFFA LB ? moAL %N@%ﬁ o
2.% Fé—‘k fr % % I8F-MC-GPIJ_CMMC_Main ICF_Version 2.0_14Apr2023
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11112-005
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1. fﬁe;:r,%p\» T EAZEHL I8 K o

2. % Péi e % % : 256442 CNTO1959PSA3004 Global Model ICF_Main_
VerS|on 4.0_14Feb2023 256442_CNTO1959PSA3004_TWN Model ICF_
Main_ English_Version 3.0_ 06Mar2023 256442_CNTO1959PSA3004_
TWN_Hung-An Chen_Main_ Traditional Chinese_Version 3.0_28Apr2023

3. EHE M AT T 4 256442_CNTO1959PSA3004_Global Model ICF_
Genetic_Version 1.0_11Jan2021 256442_ CNTO1959PSA3004_TWN Model
ICF_Genetic_English_Version 1.0_30Mar2021 256442 _
CNTO1959PSA3004_TWN_Hung-An Chen_Genetic _Traditional Chinese_
Version 1.3_28Apr2023

4. A B i &4 1 256442_CNTO1959PSA3004_Global Model ICF_
Pregnant Partner_\ersion 1.0_11Jan2021 256442 _CNTO1959PSA3004
_TWN Model ICF_Pregnant Partner_English_\ersion 1.0 _30Mar2021
256442 _CNTO1959PSA3004_ TWN_Hung-An Chen_ Pregnant Partner_
Traditional Chinese Version 1.3 28Apr2023
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5.% ;é?," e & % *it4k 256442_CNTO1959PSA3004_Global Model ICF_ ICF
Addendum _Version 1.0_09Jul2021 256442 _CNTO1959PSA3004 TWN
Model ICF_ICF Addendum_English_Version 1.0_ 23Aug2021 256442 _
CNTO1959PSA3004_ TWN_Hung-An Chen_ICF Addendum_ Traditional
Chinese_Version 1.2_28Apr2023

6. ﬁé;&?}‘ JFAae Tl 33 256442_CNTO1959PSA3004_Global Model
ICF_Caregiver_Version 1.0_09Aug2021 256442 CNTO1959PSA3004
TWN Model ICF_ Caregiver_English_Version 1.0_23Aug2021 256442 _
CNTO1959PSA3004_TWN_Hung-An Chen_Caregiver_Traditional Chinese_
Version 1.2 28Apr2023
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11201-012

3 %4 47 9 & 2.0 Dated:2023.04.19

1 AT g A Rds %%“f'%‘é g -

2. L%k R ;éiﬁ = % % @ C4891001_Main ICD_ Taiwan_Traditional Chinese
_CMMC_V2/3_11Apr2023

3. A3 IpE&FE e L3 ¢ C4891001_ Prescreening ICD_Taiwan_
Traditional Chinese_ CMMC_V2/3_11Apr2023

4, EH PR STFRFLETOF T R E L3 0 C4891001_RRS ICD_
Taiwan_Traditional Chinese_ CMMC_V1/3_11Apr2023

5. Ei-fsmfiofha X W P L3 e 0 C4891001_ ICD Addendum
Treatment Beyond Progression_Taiwan_Traditional Chinese_ CMMC_V2/3
_11Apr2023

6. EHMEE TTHFRF LIRS LK P FIL T 0 C4891001_EOT
Biopsy ICD_Taiwan_ Traditional Chinese_ CMMC_V2/3_11Apr2023

7. A iRk ET R NS - C4891001_PPRIF_Taiwan_Traditional
Chinese _CMMC _V2/3_11Apr2023

8. R < i

(1)r £ 3 3 5= £ B : C4891001_eCOA Screen Report_Questionnaires_
Chinese-Taiwan_v1.0_23Jan2023

E S ﬁ "R p T 3 £ B : C4891001_eCOA Screen Report_Evening
Daily Diary_Chinese-Taiwan_v1.0_23Jan2023

(B)%& ¢ T4 K E - %4 4y 1 C4891001_eCOA Participant Quick
Reference Guide_v2.0_Chinese-Taiwan_15Feb2023

(O R ¥ % 2 1+ &if € 1 C4891001 Branded Retention Items
Submission Form_ Global English_V1.0_03Nov22

(5)F 1 £ 4p s : C4891001_Study Visit Guide _TW ZH_v1_07Nov22

(6) R -+ -% — % #p = = : Pfizer_C4891001 Thoughtful Closure_Participant
Milestone Card_ V1_TW_ZH_261022

(7) R #+ -3F5% = = 'Pfizer_C4891001_Thoughtful Closure_Patient Thank You
Card_V1_TW_ZH_ 261022

@FFR2Erz

- C4891001_Informed consent flipbook_TW ZH_V1_07Nov22

- C4891001_PAG Online Trial Listing_TW ZH_V1_03Nov22

- C4891001_Patient Brochure_TW ZH_V1_07Nov22

- C4891001_Patient invite letter TW ZH_V1_03Nov22

- Pfizer Breast Cancer Clinical Trials_Patient Brochure_ TW
ZH_V1_18Nov2022

- Pfizer Breast Cancer Clinical Trials_Patient Flyer TW ZH_V1 18Nov2022

- PfizerBreast Cancer Clinical Trials Patient Poster TW ZH V1 18Nov2022

»
«

11202-010

1 i@% <34 kL $  C3651003_Main ICD_Taiwan_Traditional Chinese
_CMMCLY _V7/4/4_15May2023

2. FEPBAA chacfE R R 0§ 5 9% § k4 1 C3651003_RRS ICD_

11202-L01 LS Taiwan_Traditional Chinese_CMMCLY _V0/2/4_15May2023

3. A FimRk s F g ¢ C3651003_PPRIF_Taiwan_Traditional
Chinese_ CMMCLY_V0/1/4_15May2023

4. #F%TF P s e 0 A-1426-0044-5151 QRG Taiwan Traditional

112406 H 08 H&sE 7
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Chinese p # :30Jan2023 s 4 : 2

5. XFH e FHE R gL RERTE F e 0 C36510032022 & 12 ¢ 1
p Rk 20

6. ()X B F - F >

(1)Cachexia educational brochure : C3651003_ Cachexia educational brochure
_TWZH_V1 17Nov22

(2)Study Brochure : C3651003_Study brochure. TW ZH_V1 11Nov22

7. (F7H)+i I &.4p 2 ¢ C3651003_Informed consent flippook_ TW
ZH V1 11Nov22

8. (A7 )3 #7 3 w ¥ 4p = * C3651003_Study visit guide_TW ZH_V2_15Dec22

9. (AT )3k =46 £ 32 F 4~ %38 p -+ & : C3651003_Retention Item Submission
Information_Blanket US EN_V1 03Nov2022

10. (F7H)4e 46 < 2 H 4 38 P -45 £+ C3651003_Retention Item
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