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1.2 3 4 £ P INVESTIGATOR' S BROCHURE, RO5541267, TECENTRIQ
(atezolizumab), Version 19, August 2022

1 10409-L02 6P |2, (F78) i4F 4 £ P sk INVESTIGATOR' S BROCHURE, RO5541267,
TECENTRIQ (atezolizumab), Version 19, August 2022, Addendum Number 1,
October 2022
2 10509-L01 T E A FF A &P G 3 investigator Brochure Clarification Letter for MK-3475 IB
Edition 22, Date: 26-Aug-2022
1. 4 % @ MK-3475-590-11, 17-Oct-2022
3 10606-L02 HE |20 B2 4E L MK-3475-590-11_English synopsis_17-Oct-2022
3. (ATH{)MK-3475 5% 22 i dF A F P E S 1 26-AUG-2022
1ATH = & ¢
(1)a 4% 4 & P 4% Nivolumab INVESTIGATOR’ S BROCHURE 21 ADDENDUM
4 10608-001 B E NO.01, dated: 10-Oct-2022
(2):#% & 2 7 5c % { 7 3 Protocol Administrative Letter, date:
27-0ct-2022
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2.3 3 A £ @ INVESTIGATOR’S BROCHURE: RO452294 (RITUXIMAB): Version
28, June 2022

10704-L01

ATHE A 4F A L P gé 1 IBV21_Addendum 01_ 100c¢t2022.

10711-L04

FTH A 4F A £ P odk D WO39391_IB RO5541267 (atezolizumab) 1B Addendum
1 to Version 19_140ct2022
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1. RTE L L 45 A L ;Bz-.f,j(ﬂﬁi AR ﬂ»%ﬁgm

2. **4 2 : Protocol 56021927PCR3011 AMENDMENT 7, Date: 14 April 2022

3. ¢ % 4§ & :56021927PCR3011 Protocol Amendment 7 Synopsis_Version 7.0,
Date: 31/May/2022_ Traditional Chinese

4, =~ #ﬁ &£ ! Protocol 56021927PCR3011 AMENDMENT 7, Date: 14 April 2022

5. % ;éiﬂ" F & % ' 56021927PCR3011 CMMCYK Clinical ICF Version 10.0, Date:
08/Nov/2022

6. M3 E%X 'f;]‘ Fr % % :56021927PCR3011 CMMCYK Clinical ICF
(Substudy)_Version 2.0, Date:08/Nov/2022

7. % ;i‘:ﬂ—%f Fe & % %4k © 56021927PCR3011 CMMCYK Clinical ICF Addendum
Version 2.0, Date: 08/Nov/2022

8. % Eé’“ﬁ Z A EiER &3 1 56021927PCR3011 CMMCYK Clinical Pregnant
Partner ICF Version 4.0,Date: 08/Nov/2022

9. BRIFL £ ¢

(1) 56021927PCR3011 Version 9.00 12AUG2021 NW - AllForms

(2) 56021927PCR3011 Version 10.00 24FEB2022 TH - All Forms

10. i ¥ A £ P I |nvestigator's Brochure JNJ-56021927 (apalutamide) Edition

number: 16, Date: 14 April 2022

11, 3782 & ¢

(1) B 2t FeRE e AF,‘ F % % :156021927PCR3011 CMMCYK Pregnant
Partner ICF (Substudy)_Version 1.0, Date: 11/Nov/2022

(2) PROMIS T4 T "% B £ % & : PROMIS eCOA Tablet Screenshots Chinese
(Taiwan), Version 1.00, Date: 23-Aug-22

(3) + 35 |'# F+ ¢ 56021927PCR3011-CTT32 INT-6 Version 1.0, 04NOV2021

(4) wZ #pE |+ :56021927PCR3011-CTT31 INT-6 Version1.0, 04NOV2021

(5) L 4F A £ g4k : Addendum 1 to Investigator's Brochure Edition 16
JNJ-56021927 (apalutamide), Date: 8 August 2022

(6) PA7 3+ % & /8 -3 4F % i & 1 PCC PA7 Site Letter v2_30 May 22
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10811-003

i % 3% 4 4 : Version Final 6.0 Date 26 Aug 2022
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10811-L01

B % 3 4 £ : Version Final 6.0 Date 26 Aug 2022
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1.% ;é‘"ﬁ F % 3 :8951-CL-5201_Main ICF Master_V5.3 _Taiwan _V7.2_site
88607 (CMMC-LY) V4.1_ 270ct2022_Traditional Chinese

2. (A7) A iEFE S F R 2 :8951-CL-5201_ Pregnant Partner
Information Release Form_Master V2.0_Taiwan V3.0_site 88607 (CMMC-LY)
V4.1_28Nov2022 _Traditional Chinese

3.(ATH{) A F A £ 30 8951-CL-5201_ Investigator’s Brochure
Letter_17Aug2022
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M <

. 3% 2 :Amended Protocol Version 03, 23-Jun-2022

¥ 2 i & :TW Chinese Protocol Synopsis, Version 03, 23-Jun-2022
# < 4% & :English Protocol Synopsis, Version 03, 23-Jun-2022

% ;ikiﬁ F ® % :v03.05.02.03_M_3165_050ct2022_ CMMC-LY
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(FTH{) A #F A 13 S Dear Investigator Letter_TECENTRIQR (atezolizumab) © The
Important Identified Risks of Immune-mediated Myelitis and Immune-mediated
Facial Paresis associated with the use of TECENTRIQR (atezolizumab), dated 21-
Nov-2022
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A Boxh 4 2 pox
2% IR ECS 1900 BP 2 AMRIE TR ¥ o
3.32* 4 2 : Protocol BO42161, Version 6, 285ep2022
4.7 < 4§ & : Protocol BO42161_Chinese Synopsis_ V6.0, 285ep2022
5. ¥ % i & : Protocol BO42161, Version 6, 285ep2022
6. X% 23'%]‘ = % % : Crovalimab-BO42161Main ICF V6 TWNO1_ 332915 CMMCLY
v1.0_06Dec2022
7. L AP RMETREZEREEE/AETRL T
Crovalimab-B042161 Research ICF V6 TWNO1_ 332915 CMMCLY
v1.0_06Dec2022
8. MIIEE TR 2 G2 24 F L % : Crovalimab-BO42161 IAF ICF V2
TWNO1_332915CMMCLY V1.0_06Dec2022
9. 1 4% 4 £ :|B_ Version 7, May 2022
10.1% %37 2 % : MIG_R11.0_001_04NOV2022_AA - Master Matrix, Generated
On: 08 Nov 2022 12:11:47
11. (F73) 14 A £ ¥445: IB Addendum 1 to Version 7, June 2022
12. (#7H) 3+ % i & S COMMODOREL1 - End of Screening
Letter_15Sep2022
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i ogp

L RLoAXBFHpr #2865 1850121 -
2. £#F ¥ L3F * M16-191 CMH-LY Main ICF V7.0 (22Dec2022) based on TW
Country Main ICF V7.0 (02Nov2022)
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1.3+ % % : M20-178 Protocol V5.0 dated 29 Aug 2022

2.7 % 4§ & : M20-178 Protocol Chi Synopsis V5.0 dated 29 Aug 2022

3.% % 4§ £ : M20-178 Protocol Eng Synopsis V5.0 dated 29 Aug 2022

4.3 3% A £ P : Navitoclax (ABT-263) Investigator Brochure Edition 18 -
31August2022

5.0 % Ei‘:ﬂ"ﬁ fe & 3 : M20-178 CMH-LY Main ICF V6.0 (220ct2022) based on TW
Country Main ICF V6.0 (040ct2022)

20

10912-006

HEE

(F7TH{)A +F A 7 & Dear Investigator Letter © Dear Investigator
Letter_GDC-9545, RO7197597 (Giredestrant) - Giredestrant concomitant
medications guidance, dated 18-Oct-2022.
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11002-L01

1. %484 % Case Report Form @ SGN35-031 Annotated
CRF_V5.0_10Jun2022
2. i #F A £ P |nvestigator's Brochure: Brentuximab vedotin Investigator's
Brochure, Version 20_18-Oct-2022
3. (F73) & ;i‘—‘ﬁ 23~ ¥ Patient Materials :
(1) SGN35-031 — PFM — Advocacy Support Group Fact Sheet — TW/CHI - V1.1 -
23Dec2021
(2) SGN35-031 — PFM — Advocacy Support Group Posting — TW/CHI - V1.1 —
23Dec2021
(3) SGN35-031 — PFM — Patient Brochure — TW/CHI — V1.1 — 23Dec2021
(4) SGN35-031 — PFM — Patient Study Guide — TW/CHI — V1.1 — 23Dec2021
(5) SGN35-031 — PFM — Patient Trial Card — TW/CHI — V1.1 — 23Dec2021
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(1)Dear Investigator Letter_Drug Supply in Study ME-401-004 14 October 2022
(2)Urgent Safety Measure Notification Memo 18 October 2022
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1. ${ 27k Jc% A #ch 1887203 4 » AR ZE FPM IR c kit & o

2. 3+ 4 % : Protocol GO40554, Version 7, Dated 07-Jul-2022

3. & % if & : Version 7, Dated 07-Jul-2022

4. LEXREFFI 2 : English Site Specific. CMHLY_ Main ICF, Version 4.0, 25
Nov 2022. Translatedinto Traditional Chinese for Taiwan

5. (A7) & F E 7 5 S dated 21 January 2022

6. (#73# ) Study Memo: Memo from Roche on the current global shortage of

112 4 01 A 12 A&




TAIWAN

FEFRMME AP EFR

iodinated IV contrast media, dated 22Jun2022

7.% < 4§ & :Protocol Synopsis_G040554, Version 7, 07-Jul-2022.Translated into
Traditional Chinese for Taiwan_30Aug2022

8 LA Ly,

* Investigator’ s Brochure: polatuzumab vedotin (RO5541077): Version
Number 13, October 2021

* Investigator’ s Brochure: tocilizumab (RO4877533): Version Number 23,
September 2021
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1. B%3r 4 % ! IM011-054 Subject Case Report Forms
v4.002_MIG3_26SEP2022
2. % %4F £ % 2. Pregnancy Surveillance Form : Pregnancy Surveillance Form
QMS-FRM-40401-3, vO1
CATH) ER P ¥R EE B L E 0 IMO11-054 Site (0122) OLE ICF
3-1-1 26-0ct-2022

w
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1. 3+ 3% % :J2J-OX-JZLC Clinical Protocol (b), Approval Date 17-Aug-2022
2. 7 2 if & :J2)-0X-JZLC Protocol (b)_Synopsis_ Traditional
Chinese_21Sep2022
3. FR iR 'JZJ OX-JZLC Protocol (b)_Synopsis_ 17Aug2022
ZEHFR L 2 : J2J-OX-JZLC_CMMCLY_Main ICF _Version 3.0_02Nov2022
5 E#H I”‘ 1M R 2 )2)-0X-JZLC_ CMMCLY_Research Sample
ICF_VerS|on 2.1_02Nov2022
6. 1 %4F 2 %:J2)-OX-JZLC_DEV1_20-Sep-2022
7. ATHZ 2
(1) ﬁﬁ? Eivisiok =X ;é“ﬁ fe R % :J2J-OX-JZLC_ CMMCLY_Addendum
ICF_Version 1.1_19Dec2022
(2)% Eéﬁ %3+ JZLC-TW-CH-APPT-REM-CARD V1-10152021
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1. 3THAZ 7 EILEF 0 ¥4 o

2. 3*4 % :Version No. 4, July 22, 2022

3. 7 < if & : Protocol_ONO-4538-113_ver.04_ Synopsis Translation from En to
Ch (TW) dated 03Aug2022

. ¥ ¥ 4 & : ONO-4538-113 Protocol Synopsis Version 4, July 22, 2022

5. £3#H F L3 * ONO-4538-113 Main ICF VSTWN(tc)5.0_3007v1.0
(15Nov2022)

6. L3F A L I BMS-936558/MDX1106/0N0-4538 (Nivolumab): Version 21,
Ol-JuI-2022

7. R F * % p 3% ONO-4538-113, Patient Medication Diary, 28Jul2022[V02
TWN (tc)]

30

11011-L07

&%

150 P E o R - R
2R A I R R oA TSR S ERERY AR RE
e R s

31

11012-009

P gr P

1L { ek A8, /200 % { 5300 4
QRLFAL AR 5 R )
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4.7 < & = /2022.11.10

5.% ¥ 4§ & 4K = /2022.11.10

6.% 34 I & % %~ /2022.11.10
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3. ek 5600 (R i 40 %)
4.7 < 3 & : Version 5 2022-09-27
5.% ¥ 4§ & : Version 2 2022-09-27

6.% E‘éﬂj‘ F % % : Version 6 2022-09-27
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175 2 *‘H%ﬁ iR BuRHRAFYHLL 113 £ 127 31 P -
2.% ¢34 1111030 % 4 = hb: p#p: 1111030

3. P AP _ver2_1111030 <+ %3 =% P4 1 1111030
434 % 1111030 = %% P ¥ ! 1111030

5% 23 F 4L 1111030 = % P ¥ 1 1111030
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11101-002

% 3% I 4 % : 13Y-MC-JPEF_CMMCYK_Main ICF_Version 3.0_01Dec2022
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LR

LATH e 1 4% A S PRB R WA EF
3ATHA L AR BT AR

47334 F:Version3 & & 2022 & 11 " 11 P
5.3 % kP& F:Version3 & ~ 2022 # 12 7 06 P
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11103-010

a -

1.2 4% 4 £ P & Semaglutide (s.c. administration) Abbreviated Investigator’ s
Brochure Edition 19, Version : 1.0, Date * 27 July 2022
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11103-011

144

1L¥ ek A8, A 15 4 ~ A 100 ¢ ~ 27k 150 * o

2.%3#F B L 3F  CMMCICF Version: 1.4, Date: 01-Aug-2022

3.7 4§ & : Version: 2.4, Date: 01-Aug-2022

4.% % & : Version: 2.1, Date: 01-Aug-2022

5.% %4F %2 % : Version: 1.2, Date: 29-Jul-2022

6.(37H) - E R 2 (;‘fi 3F) * CMMC Version: 1.0, Date: 2022/11/08

7.(ATH )& L ER P RE B A L8 1 MEMO_To: Regulatory authority
Date: July 28, 2022
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o

LA A REI RG> BF A (3R

2. ek A A 15 4~ X100 4~ 23k 150 4 o

3.%3#F F &L F  CMMC-LY ICF Version: 1.4, Date: 01-Aug-2022

4.7 % 4E & : Version: 2.4, Date: 01-Aug-2022

5.% % 4§ & : Version: 2.1, Date: 01-Aug-2022

6.1 %4F 2 4 ! Version: 1.2, Date: 29-Jul-2022

7.(373) 4+ F R 4 (74 4F) 1 CMMC-LY Version: 1.0, Date: 2022/11/08
B.(ATH|)iE B £ 3 RE ¥ B HEH L4 1 MEMO_To: Regulatory authority
Date: July 28, 2022
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11105-001

a -

1L { Afajedlic: 14 4 > WP > 23fjckkr # o
2.1 3 4 £ P Semaglutide (s.c. administration) Abbreviated Investigator’ s
Brochure Edition 19, Version - 1.0, Date - 27 July 2022
3% BTk sk R # 4 F & % : Main informed consent form, Version:
4591 TW- site 731-main_5.0, Date: 05-Dec-2022

(A7) =¥ ~ # 1 NN1535 Visit Reminder Card, % 2 #FZ+: # & -
-E Lo, Ver5|on 2.0_TW, Date: 10 Mar 2022
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1. FlRfpife e mizmr “'z‘ﬁlia"L‘* HE S A 30 &-Jv@;&{:g%gf,%j\ TP
AREA pE AR FREE A A 30 bR AR AT AT e

2333 ""“hF» 2022 # 11 7 23 B

3.¢ 2L % AR 20224# 117 23

4.3 2L D% -0 2022 F 117 23 P

41

11105-L05

1. % ;é—'ﬁ F % % : Main Informed Consent Form V7 TWN(zh)7.1.0_site 3006
v1 0 (25Nov2022)?

(RT3 = 2)L 45 4 £ P v21 *f4F ¢ Investigator’ s Brochure Version 21
Addendum No. 01, dated 10-Oct-2022
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11107-014

whe
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1.& 4+ :D361EC00001_Patient Brochure_v1.0_ 07Sep2022_Taiwan

Traditional Chinese

2.7 7 P B2 7 D361EC00001_Study Overview

Video_v1.0_07Sep2022_Taiwan Traditional Chinese

43

11108-003

EL RN 5 T BRI

112 4 01 A 12 A&




TAIWAN

3

FEFRMME A S EF
O e

44

11109-008

a -

- 18H-MC-BDCY(c) Clinical Protocol, Approval Date: 12-Oct-2022

% 2 :18H-MC-BDCY_CMMCYK_Main ICF_Version 2.0_06Dec2022
4+ P‘ * Insulin Efsitora Alfa [LY3209590] Investigator’ s Brochure,
proval Date: 03-Nov-2022

<

& ;‘ﬁ ID + : BDCY-TW-ZH-ID-CARD

$ ¥ %4p 5 : BDCY-TW-ZH-STDY-GUIDE
;c#& ﬁi—l‘ BDCY-TW-ZH-APT-CARD

s 4%+ : BDCY-TW-ZH-SMBG-CARD
iR F.J% fiZ+ : BDCY-TW-ZH-E-DIARY-CD
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K E B R 3 Study GS-US-626-6216 Taiwan_CMMCLY_Dr.
Kao_Part|C|pant Information and Informed Consent Form Version 3.3.2 dated
280ct2022 [Chinese] based on Master Participant Information and Informed
Consent Form version 3.0 dated 06Jun2022

2 EHE M AT 2% F R 3 Study GS-US-626-6216 Taiwan_CMMCLY_Dr.
Kao_Optional Genomic Substudy Informed Consent Form Version 1.1.2 dated
280ct2022 [Chinese] based on Master Optional Genomic Substudy Informed
Consent Form version 1.0 dated 07Mar2022

3.1 %4F £ %:PROD_11AUG2022_V1 - GS-US-626-6216_PDF
4. (A73) = 3#F K % _T + £ B: Chinese, traditional (Taiwan) Screen Report
v, 18AUGUST2022
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1. ATH v it

o Eendos gt B KR I8F-MC-GPIJ_SF-36_
ScreenReport v1.0_Trans_eCOA_YPrime_Chinese-TW_28Sep2022

- R4 I18F-MC-GPIJ_EQ-5D_ScreenReport_v1.0
_Trans eCOA_YPrime_Chinese-TW_08Sep2022

ﬁ“ﬁ fv BBk B B8 B % I8F-MCGPI_PGIS

_ScreenReport_v1.0_Trans_eCOA_YPrime_Chinese-TW_08Sep2022

« KOOS " 3#%# % I8F-MCGPIJ_KOOS_ScreenReport_
v2.0_Trans_eCOA_YPrime_Chinese-TW_030ct2022

* HOOS #f#%3% % I8F-MCGPIJ_HOOS_ScreenReport
_v2.0_Trans_eCOA_YPrime_Chinese-TW_030ct2022

* PNRS *# # I8F-MC-GPIJ_PNRS Knee_ScreenReport
_v1.0_Trans_eCOA_YPrime_Chinese-TW_08Sep2022

* PNRS A*~3% I8F-MC-GPIJ_PNRS Hip_ScreenReport_
v1.0_Trans_eCOA_YPrime_Chinese-TW_08Sep2022

« THE R PSP A & I8F-MC-GPIJ_Tablet Training
Questionnaire_ScreenReport_v1.0_Trans_eCOA_YPrime_Chinese-TW_08Se
p2022

« OSFT R % I8F-MC-GPIJ_OSFT_ScreenReport_v2.0

_Trans_eCOA_YPrime_Chinese-TW_08Sep2022
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1.2 4% 4 £ P :|nvestigator's Brochure Durvalumab (MEDI4736) Edition 18, 01
November 2022

2.Durvalumab #| & 3 52 & 2§ 12 35 = :Toxicity Management Guidelines
(TMGs)_Durvalumab and Tremelimumab, Version 28 October 2022

3ATH 2 2

(1) % ;é—‘ﬁ 3+ %54 5 £ Bl4F £ :A-1032-0087 Subject Facing Screen Report

Chinese, Traditional (Taiwan) zhtw Version 1, 10-Nov-2022
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