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1.3 3 £ ! Atezolizumab—F. Hoffmann - La Roche Ltd, Protocol GO29527,
Version 11, 16-Feb-2023
¥ 2 4E & 1 GO29527_Version 11, 16Feb2023_ Synopsis En Translation from
En to Ch(TW) dated 17Mar2023
® ¥ & : Atezolizumab—F. Hoffmann-La Roche Ltd, Protocol GO29527,
Version 11, Protocol Synopsis

4.% ;é«ﬁ fr % % ! GO29527_Main ICF v15.0_Taiwan_Chinese_Site 286937_Dr
Tsao 12May2023

S.EFEAFLE (R CTRA FREERBRMEEF LF): GO29527 RCRICF
v15. O_Talwan_ Chinese_Site 286937 _Dr Tsao_12May2023

1 | 10409-L02 | ¢ ir %

1.2 4% 4 £ p ! Ipilimumab_Investigator’s Brochure_version 26 dated
23-Mar-2023
(RT3 )4 4% 4 £ P %44k Ipilimumab_Investigator’ s Brochure 26 Addendum
No. 01, 24-Apr-2023

2 10608-001 % F

1.3*% 2 ! PCYC-1141-CA, Protocol Amendment 4, 07 February 2023

2.3 % £ & 1 PCYC-1141-CA, Protocol Synopsis, Amendment 4, 07 February
2023

3.7 2 i & : PCYC-1141-CA, Protocol Synopsis, Amendment 4, 07 February
2023, Translation from En to Ch(TW) dated 21 MAR 2023

4.% ;é—‘ﬁ fr % % : PCYC-1141-CA, Taiwan Chinese Main ICF V10.0 15May2023
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(1) PCYC-1141-CA Annotated CRFs V11.0 23SEP2019
(2) PCYC-1141-CA Annotated CRFs V12.0 21APR2020
(3) PCYC-1141-CA Annotated CRFs V13.0 15MAY2020
(4) PCYC-1141-CA Annotated CRFs V14.0_18-JUN-2021
6. J4F A £ P Ilnvestigator’s Brochure: IMBRUVICAR (ibrutinib) JNJ-54179060,
Edition 16, Date: 09 December 2022
1.% ;éiﬂ" f= & % Clinical ICF : 64091742PCR3001 CMMCYK Clinical ICF Version
11.0, Date: 16/May/2023
2B i @i R ;i:k% f % 2 OLEICF : 64091742PCR3001 CMMCYK OLE ICF
Version 4.0, Date: 16/May/2023
AP WO R ;é—%f fr % % LTEICF : 64091742PCR3001 CMMCYK LTEICF
Version 4.0, Date: 16/May/2023
4.3 #% 4 £ B : CINJ-67652000 Investigator’s Brochure, Edition number 4,
Date: 04 January 2023
5.3 %4F2 % CRF :
10803-006 W T E (1).64091742PCR3001 Version 6.00 20NOV2020 NW: All Forms; Generated On:
11 Feb 2021
(2).64091742PCR3001Version 7.00 19APR2021 TPH - All Forms; Generated On:
07 Mar 2022
(3).64091742PCR3001 Version 8.00 25MAY2022 TPH - All Forms; Generated On:
26 Jul 2022
(4).64091742PCR3001 Version 9.00 30AUG2022 TPH - All Forms; Generated On:
21 Sep 2022
(5).64091742PCR3001 Version 10.00 07FEB2023 NW - All Forms; Generated On:
27 Mar 2023
L+ %L FRL LA TEET A7 o
2.3 TRBF L FERLFH P LE Main ICF 243873_C51003-305_Global
Model ICF_Main_ Version 10.0_06Dec2022 243873_CS1003-305_ TWN
Model ICF_Main_English_Version 7.1_ 31May2023
243873_CS1003-305_TWN_ Hsing-Tao Kuo_Main ICF_Traditional Chinese_
Version 7.1_01Jun2023
3. 3 & iEF 4L Pregnant Partner ICF 243873_CS1003-305_Global
Model ICF_ Pregnant Partner_Version 5.0_30Nov2022
10811-003 FRTiE 243873_CS1003-305_TWN Model ICF_ Pregnant Partner_English_Version
4.1 31May2023 243873_CS1003-305_TWN_ Hsing-Tao Kuo_Pregnant
Partner ICF_ Traditional Chinese_Version 4.1_01Jun2023
3. Bivtsiam = ;é—’gf fr & 2 Treatment Beyond Progression ICF
243873_CS1003-305_Global Model ICF_Treatment Beyond Progression_
Version 5.0_30Nov2022 243873_CS1003-305_ TWN Model ICF_Treatment
Beyond Progression_English_Version 4.1_31May2023
243873_CS1003-305_TWN_Hsing-Tao Kuo_ Treatment Beyond Progression
ICF_Traditional Chinese_Version 4.1_01Jun2023
LSRRy R iR EE] A7
2. 38 RAF L& FHE FLE Main ICF 243873_CS1003-305_Global
Model ICF_Main_ Version 10.0_06Dec2022 243873 _CS1003-305 _TWN
Model ICF_Main_English_Version 7.1_ 31May2023
243873_CS1003-305_TWN_ Cheng-Yao Lin_Main ICF_Traditional Chinese_
Version 7.1_01Jun2023
10811-L01 o 3. & &g F 44 E Pregnant Partner ICF 243873_CS1003-305_Global

Model ICF_ Pregnant Partner_Version 5.0_30Nov2022
243873_CS1003-305_TWN Model ICF_ Pregnant Partner_English_Version
4.1_31May2023 243873_CS1003-305_TWN_ Cheng-Yao Lin_Pregnant
Partner ICF_ Traditional Chinese_Version 4.1_01Jun2023

4. Fivis sk % ;éﬁ fr & & Treatment Beyond Progression ICF
243873 _CS1003-305_Global Model ICF_Treatment Beyond Progression_
Version 5.0_30Nov2022 243873 _CS1003-305_ TWN Model ICF_Treatment
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Beyond Progression_English_Version 4.1_31May2023
243873 _CS1003-305_TWN_Cheng-Yao Lin_ Treatment Beyond Progression
ICF_Traditional Chinese_Version 4.1_01Jun2023
1.% ;éiﬂ" fr & % : 8951-CL-5201_Main ICF Master _V5.4_Taiwan_V7.3_site
88607 (CMMC-LY) V4.2_10Apr2023_Traditional Chinese
7 10903-L02 | thEH ], ,%.ﬂ(::; % v1;.oo C_RFNI\/Ip 1240CT2022
3. (73 ) RSI: Abraxane RSI_06-Oct-2021
LB R iz R E R -
2Rt AL F f@ﬁ%ﬁém%i Sk S RE = R
8 | 1o00a00s | ¥y [RARELES G IR , ,
4.% ;fs—*ﬁ e & % :I8F-MC-GPGN_CMMC_Main ICF_Version 5.0_18May2023
5.1 % 4§ £ 4 :I8F-MC-GPGN_DEV1 Casebook Definition Version Name
8_05Apr2023
1. Bee A L ELZ B L 18 K o
2. 3+ % % :R1979-ONC-1625 Amendment 6 Admin Global_22 Mar 2023
3. ¢ = :I% £ :R1979-ONC-1625 Amendment 6 Admin Global_PROTOCOL
SYNOPSIS_22 Mar 2023
4, w= :I% £ :R1979-ONC-1625 Amendment 6 Admin Global_PROTOCOL
9 10904-L03 | % ¥ E SYNOPSIS_22Mar 2023
5. % ;i‘:ﬂﬁ Fr & % :R1979-ONC-1625_Main ICF_ Taiwan_Site
158010_V11.1.1_26May2023_TCH
6. MR N ATIER ;é—,*;," F % % : R1979-ONC-1625_Pregnant Partner ICF_
Taiwan_Site 158010_V3.1.2_26May2023_TCH
7. A # 4 £ pEdition 9, Dated 16 Feb 2023
1. 3% % @ M15-954 Protocol Version 7.0 dated 23 Mar 2023
2. 7 2 i & 1 M15-954 Protocol Chinese Synopsis V7.0 dated 23 Mar 2023
3. # = i & 1 M15-954 Protocol English Synopsis V7.0 dated 23 Mar 2023
4, % ;;%JF," F & 3% : M15-954 CMMC Main ICF V6.1 (25Jun2023) based on TW
Country Main ICF V6.0 (10Apr2023)
10 10909-007 BB 5. EHMETZHERIL T M15-954. CMMC Optional Research ICF V1.6
(25Jun2023) based on TW Country Optional Research ICF V1.1 (23Jun2021)
6. BxIFL 4
(1) ABT-199: M15-954 V9.0 - Uniques, Generated On: 17 Apr 2023
(2) ABT-199: M15-954 V10.0 - Uniques, Generated On: 20 Mar 2023
7. (RTH) IR A #F A 7 3 M15-954 Howard Criteria Communication dated
03Mar2023
1.8 { F5%Y'AIT 206 #3 7 4p o
11 10911-002 Zx 2.2 E K % HAQ-DI : HAQ-DI - Taiwan/ Mandarin-05 May 2008-Mapi.
TILD-19-07 (Inspire 1) V2.0
1. Bee S r B A2 Ed0 5 18 & -
2. AT A R-MAB o
3. %L h A
(D¢ 2 -5 3 P "gipl fe-fp % R HEHBER% 1 Acalabrutinib
& * Rituximab ~ Cyclophosphamide ~ Doxorubicin ~ Vincristine §= Prednisone
(R-CHOP) * »+ <75 &k % éﬁﬁ_‘;’ AU B AT ML~ Blw
o
12 10912-L01 5% 4. 3+4]% : ACE-LY-312_D8227C00001 Protocol Amended Version 6.0, 22

November 2022

5. X@EFRLE

(1) English Site Specific_Taiwan_7403_ Study Information and Consent Form
forAdults _ Version 8.0_26Jun2023_Translated into Traditional Chinese for
Taiwan

(2) English Site Specific_Taiwan_site 7403_Adult Study Information and
Consent Form for Pregnant Partners of Study Subjects_version 5.0,
04May2023_Translated into Traditional Chinese for Taiwan
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6. i %3F 4 4 :v5.0 PROD_CCB4_SF_21DEC2022-D8227C00001
7. %= 4§ & : ACE-LY-312_D8227C00001 Protocol v6.0_22 November
2022-Synopsis. Traditional Chinese for Taiwan
8. &= 4 & : ACE-LY-312_D8227C00001 Protocol v6.0_22 November
2022-Synopsis.
9. Hi < &
(1) ESCALADE_D8227C00001_IC Flowchart_V4.0_29Nov2022_TAl_TCH
(2) ESCALADE_D8227C00001_Patient Brochure_V4.0_29Nov2022_TAI_TCH
(3) ESCALADE_D8227C00001_Patient Flyer_V4.0_29Nov2022_TAI_TCH
(4) ESCALADE_D8227C00001_Referring
PhysicianLetter_V4.0_29Nov2022_TAI_TCH
(5) ESCALADE_D8227C00001_Video Animation Translations
Template_29Nov2022_V2.0_TAl_TCH
(6) D8227C00001; Patient Alert Card, All countries v4.0 05Dec2022_Translated
into TraditionalChinese for Taiwan_10Mar2023
(7) Justification_for_Placebo_Use_v3.0_29Nov2022_clean-signed
1. +* 4 % @ MO42541 Protocol Version 5, dated 31-Mar-2023
2. 7 2 {E & : MOA42541 Protocol Synopsis-Taiwan Chinese Version 5, dated
31-Mar-2023
3. # < {f & : English synopsis in Protocol MO42541 Version 5, dated
13 11005-008 0 E e 31-Mar-2023
4. 1@%EFH B LE 1 MO42541 Main ICF - TWN Chinese V5_CMMC-YK
V6, dated 26-May-2023
5.(FTH#{) L 4F X £ P *Féx  RO5541267 TECENTRIQR(atezolizumab) IB -
Addendum 2 to Version 19, dated 27-Nov-2022
14 11006-005 %Iz¥e |2 3F X P ! Edition Number 8.0, Date: 15 February 2023
1% Jc% A8t B 1000 4 0 4034 3 2500 4 o (Je %4216 20%)
N X T SRR
5 11006-J01 xR (1)2+ % 2 :Version 2 2023-6-15
(2)¢ = 3% 4F & : Version 2 2023-6-15
16 11008-002 3 Zﬂﬂ 7 4 F'*’x viﬁ—%fg@ ) ;ﬁ.}(g}i e warY R 2T 2024 £ 8
P31 P (REFEHRPLE 2023 F8 7 310)e
1. % ;ésﬁ fr % % @ CMMC-LY Main ICF Version 4.0 Date 18 May 2023 based on
Taiwan Main ICF Version 5.0 Date 03 Mar 2023
2. B %32 %  AN2025H0301 Case Report Form_27 Mar 2023
3. A A £ P 1 AN2025H0301 Investigator Brochure V15.0_Final_10Feb2023
17 11010-L02 thit 2 4. ¢ < 4§ & : AN2025H0301_Protocol Synopsis-Traditional Chinese_Ver
4.1 _17Feb2023
5. (RT3 ) # X4 © AN2025H0301_Memo for AE follow-up
requirements_16Jan2023
6. (F74#) 7 & © AN2025H0301 newsletter_Proper Management of
Infection_17Mar2023
18 11011-006 5% 3% 4% Iﬂfﬂxgﬁé Lt é%—%{%éﬁ%%ﬁﬁﬂ“: - 4
RiE #7823 2023 # 11 % 30p » @ ;frl%ii 2024 # 12 * 31 p
19 11102-013 I 1. iL% %iﬁ 4 % ‘ V8..0 10FEB2023 08.0018 - _PD'F_UNIQUE ' '
2. (F7TH{) FeF# Tz & © MOR208C310_eCRFs version numbering_17 April 2023
20 11103-005 | 2 3k |#FHdcx? > RES%P LD 2023/07/31 0 3B 4 T 2024/12/31 -
21 11103-L01 R AP BLIT R E A RLIL A > 2 r 5112 4 o
1 A ee L4 § n’tirj:p“%ﬁém °
2. BrEEE AL w2 B E R -
3. BIUFFLRILEF BURA
22 11104-006 HHE |4 L 4F A S P I nsulin Efsitora Alfa [LY3209590] Investigator’s Brochure,

Approval Date: 20-Jan-2023
5 wZdp 2 ! BDCU-TW-ZH-VISIT-GD-V3
6. X% P & F 1 I8H-MC-BDCU_CMMC_Main ICF_Version 3.1_30May2023
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1%L 234 &,a 176-224 * > *F~ RP ek EKF % o

2.3+ 3% £ Protocol: GS-US-576-6220 Protocol Amendment 2, 24 February 2023

3.7 < 4§ & Chinese Synopsis: GS-US-576-6220 Protocol Synopsis Protocol
Amendment 2, 24 February 2023

4.% < 4§ & English Synopsis: GS-US-576-6220 Protocol Synopsis Protocol
Amendment 2, 24 February 2023

5.% ;é?," F & % ICF: Participant Information and Informed Consent Form / Site
23985 / Traditional Chinese / Version 7.1.1 / Version Date 23-May-2023,
Based on Taiwan / Traditional Chinese / Participant Information and Informed
Consent Form/Version 7.1 / Version Date 24-Mar-2023

6.1 % = if Bile R & PP ICF: Partner Pregnancy Follow Up Consent Form /
Site 23985 / Traditional Chinese / Version 1.2.1 / Version Date 23-May-2023,
Based on Taiwan / Traditional Chinese / Partner Pregnancy Follow Up
Consent Form / Version 1.2 / Version Date 29-Mar-2023

7. (#73) % 2 *14% Administrative Amendment for Protocol Amendment 2:
GS-US-576-6220 Administrative Amendment for Protocol Amendment 2,
04Apr2023

25

11108-006

»
<

Yek#c? B¢ FEMEHFHAT 2025 & 77
31 p (RaEsk#prd:2023 £ 7 % 28 p)

26

11108-013

e

r]pé%*%\%fﬂ? P hE%HpPYPRE 112F6 7 30 P 0BHET 112
#1127 31P -
FlR A A e o 5 R &SR ¢ URF T £ 8000 4 AR
% 100000 * © (Jz %4216 20%)

27

11108-L03

1. Ber S8 r» s E A2 E# 5 18 #h o

2. B EfRhk % % # L 3 (Clinical ICF): 61186372GIC2002 CMMC Clinical
ICF_Version 4.0, Date:11/May/2023

3. & &%k ¥ % (Pregnant Partner ICF): 61186372GIC2002 CMMC Pregnant
Partner ICF_Version 3.0, Date: 12/Jun/2023

4, ¥er e & 3 % (Withdrawal ICF): 61186372GIC2002 CMMC Withdrawal ICF_
Version 3.0, Date:12/Jun/2023

i FF 4 £ P (IB): Investigator’s Brochure JNJ-61186372 Edition number 9.0,

Date: 22 February 2023

28

11109-004

BB 8P 'L 5 2022/09/20-2023/09/30 0 s B wE - & 3 2024/09/30

29

11109-008

a Pui-

1. ﬁ%wf&i LFFAw *'mrgw Bl LA i B Tﬁw SFA Y TR EF MR AR o

2RI UL R

3.% ;és FF & 2 ! 18H-MC-BDCY_CMMCYK_Main ICF_Version 2.3_06Jun2023

4.5 F 4 < p :Insulin Efsitora Alfa [LY3209590] Investigator’s
Brochure,Approval Date: 20-Jan-2023

30

11111-001

W&

1% ek Ak RinE30+4 ®L 2483604 -

2B BB P P TS 2024/12/31 % { EB LA P ¥ 5 12027/12/31
32734 F version : 3 & = 2023/06/20

4.7 2 34ER KA 13 p ) 2023/06/20

5.% % 4% & Version : 2 Date : 2023/06/20

6.3 % L2 %> %Y 1 6-2023/06/19

31

11111-003

W:\.»fi*

1.3* 4% % ' Protocol Amendment I8F-MC-GPIJ(a), Approval Date: 02-Mar-202
23% ¢ 2 & [ I8F-MC-GPlJ(a)_Synopsis_Traditional Chinese_16Mar2023
33 F 24 & 1 I8F-MC-GPlJ(a)_Synopsis_02Mar2023
4.3 3% 4 L P 1 Tirzepatide [LY3298176] Investigator’s Brochure, Approval
Date:22-Feb-2023

S5.R7H < &

a. B> TRk %k @ 1 f% GPI-TW-CN-REC-BROCH

b. # i B (18 5 iE # GPI-TW-CN-HEALTHY-FOOD_V1.0

c. BWEFT I d F5 LR GPI-TW-CN-STAY-FIT_V1.0

112407 H 13 (&% 6
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d. % & %+ GPIJ-TW-CN-EMER-CD
e. L P ¥ ohfp e GPI-TW-CN-FAM-BROCH
f. ¥ i Bl ie* - ﬂka‘ﬂ 71 GPIJ-TW-CN-GI-SE-ED-MAT
g. B #+ GPI-TW-CN-TY-CARD
E&‘;‘;-J SURMOUNT-MMO Study, Patient Invite-to-Trial Letter
LY F B~ i B AR AR Be(R 34 73 B 60 ) (e &
AL HF 20%)
32 11112-001 B2 2323 % /% = %%/20230523
3.¢ 2 344 & /% - 55/20230523
4. = #ﬁ & /% - %% /20230523
1 ﬁ“fr‘-?éi#“ Aa iz RERRASFAR TR AR -
33 11112-002 a iz 2. # “éff PR AFA RIPE o
3. % ;éjﬁ fr % %  TW, Main ICF, CMMC, V1, 06JUN2023
LATH IR A3 4 1 40 3 & B A #2291/
34 11112-006 5E b Wk LR /Eﬁ‘%ﬁi-r% o
2.1t 2 it 1 K P & 3 version 3.0, dated: 2023.06.26
35 11203-011 Teled |RTHAE L A B MU If VBT R A 172 AL AR
LRLFF A5 -8 ~ g & 1 A 7 /25 Methotrexate ~ T R
Dexamethasone # © JR Montelukast * **3g F# Amivantamab (- f&F B
&4 EGF £ e MET X M B 4l ) ¢ * i Osimertinib ~
EGFR % % 2. 2| fm»e ¥y & 9 5 1Ae 2 it Ap b < Jis
2. R{FA%KP'IL 20266 " 300 o
3. LAY E A 25 A2k E Ae R A KT ¥ oo
4. 3+ 4 % (Protocol) : Protocol 61186372NSC2005 Amendment 3, Date: 27
April 2023
# % 4§ & (English Synopsis) * Protocol 61186372NSC2005 Amendment 3,
36 11204-L02 SN Date: 27 April 2023
6. 7 % 4F & (Chinese Synopsis): 61186372NSC2005 Synopsis_v2.0,
03/May/2023_Chinese
FERAk#&R < #H P L E (Clinical ICF) © 61186372NSC2005 CMMCLY
Clinical ICF Version 4.0, Date 05/Jun/2023
8. ¥tw kR % ;i\'*iﬁ e & % (Withdrawal ICF) : 61186372NSC2005 CMMCLY
Withdrawal ICF_Version 4.0, Date: 05/Jun/2023
9. & 1%k ¥ % (Pregnant Partner ICF) : 61186372NSC2005 CMMCLY
Pregnant Partner ICF Version 3.0, Date: 05/Jun/2023
10.% 3¢ F ' I % H (Certificate of Insurance) * Date: 19 May 2023
e 1.3+ % 2 ! version 2, date : 2023/6/20
87 | 11206002 | FEE ) pppooreie g 3
o~ FYEEL 4R 30 %
BN A L F A FLMF
1 10311-008 P3R4 |HF 17N R4 > 2% 3% > =X 345 & SAE -
2 10608-001 BEE |RE 12 EL g9 4 o m2 04 0 @ SAE ¥ FEUPLESY T -
3 10701-003 EEPE (W 1NE P L o 4cx 94 > =284 5 & SAE -
4 10805-007 SRiEZ |[HRE8NY AL otk 04 o A 04 0 B SAE ¥ FREUPES L.
5 10807-007 Tidodr |HeiE AMHpY R4 o 2% 30 4 > 22 30 X > & SAE > o NGRS LR TR
6 10808-003 | M3 |thiZ 8"y P AL > xR 64 o 2204 > @ SAE ¥ B U PAS YL o
7 10808-007 | % & [#%iE 8" EL o Jek 124 o 2A 04 0 B SAE ¥ FEUPAEIY T
8 10907-004 ETEE (Wi 39 P EL otk 04 0 2204 0 & SAE ¥ R WP RS Lo
9 10907-005 Mz |HREEMHIWL el 2204 & SAE ¥ FEUPESD
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iz 39 ¢ L ek 54 > 254, g SAE ¥
- Bt RE 7
10 10907-007 L
11 10911-101 | % |[WES"H P L o4k 74 > 2204 0 & SAE-
F 4GP EL > 2% 34 0 m A 04 SAEL A/ o ¥ HE P E S
12 | 11006-005 | %7 % fc 1 ‘ s
13 11007-012 et [WE 2P AL o ek 55 4 > =4 50 4 o j SAE > ¥ B uE &g L o
14 | 11008-007 | Mz % | 4P FL ek 54 0 2204 g SAE ¥ FEuPESY Lo
15 11008-L03 | M B [HiE 4" 42 > jtd 04 > 23204 > @ SAE ¥ FEu P ESY Lo
16 11101-002 | MR F | 3H P 42 o xR 54 > 2204 0 @ SAE-
17 11101-008 | % i3 [HE 3P L > ek 34 > 23201 > @ SAE-
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