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2.3+41% Protocol: Version 7.0 02 July 2024

1 10905-L05 | & < ¥& [3.¢ < 4 & Protocol Synopsis (Chinese): Version 7.0 02 July 2024
4.% < 4 & Protocol Synopsis (English): Version 7.0 02 July 2024
5.(#73# ) ARC-7 Extension letter_23July2024

LATH B e L35 4 B s 3 F o

2.7 < 4 & : D967VC00001_Synopsis_Version 4.0, 050ct2023_Traditional
Chinese_12Jun2024

3AARBHME P EREH TR L DIGTVC00001_CMMC-LY_Pregnar
Partners ICF_Version 2.3, 29Aug2024

4335 Fvx L34 L F 1 DI67VC00001_CMMC-LY_Part-2 Main ICF_Versio
1.3, 29Aug2024

5.9 friE R w2 Z3FF R L3 0 D967VC00001_CMMC-LY_Part-2
pre-screening ICF_\ersion 1.3, 29Aug2024

6. FIwL A ¢
(1)D967VC00001_Version 5.00_10NOV2022
(2)D967VC00001_Version 6.00_24APR2024

T35 8 ﬁ T3 Ip % : Clinical Study Site Patient Information Guide. ¢ 2023
Daiichi-Sankyo, Inc. November 2023. [TWN-ZHO]

8.% 34 v K-+ ! Clinical Study Site Patient Wallet Card. ¢ 2023 Daiichi-Sankyo,
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Inc. November 2023. [TWN-ZHO]

9.% %8+t %2 © Version 5.0 dated 28 November 2023

10.(F75f) R F L% (ILD)/** X} 4 = : Clinical Study Site ILD Pocket
Guide. ¢ 2023 Daiichi-Sankyo, Inc. November 2023. [TWN-ZHO]

10909-010

R Ix 4%

R RHNFHLI 20262 120 31 p o

10912-005

1 ArHibn e A 3% 4 *Hi.%,%,.%ﬁlw ; ﬁ%‘,ff%}’ﬁi%# AOFRGE % T o %EW o
2.2+4 % : Version E dated on 310ct2023

3.¢ 24 & : VersionF

4.3 < 4F & © Version F

5.% ;éiﬂ" F % % : PMCF CHIMEI ICF CHI V4.0, dated 01Aug2024

6.1 %3 £ £ : CL1011437/ Version G & CL1011437/ Version H

11003-L01

=
«

1.% § 225 ¥ 23 20252 07 * 28 p -
2. RFL £ ¢
(1) 060CT2021 BG PROD - Uniques
(2) 15JUN2022 BG PROD - Uniques
(3) 29NOV2022 VM PROD - Uniques
(4) 23FEB2023 BB PROD - Uniques
(5) 15APR2023 KO PROD - Uniques
(6) 19FEB2024 GS PROD - Uniques
3.2 4 4 £ : Dato-DXd Investigator's Brochure Edition 8.0, 07 May 2024

11005-008

HEE

LAs 47 RILER U T () 5 ATH P § ORI ET 3 e

2.4 3F 4 £ p RO5541267 TECENTRIQ (atezolizumab) IB - Version 21, dated
28-Jul-2024

3.% 34 & § :MO42541 Main ICF - TWN Chinese V6_CMMC-YK V9, date
27-Aug-2024

AEFHUFTF 2P RMITRE RS R/ 3R MF L E 0 MO42541 RBR
ICF - TWN Chinese V2_CMMC-YK V4, dated 27-Aug-2024

BRAEETARY 2 B 2 2R X3 - MO42541 PPAF - TWN Chinese
V1 CMMC-YK V3, dated 27-Aug-2024

11012-002

HEE

LAkl A5 4 S EARF T
2HHFL AR el ATHEL AR MAde
3.5 #% I 4 4 ICF-CMMH_20240910_04  p # : 2024/09/10

11101-001

L 1% L2 R L3 TWN_MK-3475-992_v.08_CMMC_16SEP24

2. A k4 P FEFLR £ % ' TWN_MK-3475-992_FBR_v.02_CMMC_16SEP2

3. (#7#) Q2 Solutions Valencia, CA Lab relocation_Investigator Site
Pre-Notification_03-May-2024

4. (A7H) 2454 £ P FE G5 S 0 Investigator' s Brochure Clarification Letter -
Pembrolizumab (MK-3475) IB Edition#24, 12-MAR-2024

5. (#73#) MK-3475-992 Memo Upcoming Amendment 05_22Aug2024

11102-013

1385 B 75 ¥ 46 B MorphoSys AG % { = # R Incyte Corporation -
2.3+ 2 :Protocol Version 9.0, Final, 12-Apr-2024
3.7 < 4§ & Protocol Version 9.0, Final, 12-Apr-2024
4.3% < 4§ & :Protocol Version 9.0, Final, 12-Apr-2024
SXFHFRLY:
D=#FHF % % :MOR208C310_ICFmain_v8.0_TWN_6.0_Traditional Chinese
_site88029_5.0_final_21-AUG-2024
(2)iF & A Fr L 714857 7 +:MOR208C310_ICFgen_v3.0_TWN_6.0_
Traditional Chinese_site88029_5.0_final_21-AUG-2024
(B)r 2z & 3%+ F A & Jf --:MOR208C310_ICFpreg_v2.0_TWN_2.0_Tradition
Chinese_site88029_5.0_final_21-AUG-2024

6.28 5% 4-¥2 + :Trial Participation Card_Master_v3.0_TWN_v2.0_ Traditional
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Chinese_14-Jun-2024
T.(FTH) A4 A 3:2024-03-13 MOR Incyte Site Comm_signed
B.(F1H) M2
(1)frontMIND Sponsor TransitionLetter_30Apr24_from MorphoSys AG
(2)MOR208C310_Change_of Sponsor_Statement_from Incyte
o |F1AAHAFTREY G2 FARARP . BT HREZHING Y GEY
10 11105-L01 | & Bz #pP3 2028 # 57 1 p(Ripsk®Hli 2025247 30p)
1 11105-L03 | %@ ~ Fp 4 WA FFE #‘—'E"Z' FL AR ARD S ST REZRIRNG > Y R
B2 @13 2028 # 7 7 31 p(R#E%EALT 2025877 31 p)o
12 11106-L06 | # % 2 AL Lp .-.TRODELVY (SACITUZUMAB GOVITECAN) Investigator's
Brochure Edition 13 (20 June 2024)
13 11108-014 | M5 % | Flick#c? & Fu B 4% 34 7 4 2 2025/12/31 (35 2P "L 2024/12/31) -
137313
(1)z* % £ Master Protocol : D926UC00001 Clinical Study Protocol - 4.0, 16 Apri|
2024
(2):+ 4 £ Substudy 1: Endometrial Cancer : D926UC00001 Clinical Study Protoc
- 4.0, 16 April 2024
(3):* % £ Substudy 2:Gastric Cancer:D926UC00001 Clinical Study Protocol -
16 April 2024
(4)z*+ %12 Substudy 3: Castration-resistant Prostate Cancer : D926UC00001 Clinic|
Study Protocol - 4.0, 16 April 2024
(5)3+412 Substudy 4 : Ovarian Cancer : D926UC00001 Clinical Study Protocol
4.0, 16 April 2024
(6):* % 2 Substudy 5 : Colorectal Cancer : D926UC00001 Clinical Study Protoco
4.0, 16 April 2024
(7)2*41% Substudy 6 : Urothelial Cancer : D926UC00001 Clinical Study Protoco
4.0, 16 April 2024
(8):* % £ Substudy 7: Biliary Tract Cancer: D926UC00001 Clinical Study Protoc
- 4.0, 16 April 2024
R S
(1) » =4 & (2 3#5%) - D926UC00001_Synopsis_Master_Version 4.0,
16Apr2024_Traditional Chinese_21May2024
1 11100-L02 | £ #7 & (2) ¢ = 4 &-EC(+ 3#5 1) : D926UC00001_Synopsis_Endometrial

Cancer_\Version 4.0, 16 Apr2024_Traditional Chinese_21May2024

(3) ¥ = 4 & -GC(+ =% 2) : D926UC00001_Synopsis_Gastric Cancer_\Version
4.0, 16Apr2024_Traditional Chinese_21May2024

(4) ¢ = 4§ & -CRPC(+ 3#5% 3) : D926UC00001_Synopsis_CRPC_Version 4.0,
16Apr2024_Traditional Chinese_21May2024

(5) ® 24 &-OC(+ #= 4) : D926UC00001_Synopsis_Ovarian Cancer_Versior
4.0, 16Apr2024_Traditional Chinese_21May2024

(6) 7 < 4 & -CC(+ 3#5% 5):D926UC00001_Synopsis_Colorectal Cancer_Versig
4.0, 16Apr2024_Traditional Chinese_21May2024

(7) ® 24 &-UC(+ #= 6) : D926UC00001_Synopsis_Urothelial Cancer_Versid
4.0, 16Apr2024_Traditional Chinese_21May2024

(8) ® * 4 &-BTC(+ #5 7) : D926UC00001_Synopsis_Biliary Tract
Cancer_Version 4.0, 16Apr2024_Traditional Chinese_21May2024

3 AR E

(1) #= =48 & -1 5% - D926UC00001_Synopsis_Master_Version 4.0, 16 April
2024

(2) # =2 4 & -EC(+ #=% 1) : D926UC00001_Synopsis_Endometrial
Cancer_Version 4.0, 16 April 2024

(3) #® = 4 & -GC(+ &2 2) : D926UC00001_Synopsis_Gastric Cancer_\Version
4.0, 16 April 2024

(4) #® = 4 & -CRPC(+ 3#5% 3) : D926UC00001_Synopsis_CRPC_Version 4.0, 1
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April 2024
(5) &= 4 & -OC(+ #= 4) : D926UC00001_Synopsis_Ovarian Cancer_Versior]
4.0, 16 April 2024
(6) # = 4 & -CC(+ 35 5):D926UC00001_Synopsis_Colorectal Cancer_Versig
4.0, 16 April 2024
(7) # = 4 & -UC(+ = 6) : D926UC00001_Synopsis_Urothelial Cancer_Versid
4.0, 16 April 2024
(8) ® = 4 & -BTC(+ 3#5% 7) : D926UC00001_Synopsis_Biliary Tract
Cancer_Version 4.0, 16 April 2024
4 EFEHFLY
1) *—%rv%%ﬁr PRI FHF L 2 (FE%ZL g MR
D926UC00001_CMMCLY_EndometrlaI Cancer Main ICF_V3.0, 20Aug2024
2 FrwmhdkLEErld (F#%2 0k - ¥2A 25 2B &)
D926UC00001_CMMCLY_2A2B Gastric Cancer Main ICF_V3.0, 20Aug2024
(3) Feferd® iy id (5% 3 HER)
D926UC00001_CMMCLY _Prostate Cancer Main ICF_V3.0, 20Aug2024
() FawidriFErid (F@3%4 TiRK):
D926UC00001_CMMCLY _ Ovarian Cancer Main ICF_V3.0, 20Aug2024
6) EETehdkt@FEFLd (7% 5 525Kk - ¥ 5A &)
D926UC00001_CMMCLY _ 5A Colorectal Cancer Main ICF_V4.0, 20Aug2024
(6) #rirhid&k2#EEPld (F#%R5 %% - §5B &)
926UC00001_CMMCLY_5B Colorectal Cancer Main ICF_V5.0, 20Aug2024
(7 %%Tﬁ%éﬁ%‘%éﬁ% PRE (F3%06: R AR :
D926UC00001_CMMCLY _Urothelial Cancer Main ICF_V3.0, 20Aug2024
B) FahwRiFEFLE (F3HR7ERK):
D926UC00001_CMMCLY _Biliary Tract Cancer Main ICF_V2.0, 20Aug2024
O) FawirrfiilRgrid (F@R20 5 %)
D926UC00001_CMMCLY _Gastric Cancer Pre-screening ICF_V4.0, 20Aug2024
(10) FxfehdR i EXEE R LE (FR%F 5 A FETR):
D926UC00001_CMMCLY _Colorectal Cancer Pre-screening ICF_V4.0,
20Aug2024
(11) FRTRhEnFHEL 2R LE (F% 7 B R) "
D926UC00001_CMMCLY _Biliary tract Cancer Pre-screening ICF_V3.0,
20Aug2024
(12) # 500k %<5 0% & Bk L3 : DI26UC00001_CMMCLY_Pregnal
PartnersICF_V3.0, 20Aug2024
5 BRIFE A
(1) D926UC00001_Version 3.00_07JUL2023: Unique
(2) D926UC00001_Version 4.00_25SEP2023: Unique
(3) D926UC00001_Version 5.00_11DEC2023: Unique
6. MENELZ M AE #F' 31 : Dosing Modification and Toxicity Management
Guidelines (TMGs) for Datopotamab deruxtecan (Dato-DXd; DS-1062a) : Versiorn

5.0, 10 May 2024
7. WwAg i ES  Version 4.0 dated 17 June 2024
8. % 4¥+ : D926UC00001 Study Participation Card, Version 3.0,
01May2024_Traditional Chinese_21May2024
i 3% 4 £ p (Datopotamab Deruxtecan (Dato-DXd)) : DS-1062a Investigator’s

Brochure Edition 8.0, 07 May 2024

15

11110-007

1L B%FEL £
(1)D9488C00001_\ersion 2.00_23SEP2021: Annotated Trial Design
(2)D9488C00001_Version 3.00_03FEB2022: Annotated Trial Design
(3)D9488C00001_\Version 4.00_06SEP2022: Annotated Trial Design
(4)D9488C00001_Version 5.00_210CT2022: Annotated Trial Design
(5)D9488C00001_\Version 6.00_18DEC2023: Annotated Trial Design
2.(37H) 14 1 2 3006 May 2024
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1.:+4 % : IBF-MC-GPIlJ(b)_Protocol_Approval Date 24Apr2024
2.7 2 & : IBF-MC-GPIJ(b)_Synopsis_Traditional Chinese_15May2024
3.E 2 4E &  IBF-MC-GPIJ(b)_Synopsis_24Apr2024
16 11111-003 | s &% |4.% #HFLE I8F-MC-GPIJ_CMMC_Main ICF_Version 4.0_29Aug2024
5.1 %3F 2 % ! I8F-MC-GPI1J_Annotated CRF_16Feb2024
6.5 ¥+ £ p ! Tirzepatide [LY3298176] Investigator’ s Brochure, Approval Date:
22-Mar-2024
17 11201-014 | 48 |AT#{A 7 R B2 F S A T EREF T (BH) -
3 1.£3¥ R 3 2 : version 32024/09/23
18 | M08 RRE |, g 4 © version 4 2024100123
1.2+ 4% % : Version 7.0/Date 22 May 2024
2.7 2 4EE:% 7.0 4<p#:2024 £5 1 22 p
3. % 4§ & : Version 7.0/Date 22 May 2024
4.Toxicity Management Guidelines:
(1)Dosing Modification and Toxicity Management Guidelines (TMGs) for
MEDI5752 Monotherapy or Combination Therapy: Version 4.1: 18Mar2024
(2)Dosing Modification and Toxicity Management Guidelines (TMGs) for
19 11203-L05 | o8 \llg’lbr\gig%rgig (MEDI5752) Monotherapy or Combination Therapy: Version 5.0:
B.afFafp:
(1)Investigator's Brochure_AZDO0171 (Falbikitug): Edition 6.0, 12 Apr 2024
(2)Investigator's Brochure_ Volrustomig (MEDI5752): Edition 6.2, 20May2024
6.5 34 F & 3 1 264659_ D9077C00001_Global Model ICF_Main ICF_Version
9.0_23May2024 264659 _ D9077C00001_TWN Model ICF_Main ICF_ English
_Version 6.0_04Jun2024 264659 D9077C00001_ TWN Chao-Hsun Chen _Main
ICF_ Traditional Chinese Version 6.0 04Sep2024
Laigs £p;
(1)INJ-73841937 (lazertinib, YH25448) Investigator's Brochure Edition number:
15, Date: 22 July 2024
20 11204-L02 | & < B4 | (2)JNJ-61186372 (amivantamab) Investigator's Brochure Edition number:12, Date:
22 July 2024
2.5 ;é%‘ F % % :61186372NSC2005 CMMCLY Clinical ICF Version 6.0, Date:
28/Aug/2024
LB { AR k&: 254 (h204) 2% Affekik? % -
2.3*% % 1 IM011247 Protocol Amendment 03 Incorporates Administrative Letters
01 and 02 Revised Date: 25-Jun-2024
3.7 < 4 & : IM011247 Protocol Amendment 03 Revised Date: 25-Jun-2024
4.% < 4 & 1 IM011247 Protocol Amendment 03 Revised Date: 25-Jun-2024
5.% 34 k&L ¥ IM011247 TWN Site 0039 CMMC Main ICF V6-1-1 06Sep2024
21 11205-009 | Mm% % |6.1% %384 % : Subject Case Report Annotated Forms MIG4.009_21JUN2024
T.(F7H) 4R E PISE 4 £ © Pregnancy Surveillance Form QMS-FRM-40401-3,
v02
8.(373#) TR/ i#5% AE/SAE i 3% % : Interventional Clinical Trial AE/SAE Form
DOC-688011 Version 3.0
9.(F7H) EA-sk 2 4 °HEH(7 ¥) : CARE HEALTH HCG Pregnancy Test
Eff.Date:03-01-05
1% { 23fjcsk#s 4500 4 (/r 5500 * ) S A ek s 260 4 (/r 150 + ) &
Bolok#ich % o
22 11208-018 | = & & 2.3+ % % :V5.0, 8-Jul-2024

3.¢ ~ 3§ & V5.0, 8-Jul-2024
4.3 % § & :V5.0, 8-Jul-2024
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5.8 %A kL % : FINE-REAL_Site ICF V2.0_CMMC_30Aug2024 adapted from
Taiwan Country ICF V1.0_25May2023
6.1 %4p2 4!
(1)Vv9.0, 09Nov2023
(2)VV10.0, June2024
e A O e T T ) TRF;
2. R TE ek A #1300 A (A 180 4 ; B 300 1)
3 ATH R AL DHPEIRE U ORI G LSRR R %EF o
e |4 FERE FZ2K/11301
28 | HM208LO6 | FAET 1o Jue 5z w11301
6.7 > L ¥ _-%/1139.1
TEBFERLE %2 %/1139.1
BT RELE ¥ -k/1139.1
L4 % 2398 { HECRO) S A R e R F WD F 112 7 - A% ¥ skt se
H2g s PR L ERULR G U PR AR
2.% ;,%45 F % % Informed Consent Form : C0251006_Main
24 11209-005 | M Z % | |CF_Taiwan_1126_19Aug2024_TCH
3.2 ¥ %4 £ p |nvestigator s Brochure : PF-06823859
(dazukibart) Investigator’ s Brochure_Version 5.0 _June 2024
4.(373) mE iz LG 4 1 C0251006_PPRIF_Taiwan_V1.0_07Aug2024
Laigrap
(1) RO0452294 MABTHERAR/RITUXANR (RITUXIMAB) IB - Version 30, daté
21-Jun-2024
(2) (73 ) RO7082859 (Glofitamab) IB - Addendum 1 to Version 9, dated
18-Jul-2024
2.(F73) P E e 2 B % ¢
(1) GO44145 TWN PRO Cover page type 1 — TaiwanChinese Version 1, dated
27-Jun-2024
(2) GO44145 TWN PRO Cover page type 2 — Taiwan Chinese Version 1, dated
27-Jun-2024
(3) GO44145 TWN PRO Cover page type 3 — Taiwan Chinese Version 1, dated
27-Jun-2024
(4) GO44145 TWN PRO Cover page type 4 — Taiwan Chinese Version 1, dated
27-Jun-2024
(5) GO44145 TWN PRO_PRO-CTCAE : NCI-PRO-CTCAE CUSTOM SURVEY
Item subset derived from PRO-CTCAE Item Library Version 1.0 Chinese
25 11209-L01 | & ¥ 3 (Traditional) Form Created on 11-April-2023. The PRO-CTCAE items and
information hereinwere developed by the Division of Cancer Control and
Population Sciences in the NATIONAL CANCER INSTITUTE at the
NATIONAL INSTITUTES OF HEALTH, in Bethesda, Maryland, U.S.A. Use of
the PRO- CTCAE is subject to NCI’s Terms of Use.
(6) GO44145 TWN PRO_EQ-5D-5L : EQ-5D-5L & R % 4 n f¢ < ik
(Traditional Chinese version for Taiwan) Taiwan (Traditional Chinese) 2011
EuroQol Group EQ-5D is a trade mark of the EuroQol Group
(7) GO44145 TWN PRO_GP5 : GP5 (% = *x) Traditional Chinese (Universal)
Copyright1987, 1997 03 February 2015
(8) GO44145 TWN PRO_FACT-Lym Subscale : FACT-Lym Subscale (Version 4)
Traditional Chinese (Universal) Copyright 1987, 1997 by David Cella, Ph.D.
(9) GO44145 TWN PRO_EORTC QLQ-C30 : EORTC QLQ-C30 (% 34&%) o7
¥ 2 5% QLQ-C30 Copyright 1995 EORTC Quality of Life Group. 4i##73 - 3
pgaE o % 3.0 & o
3. (A7) 3% £ /2 & & 1 GOA44145 Protocol Clarification Letter, dated
23-May-2024
26 11210-L02 | %4 Z |[1.4 4 4+ £ p : Edition 9.0, 28 May 2024
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2.1% % 3F 2 % : CRF Specifications - 2.0 (10JUN2024 SJ PROD)

1.2 #F 4 £ p : Edition 5.0, 25 June 2024

2.4 % ;é«‘%f = % % :OP-1250-301_Chi-Mei Medical Center Liouying Branch_Main
ICF_v4.0_06Sep2024 Traditional Chinese_Translated from English_
OP-1250-301 Chi-Mei Medical Center Liouying Branch Main ICF_v4.0

11210-L03 | « < B4

11211-007 | md 3 | s g mpmiiin: B2 ¥ %8 7 R0 303 T () -

L8 L oA cd#H,: 1004 (50 42) 233 Apjekdich % o

2ATHFL R A A D TR R BEF R

3.1 %3¢ 2 % : D4325C00010_V3.0_20MAY2024

4.5 3% F &3+ D4325C00010_CMMC_Main ICF_Version 2.3, 05Aug2024

5.54 74 BF£#F kL3 D4325C00010_CMMC_Patient of Childbearing
Potential ICF_Version 1.1, 05Aug2024

11211011 | 2 & 2

1.3+% % @ GS-US-570-6015 Protocol Amendment5 15 May 2024
2.7 % 4§ & 1 GS-US-570-6015_Protocol Synopsis_Amendment 5_15 May 2024 _

Traditional Chinese
3.#® < & 1 GS-US-570-6015_Protocol Synopsis_Amendment 5_15 May 2024 _
English
A%FEEFRE
(1) GS-US-570-6015_Main ICF-Parts A-E_Global Master V13.0_Taiwan V12.1_
11211-L01 | #2 % | sjte 11014 (CMMC-LY) V11.1.1_04Sep2024_Traditional Chinese
(2) GS-US-570-6015_Main ICF-Part F_Global Master V4.0_Taiwan V3.1_site
11014 (CMMC-LY) V2.1.1 04Sep2024_Traditional Chinese
(3) GS-US-570-6015_Optional Crossover Treatment ICF_Global Master V5.0_
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