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10905-010

12 #%Pr13 2026 9" 30p -

2.2+ % 2 Protocol: Version 6.0, 21 March 2025

3.7 < 4f & Chinese Synopsis: Version 6.0, 21 March 2025

472 & English Synopsis: Version 6.0, 21 March 2025

5.% ;éiﬁ F % 2% Main ICF: Site Version Number: 7409 CMMC specificVV9.0 Site
Version Date: 14 Apr 2025_ Translated into Traditional Chinese for Taiwan_04
Jun 2025

10908-L04

1.7 = i & : D967VC00001_Synopsis_\ersion 4.0, 050ct2023_local

addendum_Version 1.0, 27Mar2025_ Tranditional Chinese_09Apr2025

2.3 < 4 & : D967VC00001_Synopsis_Version 4.0, 050¢t2023 _local
addendum_Version 1.0, 27Mar2025

3@ pwE L34 L3 1 D967VC00001_CMMC-LY_Part-2 Main
ICF_Version 1.4, 26May2025
4.(374) 3% 2 *445: D967VC00001 Clinical Study Protocol - Addendum
Taiwan_version 1.0, 27Mar2025

5.(373#) #Lp iz & : Safety Reporting Compliance Notification_250ctober2024

6.(F7H#) i #F 4 27 i 5 D967VC00001_Clarification regarding coagulation test
requirements in the Clinical Study Protocol 19November2024
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3.1 %= E k& F ¢ DI10SC00001_CMMC_Main ICF_Version 6.2,
09Jun2025

43 A ZRBHRE T ERHRF TR F % % : D910SC00001_CMMC_Preg
ICF_Version 1.5, 09Jun2025
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1.:+4 % : Version 3.0 Date 07 Feb 2025

2.7 < 4 & : SAFFRON_D5087C00001_CSP_synopsis_version 3_
07Feb2025_Translated into Traditional Chinese for Taiwan_26Feb2025

3.% % 4 & : Version 3.0 Date 07 Feb 2025

4% %%k L3  AZ_D5087C00001_TWN_CMHLY_ Main
ICF_V6.0_13May2025. Traditional Chinese for Taiwan on 20May2025

5.2 4 4 £ @ Osimertinib, Edition 19.0, 03 February 2025
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2.% ;f:wﬁ F R % (3 %% 1) : D7987C00001_CMMC _Main ICF_Version 6.2,
09Jun2025

3.% ;Géiﬁ F & % (+ @5 2) : D7987C00001_CMMC_Sub-study 2 Main
ICF_\ersion 5.2, 09Jun2025

AEFHEWE L * A RBRTUTER LS D7987C00001_CMMC_Pregnant
Partners ICF_\ersion 3.3, 20Jun2025

5. & s ok kA3 0 D7987C00001_CMMC_ Treatment Beyond
Progression Addendum ICF_Version 3.3, 20Jun2025

6. & 4 &4 4§ 124551 ¢ Rilvegostomig (AZD2936) Toxicity Management
Guidelines : Version 6.0, 14 January 2025
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3.4 B %&4p4 4 ! ID-064A301_Amended version_Main eCRF_05Jul2024

4.0 B %484 4 : ID-064A301_Amended version_Main eCRF_07Feb2025
11205-009 | M Z % |LAT3§F7 5 HIDEF FEF e o

1.:2+4 % : Version:4.0 11 April 2025

2.7 2 4L 14042025 % 04 7 11 p

3.% < 4 & : Version:4.0 11 April 2025

4.0 385 % ;é-‘gf F & % : PN-301-22_CMMC-YK_Main ICF_v4.0_22May2025
11207-007 | 27 » Traditional Chinese Translated from English PN-301-22 CMMC-YK_Main

ICF_v4.0_ 22May2025
5.8 % 3 % Fé F & % : PN-301-22_CMMC-YK_Pre-Screening
ICF_v4.0_22May2025 Traditional Chinese Translated from English

PN-301-22_CMMC-YK_Pre-Screening ICF_v4.0_22May2025
6.4 4% « < : Edition 5.0, 21 / Mar. / 2025

11208-004 | /¥ # | 1. i 4F + £p:RO7092284 (Tiragolumab) IB - Version 10, dated 27-Apr-2025

1 (A7) 3+ % % /&5 % 9 21785_FINE-REAL_Protocol Timeline Amendment
Clarification letter 2025-04-24

11208-018 | * & 2
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2.2+ 4 % :Version 4.0 Date 31 October 2024

3.7 < 4 & :Version 4.0 Date 31 October 2024

4.3 < $f & :Version 4.0 Date 31 October 2024

5.1 % 3F 2 % :D5162C00052 v6.0_PROD_aCRF-Unique 02 Jul 2024

6.8 STk iE %k % #H P L% 274181_D5162C00052_Global Model
ICF_Main_Version 6.0_27Nov2024 274181 _D5162C00052_TWN Model
ICF_Main_English_Version 6.0_20Jan2025 274181
D5162C00052_TWN_Wen-Tsung Huang_Main ICF_ Traditional Chinese_Version

11208-L02 | & * ¥4 | 6.0_07May2025
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274181 D5162C00052_Global Model ICF_Pregnant Partners_\ersion
2.0_3.0_27Nov2024 274181 D5162C00052_TWN Model ICF_ Pregnant
Partners_ English_\ersion 3.0_20Jan2025 274181 D5162C00052_
TWN_Wen-Tsung Huang_Pregnant Partners ICF_ Traditional Chinese_\ersion
3.0_07May2025

8.4 4% 4 £ p :Edition 19.0, 03 February 2025

9.(#73# ) OSTARA_Latest News:Update in Recruitment Strategy_5th September

2024
10.(#734) OSTARA_Study Enrolment Close Thank-you!_20th November 2024
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(1) 70033093ACS3003 Version 7.01 28JAN2025 Generated On: 28 Jan 2025
(2) 70033093ACS3003 Version 7.03 20FEB2025 Generated On: 27 Feb 2025
4. i %3 & 3 Main ICF V6.0TWN(tc)1.0_AH7-TW10018v1.0

(19May2025)
i 4% 4 £ p : Edition 12 dated 29 January 2025
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(1) 3% + & p 345 RO5541077 Polatuzumab vedotin (formerly DCDS4501A)
IB - Addendum 1 to Version 16, dated 11-Apr-2025

(2)3+ % # /& 15 31 GO44145 Protocol Clarification Letter, dated 24-Jan-2025

(3) & X4k GO44145 Memo_Subject: Clarification of MCL USM-DIL impact on
Glofitamab studies, dated 11-Mar-2025
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1.2 # 4 £p 1 GS-1811_Investigator’s Brochure_Edition 6: 14 January 2025
2XERLF
(1)GS-US-570-6015_Main ICF-Parts A-E_Global Master V16.0_Taiwan
V16.1_site 11014 (CMMC-LY) V16.1.1 _03Jun2025_Traditional Chinese
(2)GS-US-570-6015_Main ICF-PartF_Global Master VV7.0_ Taiwan V7.1_site

11014 (CMMC LY) V7.1.1_03Jun2025 _Traditional Chinese
3.(F7H#) # L4+ 3 - RE: GS-1811 Investigator’s Brochure Edition 6 (14 January
2025),Informed Consent Forms v16 main Parts A-E and v7 main Part F, Date: 31
January2025
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1.4 3% F 4 % :Main ICF V6.0TWN(tc)L.0 site 3006 v1.0 (29May2025)
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g Féi‘ % F & %:SitelCF - TungHD - Traditional Chinese -
15-May- 2025 - Version 4.0 - Main, based on Taiwan ICF - Traditional
Chinese - 11-Feb-2025 - Version 4.0 - Main

2.(F7TH) A4 A £ e V1.0, 03DEC2024

3.(F7#) A 4F A i S Letter to Investigator’s_IB Addendum_03DEC2024 FINAL

4.(#73) Storage of IMP related to Akero Synchrony Studies at Clinical Sites:
Version: 1.0, 11 October 20
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2.4 3% 4+ £ p : Ziltivekimab Investigator’s Brochure Edition 8, Version: 1.0, Date:
27-May-2025

3.1 %3F £ 4 : EX6018-4758 Annotated Study Book, Version: 10.1, Date:
12-Apr-2025

4.8 BT E s 2 F 402 B L F 1 Version: 4758-TW-site-31-main_7.0, Date;
16-Jun-2025

5. i%;C—F (ID visit reminder card) : Version: 3.0_TW, date 27-May-2025

6. % % 35|+ (ID visit card)_ZH_TW_% 4 3.0.2025 & 3 » 12 p
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3.3+ % # : D6972C00003_Clinical Study Protocol_ Version 5.0, 20 February 2025

4.¢ < 4g & : D6972C00003_Clinical Study Protocol Synopsis_Version 5.0,
20Feb2025_Traditional Chinese_ 03Mar2025

5.% < 4 & : D6972C00003_Clinical Study Protocol Synopsis_Version 5.0,
20Feb2025

BFEHFRLE

(1) % & Tehk i85 % #H P& F - D6972C00003_CMMC_ Main ICF_Version
4.0, 12Apr2025
QD FERPIFTRER Féﬂ“ f= % % : D6972C00003_ CMMC_Pre-Screening
ICF_\fersion 1.5, 28May2025
7.2 3% 4 £ p o nvestigator’s Brochure Baxdrostat (CIN-107) Version 7.0, 17

February 2025
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8.3 REx 2T R xA 3.0
9.z % %¥ + 1 D6972C00003_Study participation card 2.0, 24Feb2025_Traditional
Chinese_ZOMar2025
10,742 2 2B ERFEHPEL CFTHE2LZ2ETRFERP A _V20,
16Apr2025
o AR NIEIT kR 0 F B E 3 2026/09/07 0 R A R pERY
23 | 11304-017 | H % % 2025/09/07 i
1 AT p e 145 A ﬂa*—”’i;ﬁéf P RTHET 7 EIRER F o SR
2. iRmEFHFFLT %/ D8535C00001_CMMC_Muain ICF_Version 2.3, 18 May
2025
24 | 11305-001 | 3%# % (3. E#F M FT 7 Rk E 402 F 3/ D8535C00001_CMMC_Optional Genetic
ICF_V\fersion 1.3, 18May2025
4 ZFHME T EL S ARHR T AR L 3/ D8535C00001_CMMC_Pregnant
Partners ICF_\ersion 1.3, 18May2025
1. %‘frigﬁﬂ THEBEFS ¥ E S Hik o
2. R FE%PHrI3 2027 & 122 31 p o
3. Diabetic Foot Ulcer Packet : ENERGI-F703-04_Diabetic Foot Ulcer
Packet TWN_v2.0_22Apr2025_CHI
25 11305-012 | Mt & & |4. StudyKIK PLP : ENERGI-F703-04_StudyKIK
PLP_TWN_v2.0_24Apr2025_ZHO
5. Phone & DigitalSelf Screener : ENERGI-F703-04_Phone & Digital Self
Screener_ TWN_v2.0_21Apr2025 ZHO
6. { ATEBR F-H sl o
1 ATHI R e 2 4% A0 & R Mg ﬁi;fs’z?lﬁéw °
2. 1 #%kF 3  CA073-1020 TWN Site 0146 CMMC Main ICF V3-1-2
12May2025
26 | 11305-014 | Az # (3. |F 22 ¥ F 1 %  CA073-1020 TWN Site 0146 CMMC Pregnant Participant
ICF V1-1-4 12May2025
4. a7 gk £ 3 : CA073-1020 TWN Site 0146CMMC Pregnant Partner ICF
V1-1-4 12May2025
27 | 11305-L01 | 248 |at & @EskBE 4 p ¥ 1 2026/12/30 -
LATH AP L 45 4 R TcFfr o
2.3 %3R4 4:V6.0, 28Apr2025
3.4 Mm% o A S TRA RS X B & 31 247626_PLO01-NHL-201_Taiwan
o8 | 11307002 | Zw Model ICF_Version 6_.0_13Mar20_25 247626 PLO01-NHL-201 TWN_
Hung-Chang Wu_Main ICF_Version 6.1_04Jun2025
44 E iR E P L F 1 247626_PLO01-NHL-201_Taiwan Pregnant Partner
Model ICF_Version 4.0_050ct2023 247626_PL001-NHL-201_TWN_
Hung-Chang Wu_Pregnant Partner ICF_Version 4.2_04Jun2025
LB ek A 8 RIpHyedk L #es 1000 4 > ik F R R 12 ICD-10 44
Fi v s {5 A BB { 5 40000 4 (B % 2 20000 4 o ¥pe 2 20000 4 )
29 | 11307-003 | t%h® % (247 %3+ F 3 (% = 5K 20250604)
33 F ¢ 2 4 & (% = 5% 20250604)
4.?% 2 4E & (% - W% 20250604)
WL %P H I 2027 #0172 09 p -
30 | 11307-L01| ® R #HE (2.4 Wy X 32 g (B Fgp A REH ) B L F 1%~ 9%/2025/06/23 -
SAMPFTRFEE (BFBHL) F %‘,3/%? = 4%/2025/06/23 -
31 | 11307-L02 | %+ m = aé%(I.SA);. B e % % :61186372PANSC2003 CMMCLY Clinical
ICF Version 4.0, Date: 28/May/2025
32 | 11310-002 | *®@ & |13+4 2 :k 3 20250626
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3. 2 4 &k 3_20250626

AR BFELRPHWP S % % 3_20250626

5, Bzt 3 #7413 2026 & 12 # 31 p (/% 2025 & 12 * 31 p)

1.%%&%1&# EREC RS ﬁ*—””&:i‘fpﬁs’v o

2ERERLE 2 (+33% 1- % 1A 3 =) Main(Cohort 1A) ICF : 282989 _
D7407C00001_Global Model ICF_Main (Cohort 1A) Version 2.0_14Jun2024
282989 D7407C00001_TWN Model ICF_Main(Cohort 1A)_ English_\ersion
2.2_020ct2024 282989 D7407C00001_ TWN_Dr. Yin-Hsun
Feng_Main(Cohort 1A) Traditional Chinese_ Version 2.5 _15May2025

3.x#E L E(F® 1- ¥ 1B ¥ ) Main(Cohort 1B) ICF : 282989_
D7407C00001_Global Model ICF_Main (Cohort 1B) Version 2.0_14Jun2024
282989 D7407C00001_TWNModel ICF_Main(Cohort 1B) English_\ersion
2.2_020ct2024 282989 _D7407C00001_ TWN_Dr. Yin-Hsun
Feng_Main(Cohort 1B)_ Traditional Chinese_ Version 2.5_15May2025

4XRFF R L (% 2- % 2A ¥ =) Main(Cohort 2A) ICF : 282989_
D7407C00001_Global Model ICF_Main (Cohort 2A) Version 2.0_14Jun2024
282989 D7407C00001_TWN Model ICF_Main(Cohort 2A)_ English_Version
2.2_020ct2024 282989 _D7407C00001_ TWN_Dr. Yin-Hsun
Feng_Main(Cohort 2A)_Traditional Chinese_ Version 2.5_15May2025

5.3 % kL3 (5% 2- % 2B ¥ =) Main(Cohort 2B) ICF : 282989 _
D7407C00001_Global Model ICF_Main (Cohort 2B)_Version 2.0_14Jun2024
282989 D7407C00001_TWN Model ICF_Main(Cohort 2B)_ English _Version
2.2 020ct2024 282989 D7407C00001 TWN_Dr. Yin-Hsun
Feng_Main(Cohort 2B)_ TraditionalChinese_ Version 2.5_15May2025

6.% 3% F L % (+ 3% 3) Main(Substudy 3) ICF : 282989 _

33 | 11310005 | 5 2 8 D7407C00001_Global Model ICF_Main (Substudy 3)_Version 2.0_14Jun2024

282989 D7407C00001_TWN Model ICF_Main(Substudy 3) English_ Version
2.2_020ct2024 282989 _D7407C00001 TWN_Dr. Yin-Hsun Feng_
Main(Substud 3)_ Traditional Chinese_ Version 2.5_15May2025

T3R5 % ;é%‘ WA LRz £ ARKETER LS (F #F% 1) Pregnant

Partner(Substudy 1) ICF: 282989 D7407C00001_Global Model ICF_Pregnant
Partner (Substudy 1) ICF_Version 2.0_14Jun2024 282989
D7407C00001_TWN Model ICF_Pregnant Partner (Substudy 1)
ICF_English_Version 2.1_020ct2024 282989 _ D7407C00001_TWN_Dr.
Yin-Hsun Feng_ Pregnant Partner(Substudy 1) ICF_ Traditional Chinese _ Version
2.3_15May2025

8.18 5k % F,;kif WA L iE $ A RKETER LD (F 3% 2)Pregnant
Partner(Substudy 2) ICF: 282989 D7407C00001_Global Model ICF_Pregnant
Partner (Substudy 2) ICF_Version 2.0_ 14Jun2024 282989 _
D7407C00001_TWN Model ICF_Pregnant Partner (Substudy 2)
ICF_English_Version 2.1 020ct2024 282989 D7407C00001_TWN_Dr.
Yin-Hsun Feng_ Pregnant Partner(Substudy 2) ICF_Traditional Chinese_ \Version
2.3_15May2025

9. F&H = ;‘éﬂﬁ'rﬁlﬁ; gz 2 A B ErER IS (3 H% 3)Pregnant

Partner(Substudy 3) ICF: 282989 D7407C00001_Global Model ICF_Pregnant
Partner(Substudy 3) ICF_\ersion 2.0_ 14Jun2024 282989
D7407C00001_TWN Model ICF_Pregnant Partner(Substudy 3) ICF_English_
Version 2.1_020ct2024 282989_ D7407C00001_TWN_Dr. Yin-Hsun

Feng Pregnant Partner(Substudy 3) ICF Traditional Chinese \ersion
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2.3_15May2025
10.3+ % # /& 17 & Protocol Clarification Letter: D7407C00001 (Soundtrack-E):

Mandatory Clinical Safety Assessment for Patient Safety 23-April-2025

18] AR jck#cs 294 (R 18 2) Apicd i 4 A (R 2 4) 2Ttk
B

2.3+ 4 % :Version 3.0 Date 07 Feb 2025

3.2+ 4 2 44+ TMG for Dato-DXd + osimertinib:Version 2.0 (10 Feb 2025)

4.7 < 4§ & :Version 3.0 Date 07 Feb 2025

5.3 < 4 & :Version3.0 Date 07 Feb 2025
FqRsd% = P L 3§ 284004_D516KC00001_Global Model ICF

11310-L03 | ++&# | Main_Version 3.0_18Feb2025 284004 D516KC00001_TWN Model
ICF_Main_English_Version 2.0_17Mar2025 284004 _
D516KC00001_TWN_Cheng-Yao Lin_Main ICF_ Traditional Chinese_\ersion
2.0_13May2025

7.2 A £ p:Osimertinib: Edition 19.0, 03 February 2025

8.1 % -eCOA Screenshot

(1) EORTC 1L147 VV1.00 26/02/2025

(2) EQ-5D-5L Mobile V1.00 26/02/2025

1343 % : Version 7.0, 16 Oct. 2024

2.7 < 4E & : Version 7.0, 16 Oct. 2024

3.% < 4 & : Version 7.0, 16 Oct. 2024
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