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BE COMPLETED PRIOR TO CONDUCTING STUDY RELATED TASKS. (A#£:0ix. FEitifizkic B\

T DBRBIENER % P AL Lo B A RE S 2 70 I Sei x4 5. AU, SUBBEESssHIG THE STUDY SITE IS REQUIRED TO MAINTAIN AN UP TO DATE VERSION OF THIS FORM IN
HCTER 25, ) ACCORDANCE WITH SPONSOR REQUIREMENTS. (SEftiftiak i3, RIS T ITHE WARRR & 5t

DIRFEIC T 2D DH %, )
THE PRINCIPAL INVESTIGATOR IS RESPONSIBLE FOR ALL TASKS CONDUCTED AT THE STUDY
SITE, THEREFORE THE PI COMPLETES THE SECTIONS INDICATED BUT THE PI IS NOT DELEGATED

SARER
SPECIFIC TASKS IN THE TASK SECTION OF THE LOG. (Pl %, “li-Colli & 417= 4 C DEF1C FHT IN THE EVENT THAT THE PI CHANGES REFER TO THE GUIDANCE DOCUMENT. (PI 23 &

NiGE . B4 XV ALEERSHT 5, )
START OF STUDY DECLARATION: (to be completed at the start of the study)

Name of Principal Investigator Principal Investigator’s Signature* Principal Investigator’s Initials Date (dd/mmm/yyyy)

*My signature confirms/acknowledges that the information contained here is accurate and that (FADE#13, Z 2 CE TN EWMOBIEHRTH I L, BLXURRDZ & 2R/ AET 2D DT
Hb, )
¢ | will remain responsible for the overall study conduct and reported data. Glii&koEfis L OHEINZT -2 ICETEZA S, )
e | will ensure study oversight. (s ICRERZEET 2, )
o | will authorize the delegation of study-related tasks to each individual as listed. (VU = FicRidk T 3 BRBHEHOEHE 2 SEANICRHTET 5 2 & Z2FFA[ T %, )
e The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role. (U & M ICFRH & 172 ¥R L@Y) R 2 Z F 72 B O H 5 H D
CDHEET 2, )
¢ | will ensure that all personnel assisting in the conduct of the study are informed about their obligations and will not have performed any delegated study-related tasks prior
to appropriate delegation and completion of study training appropriate to the role. GiiZ X483 222 % v 7 ICEBKICEHET 2 EMARME I, Y% b L —= v VB TENICERT
INEEBRT> TR W L 2T 5, )
e | will ensure that site staff receives, in a timely manner, the appropriate information and training for delegated tasks. (2% v 7 BRER(LINEHD -0 DY R IERAT L b L
— =V IBHERICATR S LT 5, )
e | will ensure that any and all changes in staff or delegated study-related task will be recorded in a timely manner. (X% v 7 R{T & /- RBHE O EB O L H S WIFESR S L B
£91cds, )
END OF STUDY DECLARATION: | confirm that the information contained in this document is accurate and complete.

Name of Principal Investigator: Signature: Date:
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http://www.transceleratebiopharmainc.com/assets/site-qualification-and-training/

Site Signature and Delegation of Responsibilities Log

Study Sponsor: Click or tap here to enter text. Principal Investigator: Click or tap here to enter text.
Protocol Study Number: Click or tap here to enter text. Study Site Number: Click or tap here to enter text.
Country: Click or tap here to enter text.

STUDY TASKS:

Medically Qualified/Trained/Licensed Staff (#8/ZH7)

Pharmacist (%3147) ,
Medically Qualified/Trained/Licensed Staff (%#8/Z&4F)

Trained/Qualified Staff
(FL—=>2381 XXy 7)

1. Obtain/Conduct Informed Consent
(FIZEHS)

14. Manage Sl receipt/storage/temperature monitor
GABE X, R, REEH)

18. Support for Informed Consent
(IR = A BhRIEAH)

2. Discuss medical content of Informed Consent

15. Prepare Study Intervention (SI)

19. Recruit study subjects

(IC 1o 5 EAMNA DR - tiak) B E o HE() (HEEE DY 71— +)

3. Determine eligibility criteria (inclusion/exclusion) 16. Dispense Study Intervention (SI) 20. Obtain medical/medication history
(Bt PERERE) GEEEE D L) (BEAERE /A BEAE, DEFRZE DRERE

4. Perform Physical Exam 17. Perform Study Intervention (SI) accountability 21. Collect/process biological samples
(BiRMts, 2%) GRBREE IR 0 FU8%) (Wt o BRHL/ALER)

5. Make study-related medical decisions 22. Ship biological samples
(FRIBR I B L 72 R 22 i1 1) (B iR D F83%)

6. Evaluate study related test results
(Gl 1 B U 7= MR A SR o0 M)

23. Use IWRS/IVRS/IRT
(IWRS/IVRS/IRT Dfif)

7. Assess AE/SAE causality
(FHEFER/SAE D (K 5BIR M)

24. Make (e)CRF entries, corrections and queries
(EDC AJIMETE/ 7 =V [A1%)

8. Assess Safety notifications
(4G R o FTH)

25. Submission and query resolution of study data
(imaging, Lab data, ECG, PRO etc.) (F— % ofifit
&7z UG (HifR, MET — £, ECG. PRO 72 L) )

9. Unblind/Unmask

26. Report SAEs

(ERfEER) (SAE ##)
10. Sign off on (e)CRF visit data 27. Manage IRB/EC communications & submissions
GEGIHRE EH~DESH) (IRB f&HI3EH 0 EH)
11. Other 28. Maintain essential documents
(A B AT RS OB
12. Other 29. Administer Study Intervention (SI)
o E)
13. Other 30. Other
31. Other
32. Other

Site Signature and Delegation of Responsibilities Log (fiiX44) Ver.1.0 Sep.2024

Based upon TransCelerate V3.0 October 2022
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Site Signature and Delegation of Responsibilities Log

Study Sponsor: Click or tap here to enter text. Principal Investigator: Click or tap here to enter text.
Protocol Study Number: Click or tap here to enter text. Study Site Number: Click or tap here to enter text.
Country: Click or tap here to enter text.

Normal study work in our hospital is specified. In principle, personal delegation is unnecessary. (BEPNEEFICE T 2 EBIZLL T IR L, FREEAIC2» T D Delegate 13 R E
s -

Nurse Collect biological samples (if&fE0) , Measurement of vital signs, height weight, etc. (X4 X VHITE, H{ARHIE 7 &) , Administer
(G e/ H) medicine (FoD#5) , Physiological function examination (electrocardiogram, etc.) (Z:BRkEERMRE (LEXALE) )

Medical technologist Collect/process biological samples (#f&<EEHEY/4LE) , Laboratory tests (Bif&iRTr) |
(B AR Bl /R A )

Physiological function examination (electrocardiogram, respiratory functional examination, brain wave examination, US, etc.) (ZE¥E
Heretdr CLEX, METEEE, B, &Rk &) )

Pathologist Pathological diagnosis (JEEIZZIT) , Pathology specimen manufacture CREUAZEAER)
€ k)

Radiologic Technologist Image inspection (X-ray, CT, MRI, scintigraphy, etc.) (Hi{&fi# (X #, CT, MR, B> v F 7% &) ) , Radiotherapy (iU #iE#E |
(BUH#RE) Diagnostic imaging (Hi{&ZH7)

Pharmacist (except delegated) Manage medicine * receipt/storage/temperature monitor (GEF|D327H, RE. HIEEH) , Prepare/Dispense medicine™® (GE#l D #fig
(BT JIAHE L), Perform medicine® accountability (&FRZ @ iték)
* exclude medicine provided by sponsor (Study Intervention, Pre-medication, Other concomitant medication, etc.)
(e Rt s S D 5 GRERSE. AR, Z ofhofFHZEZR L) )

Site Signature and Delegation of Responsibilities Log (fiiX44) Ver.1.0 Sep.2024
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Site Signature and Delegation of Responsibilities Log

Study Sponsor:

Click or tap here to enter text.

Principal Investigator:

Click or tap here to enter text.

Protocol Study Number:

Click or tap here to enter text.

Study Site Number:

Click or tap here to enter text.

Country: Click or tap here to enter text.
Complete when staff exit
Complete upon assignment of site staff (X X v 7 DIEMBICTE T 5 3) during the study
GRER R CEB AT LE5E)
Signature
My signature below indicates Study Role Study Task(s) Pl initials and S Pl initials and
Name that | accept the study task. Initials (1)) (Select from key) date (dr;/ (o) a/s s) date
(*L\@%% WFAABEES A T 5 (%ﬁ:gﬁ%f%) (dd/mmm/yyyy) mmm/yyyy (dd/mmm/yyyy)
TLEREKT S, )
3 NVAY 4+
BB fET SBER BT Le Study Coordinator 18-26 TC 30/JUN TC
Hanako Chiken Hanako Chiken 31/MAYr2017 72018 30/JUN/2078
Sub Investigator 1-8, 19-21, 26, 29
Study Coordinator 18-26
Study Coordl_nator/ 14-26
pharmacist
pharmacist 14-17
INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
Site Signature and Delegation of Responsibilities Log (fiiX44) Ver.1.0 Sep.2024
Based upon TransCelerate V3.0 October 2022 Page 4 of 6
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Site Signature and Delegation of Responsibilities Log

Study Sponsor:

Click or tap here to enter text.

Principal Investigator:

Click or tap here to enter text.

Protocol Study Number:

Click or tap here to enter text.

Study Site Number:

Click or tap here to enter text.

Country:

Click or tap here to enter text.

Complete upon assignment of site staff

Complete when staff exit

during the study
Signature Study Task(s) Pl initials and End of task L.
Name My signature below indicates Initials Study Role (Selectyfrom key) date (d:;/n?mnf/s (S)) PI(?(;;::LE;?d da;te
that | accept the study task. 4 (dd/mmm/yyyy) iy Yy
INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
Site Signature and Delegation of Responsibilities Log (fiiX44) Ver.1.0 Sep.2024
Based upon TransCelerate V3.0 October 2022 Page 5 of 6
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Site Signature and Delegation of Responsibilities Log

Study Sponsor:

Click or tap here to enter text.

Principal Investigator:

Click or tap here to enter text.

Protocol Study Number:

Click or tap here to enter text.

Study Site Number:

Click or tap here to enter text.

Country:

Click or tap here to enter text.

Complete upon assignment of site staff

Complete when staff exit

during the study
Signature Study Task(s) Pl initials and End of task e
Name My signature below indicates Initials Study Role (Selectyfrom key) date (drc:/n:)mma/s (S)) PI(';;;::::/M da)te
that | accept the study task. ¥ (dd/mmm/yyyy) iy vy
INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
Site Signature and Delegation of Responsibilities Log (fiiX44) Ver.1.0 Sep.2024
Based upon TransCelerate V3.0 October 2022 Page 6 of 6
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Delegation Log Mgk (U 4&fE) iconT

RO XEL !
Site Signature and Delegation of Responsibilities Log (fg%4%) Ver.1.0 Sep.2024
Based upon TransCelerate V3.0 October 2022

AR 13 TransCelerate V3.0 October 2022 @ [ Site Signature and Delegation of
Responsibilities Log | # 2 1C L C, Fhtix R 2T 2 OB L LTHEL D DTH 5,

- HAGER DGR

- Task O %2225

- Obtain/Conduct Informed Consent ([f] ZH(f5) i+ Medically Qualified/Trained/Licensed
Staff @ Task ICFl#K

- Trained/Qualified Staff ® Task & L T Support for Informed Consent ([F]Z=#fiBha4H)
R

- Trained/Qualified Staff @ Task I Submission and query resolution of study data
(imaging, Lab data, ECG,PRO etc.) (7 —2 Dfefit & 7 = V3t (Wi, &7 — £,
ECG, PRO 7% ¥)) #iaid

GEHEEHEEZITO (Delegate Ln\y) A& v 7120\ THHR

- Role (#%%#]) Z & ic##i7x Task () % HE

EER
1. fliEGE BRI U C PRt <AZHE AR AT > ILEEMBEIET 52 2 L, Z OfMIcZEH
DE BRI, sk e ikiEE R 2 T 2,
<ZEHE ] BEfE P >
(DTask HHH B h0/HIkxR
QEHFZELEDERTH Y Delegate L7\ A X v 7 5 X WEBNEDBIN/HIFR
@2 % v 71 {53 2 Task DiEHN/HIBR

¥, A 2R LR <EHEAREET > 2B IEL 2 b D &bkl LTS 25
A7 v 2 — (Pagel X 1'2) oit#ClfEIc L Tk <,
i) Site Signature and Delegation of Responsibilities Log (Tsukuba) Ver.1.0Sep.2024
Based upon TransCelerate V3.0 October 2022
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2. TRIZOWTIHEHEMKES L ks DEZ R EEGD H 5,
* FLH D 72\ Task JEHN
SIRER & L TT 9 EB B S O #ilH LI C & 2 252
®EBRIC X o TILEH L 13872 2 A7 — & b 7 i d 2 3 EaEiiE H Cé;%j—%*ﬁ
BETHYVRBL L TEHELRES LA INIGELRDH 5, 2D X 5 wEicl Task
JBAN< Delegate 5 A X v 7ICD W T ek s b8,

&
ARy 711533 Task B DHF
@ 4rHERT (Sub Investigator)
- BRI AT O & 1319 2R
- RBEEDERE, AL R 21T 5 5A1R414-17" 2B
- IRT D#EZAT 5 5&E13°23" %28 ?ﬂ
- EDC O#(E %17 5 56 13“24" % 85

(2 ZEH|Ef (Pharmacist)
- IRT DIEE% 1T 9 5& 13423 23850
- EDC o#1E% 1T 5 G& 13 24" %870

PAE
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BEER/RERICREHFITIREZy7THTY
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TEHZETHRHIGAIEIEBVWET, T Ty RAERE ZSBES
W
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ELTT ATV ARATIHREABEZHLZL TLWETDTISRE
LA
TaskDFEFRICDOWTIZABR TERIN TV B ERE % £ DTask TER
TEAINIERBROEM CLVWEBWET, RETHNIEHOH LDHE
EINFTaskh & D WO EKEZIEL TLWE A EERMICEEHL-HD
AR CERT D& TIRBE L DRBIIMABICRZ EBWET,

PIO—EEBELZINTAITH D, PIOXRRAIEEH%
WEELTWS,

TaskiZPIh 5 2 & v 7ZDelegation& N3 1 D7 D TPIAANE % HESE
LTWAZEIEBETT, PUCLBAEA~NDBLCTaskidE N ER S
NBDIEFPIHC L ZHEROERMEBVWET, PINL XXy 7AD
Delegationlc D WTEMBHR T/ O R ZBELRBEATENITEHRD
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B, HIk. BEICEAL T, N MEEERE
RKEINDAY IS WHDITHE - 7=, AL

GCPTIHREERAD VA LZTAD Z LT TEE LA,
ﬁzuxﬁ‘t%f’ﬁﬁkb
3o 7
ED
E7o. HEERHRAZFERAT LI ESOPTED S EXE(L THL
. FYBREAPBETOTIELZLAEBVET,

HEREE D
FERICELTHLEDZZETRETZINAERNE
Ty AERAZERLELIZ-OTISRBWZITNIEEB L £

O

BIE - BIBROBRICPIY A U ARE, TLTU >~
b DREMEBESHPUELE, CRCICEL ZHA AIEE
EINTWBEF (delegatefita/ITH) G &
DBEBENBEE B > B, EENERE
TH-o7=DIZ, PIOEREBELDELZEKI
Ntz (F—=NR—=20F 1 F 4 TlEHR LA ECRA
ICHELI-E A, REBE R -T)

TL7U Y FPOBEEPITHRLTHRVWERWET,

Delegationd 2 D IZPITH U BtE/MR THICE L CTIEPIOZR&HE A R E
EEZ D79, Delegationf@ta/#& T HICEE L TIZCRCORH TIEAR
ALEBVET,

10

StartDate ¥ DateAuthoritized EDOBRAMICT
0O0EET D, KBEEZLICAMDIL—IL
NELR D

BrATY O RERONIERWVERBWET,
7 < & H Date Authoritizedld TransCelerate OERZ I I V) £
oo

BRAOERZEA T, BEIDELBFEIIRTLRHZ ZETRL
ERWET,

11

FoREt@ER (ICEE. AED T &)
E7LEFELTNTHRVLWOTIEAR LA

JULHFCHEZWERBWEY, 7747 XA THERolel
TaskDFEEZREL LD TIZRIILIL,

L7

12

Delegation log& Signature logld—# (C &
7. BTHERTEZALVLAE LWL, Z
5 g hifdelegation logll IZB B DEL IFTE
TIERRTZE %1%

EEERR TH > THDelegation log & Signature logh—ED H DX
AoborslY) £9, ke L TERLYPTUVWKRAZERTH LT
MBERWEBWET,

7=72 L. Delegation log D R % v 7 DE L |$Delegations /=2 &
HTEATLEWREZRE > TUWEY, Delegation log DX X v 7 DEL
YIRS 2155812135 )&DelegationlCB L TR Z vy 7ATEALIZED
HEAIRBEEEZET,

227 DRE (BAREML)

‘159 %%

1

w

X2 ODHNBHIPREITTRINTWER W8,
HEERICKHEEEPL L TWS

TaskDEERICOVWTIZBERTERIN TV S EKE % £ DTask THER
THENREBEROEMTLWEBWET, NETHNIEZH S LHE
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1
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S U7-TaskDE%ZHJRTE

15

KEEBICX RV /BENRR L, REBRILIC
BRI DBRVPERD-D, H—DEL L,
ZRA Y ORI T, FEHE L OECA S
S NUE AW

TaskDEERICOVWTIZBERTERIN TV EKEZ £ DTask THER
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INTTaskHEI WS EHKZBL TVWA P EERNICEH L D% TE
HRCEMI DL THRBEE L OBZEITMABICHRE EBVET,

A7 v ZRATIEFZEMR, RolellIs U7cTaskDEZRE
7mDTZTERIZE W,

L¥L

16

BARREICERL T RBELI DO YIS
DENY IR Y ICH > 72

KLKRRY

SERHE ORI A ER T B 2 & CRARTHINEBWVET,
A7V A%RATIEFSEMNER. Rolellt U-TaskDZEZFBTEL X L
TmDTIZTHRBLLIZE W,
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Delegation LogDERE N RRHNBZEE L T
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—
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YA T, MEERHEREERL, FRICBBLTSOPTED DR EXENLT
BLZETCRCOEBREIFIBL, HEEATOHR—DPENEDTIEHEWLA &
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HIZBT B TaskdMTE I N TUWAITNITEREORR/EEILT
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HoH COMEREATRET 2 ETHRRIDZINEBVET,

21&X7®HE%GWK—ELT<%%:7—
X TG 774 T AEATERoleISG U TaskDEEZREL LD TIS
BBmE 0,
TransCelerate DR, TlETaskx TE LT Z E AR R Xy TDEELN
RRYHNEEY DT & ICH EDelegationZFL 18R LT T, TaskxBMNT 2 & LEHFADBL LB NT-

22

T. BEH-HBERA/DESE#ZTHLT
Delegation L &2 (T N iL7a b A WHEEA B - 7=

TaskiC L TTA LI EICIEAESBEWEBWLED,

FAIC CHERHT2h. B L7cTaskiCBAL TTALAZEVW) aAX Y
FEBREZRZY 7D DHLIRENDH D EBVET,
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BiEAD. RERMIIEMOEROL LEBEZTLETOTRERER
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(RREZA LY —ICIBIET 2 BB LR
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