Site Signature and Delegation of Responsibilities Log AENREAANRSREAERN

A EEchRmwks

Study Sponsor: Principal Investigator:
Protocol Study Number: Site Name: Kurashiki Central Hospital
Country: Japan Study Site Number:

PLEASE REFER TO THE GUIDANCE DOCUMENT FOR DETAILED INSTRUCTIONS ON THE

PERSONNEL.

D VERRIC B 2 FE 2R R BIE T A & > 2 3C# (TransCelerate &2 M4
CRERAD IR 2SRRI o 230 (TransCelerate & 2T 2) PLIE, H A Y2582 ORISR CEIY S b L—m s VAT U2 L 2R 5)

THIS FORM IS TO BE COMPLETED FOR SITE PERSONNEL INVOLVED IN THE STUDY TO WHOM THE
INVESTIGATOR HAS DELEGATED SIGNIFICANT STUDY-RELATED DUTIES. THE FORM IS TO BE COMPLETED PRIOR

GBS L, PR 0 A I BP0 ED D)
THE PRINCIPAL INVESTIGATOR IS RESPONSIBLE FOR ALL TASKS CONDUCTED AT THE STUDY SITE, THEREFORE
THE PI COMPLETES THE SECTIONS INDICATED BUT THE PIIS NOT DELEGATED SPECIFIC TASKS IN THE TASK

SECTION OF THE LOG.
P, e CIMESNI T~ TOX AT TA A H 7230, PLITHEE SNV H 23T 5748 PHIARRRODRED S 22 2 ZH TSIV

COMPLETION OF THIS FORM. THE PRINCIPAL INVESTIGATOR CONFIRMS TRAINING APPROPRIATE TO THE ROLE AND TASK IS COMPLETED BY SITE

TO CONDUCTING STUDY RELATED TASKS. = | THESTUDY SITE IS REQUIRED TO MAINTAIN AN UP TO DATE VERSION OF THIS FORM IN ACCORDANCE WITH SPONSOR
CRRENTE, PP Ty O, MRS PLAS A LT AT DTS 7, AR S, OSSR e %) REQUIREMENTS.

START OF STUDY DECLARATION:

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

(HAGE

CF5

*My signature confirms/acknowledges that the information contained here is accurate and that: * (B£ickVy, Z ZICRBShBERNERTH D Z L 2RER - KBL, UTOHEERD D)

. 1 will remain responsible for the overall study conduct and reported data. (FLiZBFZEEkDEHRE L #E 7 —F IOV TEEZA D)

. 1 will ensure study oversight. GRERDOEAR%175)

. 1 will authorize the delegation of study-related tasks to each individual as listed. (J 2 MZEBE T AREEBEDER A HENCEIET D2 L 2375 35)

. The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role. (V& MBS 3R DRSS e S T 7B D8 B b DI DHETT )

. 1 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. (£ TOBRFICEEZAM L. BWHRFL L BENIECLERET 5 % Tre, HBRBIEEK & Rl S$y)

. 1 will ensure that site staff receives, in a timely manner, the appropriate information and training for delegated tasks. (2% v 7 &L MDDV AFIAT L ISR TL 5 & 51015)

. 1 will ensure that any and all changes in staff or delegated study-related task will be recorded in a timely manner. (2% v 7 OEBERRIESW-RBEEORBOEERBERHFEHESI D L 51T 3)

END OF STUDY DECLARATION: I confirm that the information contained in this document is accurate and complete. (RABiER NI HHRITERIORLTHS 2 & 2RETS)

Name of Principal Investigator: Signature: Date:

CHANGE IN PI : IN THE EVENT THAT THE PI CHANGES REFER TO THE GUIDANCE DOCUMENT. ; OPTION 2(keep existing delegations and start a new log)

. Enter a statement in the comment section of the form to indicate there was a change inPl. (2 x> b 227 3 iZ PL IZEER b o - H 2 RTERBE T B)
° The new PI will start a new DOR form by signing and dating the top section of a new page 1. (& LW\ PI i, HLWV_—Y 1 O EEICEL LTRMAEZREATIZ LY, #H LV DOR % BithT %)
. The new PI will enter a statement in the comments section of the original DOR form agreeing with the existing delegations. L\ PI1 X, JEM DR 7 +—2DaX >y hEZ vaic, BEORF v 7ICABTAHZERTS)

° Changes or new additions to the DOR that occur after a new Pl begins will be made on the new DOR log. (§ L\ PT DBi#k#Ic %44 5 DOR ~DZEH E 7o i3 LVGENIE, #H LV DR v/ TfF3)
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http://www.transceleratebiopharmainc.com/assets/site-qualification-and-training/

STUDY TASKS:

Determine eligibility criteria (inclusion/exclusion) (k& M4 B R R) 17. Manage Sl receipt/storage/temperature monitor (JRERIEZHH / 1RE / IREEH)

Perform Physical Exam (B &)

18. Prepare / Dispense Study Intervention (SI)  (JRERIZDOFHHF| / 224F)

Make study-related medical decisions

(FEBR oo E I 19. Perform Sl accountability — (JBBRIK D H)

Evaluate study related test results  (FRER BEIHE O A5 ik 5 D 2EA) 20. 1P (SI) destruction/return  (JRBRIK DR FE/IA)

21. AdministerSI  (JBBRIE D H.)

Assess Safety notifications  (ZZ &M% O FEAM) 22. Obtain/Conduct Informed Consent ([R5 & Hfs)

Sign off on (e)CRF visit data  (CRF D 7&GE

23. Support for Informed Consent  ([FIEZ7EA DAfiBh)

Unblind/Unmask (& #fERR)

24. ReportSAEs  (SAE D)

1.
2.
3.
4.
5. Assess AE/SAE causality  (AE/SAE 2¥Ah)
6.
7.
8.
9.

Discuss medical content of Informed Consent ([FIE R DEFHIZRNZDF | 25. Administer (e)PROs  ((e)PRO i)

#)

10. Manage IRB/EC communications & submissions  (IRB / EC $2 H SCE& ) 26. Imaging data submission / System query response (HE[{&H/ > 27 L7 = U %))
11. Maintain essential documents  (MZECEOEH) 27. Collecting data necessary for clinical trials ~ (JRBRIZ M E /2T — & DIVEE)

12. Collect/process biological samples (& {AKIVEE / WLFR) 28. Other

13. Ship biological samples (MR %EAT) 29. Other

14. Make (e)CRF entries, corrections and queries  (CRF D1ER) 30. Other

15. Recruit study subjects ~ (#EER#E DETE) 31. Other

16. Use IWRS/IVRS/IRT  (IXRS Df# ) 32. Other

*Normal study work in our hospital is specified. In principle, personal delegation is unnecessary. (FEtPIEERMIC 5 2 @B HEEBHIUTICHAR L. RAIZEAIC DV TOD Delegate I REL 5 3)

Nurse (& #HTi/ & #EF)

Biological samples collect (BX{&$ZHR), measurementy(vital signs, height weight, etc.) (-3 4 2 LVHIRE, & &HIE), Patient care (B2& 7 7), Drug administration (¥¢3K)

Medical technologist (BREEHZHli /B AR BR B ELARTEK)

Collect/Process biological samples (BR{ARERER, #LE), Laboratory tests (Bi{&E7r), Pathology specimen manufacture (JREEEASIERR)

Physiological function examination (electrocardiogram, respiratory functional examination, brain wave examination,US) (ZEBEHSRERRTE (.0 B, MEIRERRE, M 8
ey

=)

Pathologist (RELPE - JRELZ ML)

Pathological diagnosis (JREEEZHT),

Radiologic Technologist (58 SR Bz Eifi /U SR B ATER)

Image inspection (X-ray, CT, MR, scintigraphy, etc.) (BHRIRZE(X #&, CT, MRI, B ¥ ¥ F))

Pharmacist(Z&F#I%E)

Prescription (& &% D FH#),Drug storage and management (BRARE EH)
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