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University Hospital Clinical Trial Alliance

Site Signature and Delegation of Responsibilities Log

Study Sponsor: Principal Investigator:
Protocol Study Number: Study Site Number:
Country:

PLEASE REFER TO THE GUIDANCE DOCUMENT FOR DETAILED INSTRUCTIONS ON THE
COMPLETION OF THIS FORM. (AR OERICEE 3 2 56/ it Bl X, 74 & v 2 3CH
(TransCelerate) % 283 %, )

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 TO CONDUCTING STUDY RELATED TASKS. (Af=xix. FEhEfEakic 5w
T, RPBHEER © P 0MEM L B 2 FET 5 720 ICTER I & 5, AL, ABRBE SR
ACTERE L5, )

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
SPECIFIC TASKS IN THE TASK SECTION OF THE LOG. (Pl ld. %Pt CTEIE S /-2 TOEBKICEE

START OF STUDY DECLARATION: (to be completed at the start of the study)

B, DD, PLIIRENZR 7 avETT LETHAMAOREDERF* BT I ix
WV, )

THE PRINCIPAL INVESTIGATOR CONFIRMS TRAINING APPROPRIATE TO THE ROLE AND TASK IS
COMPLETED BY SITE PERSONNEL. (Pl 13, 2 Z v 7R ZD%E| & 30 L -3 RE#ED + L
— oV ERRT LA LRSS, )

THE STUDY SITE IS REQUIRED TO MAINTAIN AN UP TO DATE VERSION OF THIS FORM IN
ACCORDANCE WITH SPONSOR REQUIREMENTS. (SEHEMEZE (F. #HHZ B 66 W AR R % 5o
DIRFEICT 2 LE R D B, )

IN THE EVENT THAT THE PI CHANGES REFER TO THE GUIDANCE DOCUMENT. (PI 23%55 &
nN=GEix, T4 XV AEESRT 5, )

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, S CE TN EHRVEMTHZ2 L, BILURDZ & 2R/ AKET 2D DT

Hb, ) :

¢ | will remain responsible for the overall study conduct and reported data. (REia{kDEjiis X MG I N7 — X ICHITEZE S, )

e | will ensure study oversight. (fEEIcRBEZEET5, )

e | will authorize the delegation of study-related tasks to each individual as listed.

(YR PCEBINT 2 BHEOERE 2 B NICEREST 2 2 L 23T 5, )

e The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role. () % M ICEIH & 172 255 138 Y) 22 Z T - BEROBH 2 b D

KDARETT B, )

e | 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. GRAEE%Z IR T 222 2 v 7 ICEBKICEE T 2 A REE S N, @Y% b L —= v 7R THIICERT

INFEBETo TR W L2 RITT 2, )

e | will ensure that site staff receives, in a timely manner, the appropriate information and training for delegated tasks. (2% v 7 BE{LINEBED -0 O#FEY R ERAF L b L

— =V PERFICITAR XT3, )

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 °RAT & 72 RERBEH 0 375 D A H S Lk S L B

k55, )

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/

STUDY TASKS:

Normal study work in our hospital is specified. In principle, personal delegation is unnecessary. (BEPI&EFIC 31T 2ilHEEBIZLL T IR L, RS A IC2 W T D Delegate 13 R EE
E35,)

Medically Qualified/Trained/Licensed Staff (%#2E£R)

Pharmacist (Z&gR) ,
Medically Qualified/Trained/Licensed Staff (4/5EHR)

Trained/Qualified Staff
(== 2731 EXK Y T)

1. Obtain/Conduct Informed Consent 14. Manage S| receipt/storage/temperature monitor | 18. Support for Informed Consent
(A =HUS) (RBEo2Z6, RE, REEH) ([FIEHBEREA)
2. Discuss medical content of Informed Consent 15. Prepare Study Intervention (SI) 19. Recruit study subjects
(ICITfE 5 BN DF - k) GGRBREE o HEAif) (WhaE DY 20 —1)
3. Determine eligibility criteria (inclusion/exclusion) 16. Dispense Study Intervention (SI) 20. Obtain medical/medication history
GRS ERR) GlBREE DI L) (BECEIE /A DHE, DEHZE OHERR)
4. Perform Physical Exam 17. Perform Study Intervention (SI) accountability 21. Collect/process biological samples
(Brfktrdr. 2% B ERE RO (IR fAs D BRH/JLER)
5. Make study-related medical decisions 22. Ship biological samples
(GRIBR I BEHE L 72 R 22 41 1) (kD F%)
6. Evaluate study related test results 23. Use IWRS/IVRS/IRT
GRER B U 72 MR 2 SR o0 AT (IWRS/IVRS/IRT D{# )
7. Assess AE/SAE causality 24. Make (e)CRF entries, corrections and queries
(HEH5R/SAE O [K B R H) (EDC AIMEIE/ 7 =V 1)
8. Assess Safety notifications 25. Submission and query resolution of study data
(e EVERE R O FHil) (imaging, Lab data, ECG, PRO etc.) (F—x Dfgfit
L7 UG (R, #ET — X, ECG. PRO 72 L) )
9. Unblind/Unmask 26. Report SAEs
(H WRfiRhR) (SAE #i#)
10. Sign off on (e)CRF visit data 27. Manage IRB/EC communications & submissions
GEGIHREHE~DEH) (IRB X FH 0 EH)
11. Other 28. Maintain essential documents
(WA (B ERCE OB )
12. Other 29. Administer Study Intervention (SI)
Aok s)
13. Other 30. Other
31. Other
32. Other
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Nurse Collect biological samples (#if&#H) , Measurement of vital signs, height weight, etc. (x4 2 AHIE, BEHIE 2 &) , Administer

(G a5 ) medicine (3R 45.) , Physiological function examination (electrocardiogram, etc.) (EFRaERE (OEXZR L) )
Medical technologist Collect/process biological samples (MfAERE/ULEL) |, Laboratory tests (Bfffd) |
(e Bl /e 50)

Physiological function examination (electrocardiogram, respiratory functional examination, brain wave examination, US, etc.) (43
BeRERR A CLEER, PEIHERE, IR, BEIRR L) )

Pathologist Pathological diagnosis (EEZZHT) , Pathology specimen manufacture GREREALERK)
St

Radiologic Technologist Image inspection (X-ray, CT, MRI, scintigraphy, etc.) (iiff# (X #%, CT, MRI, B> ¥ F 7 &) ) , Radiotherapy (BUEH##IAE) ,
(R Diagnostic imaging ({2 )

Pharmacist (except delegated) | Manage medicine* receipt/storage/temperature monitor (7|0 2258, R4, HEFEH) | Prepare/Dispense medicine* (S5 o i
(T JIWAHIL) |, Perform medicine* accountability (PR DFEHk)
* exclude medicine provided by sponsor (Study Intervention, Pre-medication, Other concomitant medication, etc.)
(o R S D H A GREREE, AT, Z ofhofffZER L) )
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Complete upon assignment of site staff (2 X v 7 DIEMBICTET 3 3)

Complete when staff exit
during the study

FREogh CEB KT LBA

Signature

My signature below indicates Study Role Study Task(s) Pl initials and Pl initials and
that | accept the study task. Initials () (Select from key) date End of task(s) date
(FAD B4 3B & 27 5 (GRERSET) (do/mmm/yyyy) | (dd/mmmAYYY | Ay
TLERERT S, )
2N 4+
L HC Study Coordinator 18-26 7C 30/JUN 7C
Hanako Chiken 31/MAYr2017 72018 30/JUN/2078

Sub Investigator

1-8,19-21, 26, 29

Study Coordinator 18-26
Study Coordl!'\ator/ 14-26
pharmacist
pharmacist 14-17

INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
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Complete upon assignment of site staff

Complete when staff exit
during the study

Signature

Name My signature below indicates
that | accept the study task.

Initials

Study Role

Study Task(s)
(Select from key)

Pl initials and
date
(dd/mmm/yyyy)

End of task(s)
(dd/mmm/yyyy)

Pl initials and date
(dd/mmm/yyyy)

INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
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Complete upon assignment of site staff

Complete when staff exit

during the study
Signature Pl initials and
Study Task(s o
Name My signature below indicates Initials Study Role (Selectyfrom :(e) \ date (E';;’:;:/Sk(s)) Pl (I;;Ir::::/‘d da;te
that | accept the study task. Y (dd/mmm/yyyy) yyvy Yyyy

INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
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