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PLEASE REFER TO THE GUIDANCE DOCUMENT FOR DETAILED INSTRUCTIONS ON THE
COMPLETION OF THIS FORM.
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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.
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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 3= BLAF 913 11 T AF 40 0o i

START OF STUDY DECLARATION: (to be completed at the start of the study)
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TRALSS M AF BARAE TS AL

THE PRINCIPAL INVESTIGATOR CONFIRMS TRAINING APPROPRIATE TO THE ROLE AND TASK IS
COMPLETED BY SITE PERSONNEL.
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THE STUDY SITE IS REQUIRED TO MAINTAIN AN UP TO DATE VERSION OF THIS FORM IN
ACCORDANCE WITH SPONSOR REQUIREMENTS.
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IN THE EVENT THAT THE PI CHANGES REFER TO THE GUIDANCE DOCUMENT;

G R FEE T A S IR R OO

Name of Principal Investigator

EEHFAEESL TERRELEL

Principal Investigator’s Signature*

Date
Principal Investigator’s Initials
FERRELLE TR (dd/mggq/vvvv)

*My signature confirms/acknowledges that the information contained here is accurate and that:

SR NECE A TN g SRR EIS PR R0 =il il
I will remain responsible for the overall study conduct and reported data.
R AT T SARIAT el it B 11 51
| will ensure study oversight.

et okt S T 7

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

NI SIS A S5 B A A1\ 5

The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role.

JIT A T FUAE 55 45 A 0 Be 25 AR H. % S A SR BT B s N B2

Site Signature and Delegation of Responsibilities Log
Version N. dd/mm/yyyy


http://www.transceleratebiopharmainc.com/assets/site-qualification-and-training/

Site Signature and Delegation of Responsibilities Log

HRPLORRY THEREK
Study Sponsor: Click or tap here to enter text. Principal Investigator: Click or tap here to enter text.
CiFiiipA Y] FEBRE
Protocol Study Number: Click or tap here to enter text. Study Site Number: Click or tap here to enter text.
MR RS MR OGRS
Country: Click or tap here to enter text.
E

I 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.

LR ITE Z 5 A0 RN R A B AT ER 51 HLAE 58 AT 550 50 B RS I A AT A AT BIE FUAE AT 55
I will ensure that site staff receives, in a timely manner, the appropriate information and training for delegated tasks.
FRAHORBI TN 53 ST (R4 52 53 e BRI 04T 25 AH SR 851 S 205 R

I will ensure that any and all changes in staff or delegated study-related task will be recorded in a timely manner.

A DRATATBIE TEN 53 2028 B AT 55 AR I 0K S BEAT 1D 5%

END OF STUDY DECLARATION: | confirm that the information contained in this document is accurate and complete.

WA R A RSO 5 (5 SO e B e %

Name of Principal Investigator = EERF 9T E k42 Signature &44: Date H#H:
SPONSOR COMMENTS (optional):

BT #E (k)
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Site Signature and Delegation of Responsibilities Log

WRPOATS TERE

Study Sponsor: Click or tap here to enter text. Principal Investigator: Click or tap here to enter text.
Civi Y] FERAE
Protocol Study Number: Click or tap here to enter text. Study Site Number: Click or tap here to enter text.
HATRERS HRaEF LRSS
Country: Click or tap here to enter text.
Medically Qualified/Trained/Licensed Staff Trained/Qualified Staff Trained/Qualified Staff Continued
BEZE T/ ZEIFINH/ BN T BN/ FH N R LI/ FEEINR
1. Determine eligibility criteria (inclusion/exclusion) | 14. Manage IRB/EC communications & submissions 28. Report SAEs

e N TR ONIE/HEBRD ISP T 22 VA B &IH AT it 7 SAEs
2. Perform Physical Exam 15. Maintain essential documents 29. Other

PAT A A A Yy i AT oAt
3. Make study-related medical decisions 16. Collect/process biological samples 30. Other

PAT B FOAH R BT 8 KA/ AL AR AR oAt
4. Evaluate study related test results 17. Ship biological samples 31. Other

PEAR AT FEAH SR 45 R AIEEMIREAR oAt
5. Assess AE/SAE causality 18. Make (e)CRF entries, corrections and queries 32. Other

PHEA RFA/ T EA RFARR KR (T RS REBIE RN, HIE, FSEmE HoA

6. Assess Safety notifications

PR eER

19. Recruit study subjects
B 2R HE

7. Sign off on (e)CRF visit data
() JmPlR S RUTIEIR R 44

20. Use IWRS/IVRS/IRT
14 FH IWRS/IVRS/IRT &%t

8. Unblind/Unmask
HE

21. Manage Sl receipt/storage/temperature monitor

BIE FE T Pzl / i A7/ J5E 0 B

9. Discuss medical content of Informed Consent
PR ATG R 2 N2

22. Prepare/Dispense Study Intervention (SI)
HER /5y KW ST

10. Other 23. Perform Sl accountability
oAt PAT A IS T4k
11. Other 24. Administer SI
ot PAT BT
12. Other 25. Obtain/Conduct Informed Consent
ot ARI/AAT FN R =
13. Other 26. Obtain medical/medication history
FiAth BRI S/ 2 5
27. Perform study activities
PATH TGS
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Site Signature and Delegation of Responsibilities Log

R LER S TERE
Study Sponsor: Click or tap here to enter text. Principal Investigator: Click or tap here to enter text.
Civi Y] FERAE
Protocol Study Number: Click or tap here to enter text. Study Site Number: Click or tap here to enter text.
AT RRS HRaEF LRSS
Country: Click or tap here to enter text.
Ex
Complete upon assignment of site staff Comgl?sgvi:insftsz el
g = g 2o uri uay
TN R RCTE Lo u SO
Signature Pl initials and
b3 - study Task(s) date ‘ Pl initials and
Name My signature below indicates 4 Study Role (s Iu tyfr arsn ks ) (dd/mmm/yyyy) (fiz;jn:’m::/Sk(S)) date
4 that | accept the study task. g HRAM € ;;%&% €y TERAEBL E%#ﬁg% jggg;;%%/ﬁ\%%
DA T4 4 R P RAHE 2 AR YF A - 5 E
MRS
Pample i i KMK | Study Coordi 17, 18,20 bmée 30/JUN/2018 pme
Rl Katarina Koordinator tudy Coordinator e sumayr2o17 | 2V 30/JUN/2018
Katarina Koordinator

INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
(rHEEE G R FEREETH)

HLBIREEE (AE) -
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