Site Signature and Delegation of Responsibilities Log DEMEEN AREIBRPRERIE

A 2#ichsampe

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

COMPLETION OF THIS FORM.

(RO VERIZ BT 2 3223 B I LT A & A (E (TransCelerate 229 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
TO CONDUCTING STUDY RELATED TASKS.
ORI, FBOEMR v v, HEBRBSUTEE A PL Y TAY LB A E T DTl S B2 ARSI L, SRS Biamn oot 2)

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 CHESNT_TOX A/ TE AR H 7230, PLIHEE SNV H 25T 578 PHIARRODRED 2 27 2 ZH TSI

THE PRINCIPAL INVESTIGATOR CONFIRMS TRAINING APPROPRIATE TO THE ROLE AND TASK IS COMPLETED BY SITE

PERSONNEL.
L, A MY E R E OBERIL RS

SEE e N L=V INMET U Z L AR 5)

THE STUDY SITE IS REQUIRED TO MAINTAIN AN UP TO DATE VERSION OF THIS FORM IN ACCORDANCE WITH SPONSOR

REQUIREMENTS.

GBI, R R O AR I OB ST D085 )

START OF STUDY DECLARATION:

Name of Principal Investigator Principal Investigator’s Signature* Principal Investigator’s Initials Date (dd/mmm/yyyy)
. (A% BB OKER
REE ORES - o
Taro Chik oo '
aro ten (e Taro Chiken

*My signature confirms/acknowledges that the information contained here is accurate and that: * (B4ic kY., ZZIKERShFERERTH S Z L 2R - ZRL. UTOHEEED )

. 1 will remain responsible for the overall study conduct and reported data. (FLIBFEREDER & BET—F IOV THEEELE D)

. 1 will ensure study oversight. GRE OB %17 >

. 1 will authorize the delegation of study- related tasks to each individual as listed. (Jx MNog&h O 28 ARENEE ANCHIET BT LERFRIT D)

. The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role. (V= NZEHRSN -SRI DIV 7B DBH 5 bOIZDHRITT5)

. 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. (£ TOMEFICEEZ R L. WHRET L BHNE CLFERZET T 5 % Tl RBHEEE S il S ER0)

o | will ensure that site staff receives, in a timely manner, the appropriate information and training for delegated tasks. (2% v 73RS DT-DOBEVERAT L YBT3 X 51035)

. 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 DEFERHE SN RREEDOEBOEE LN EFEHZEND L 12T 3)

END OF STUDY DECLARATION: I confirm that the information contained in this document is accurate and complete. (AZici# S Wiz FRIZERIOELTHS 2 & 2HRT5)

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 in Pl. (222> b2 ¥ a Iz PL CEE R b o kB2 AT ET5)
. The new PI will start a new DOR form by signing and dating the top section of a new page 1. GFLWPLik, HLWR—Y 1 O EBIKBA LTHMNEZEATAZ LKLY, HLV DR 2 HET 3)
. The new PI will enter a statement in the comments section of the original DOR form agreeing with the existing delegations. (H L\ PI X, SEDDOR 7 4 —LDaxy b kZvavic, BEORF v 7 ICAETIEEEIRT S)

° Changes or new additions to the DOR that occur after a new Pl begins will be made on the new DOR log. (5 L\ PI DB#A4% 12382435 DOR ~DZEFE £ 72 i85 LV BANIE, LV DOR 2 7 T1T5)
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http://www.transceleratebiopharmainc.com/assets/site-qualification-and-training/

STUDY TASKS:

1. Determine eligibility criteria (inclusion/exclusion)  (Ek& M FEUERESR) 17. Manage Sl receipt/storage/temperature monitor (JEERIRZHH / {54 / IEEEH)
2. Perform Physical Exam (B {KfREL) 18. Prepare / Dispense Study Intervention (SI)  (JBEBRIROFH / 224))
3. Make study-related medical decisions FRER oD E ST 19. Perform Sl accountability ~ (JRERZKDE )
4. Evaluate study related test results (R BEE D MR AT i 5 oD ETA1) 20. IP (SI) destruction/return  (JABRSR OAYHE /I HN)
5. Assess AE/SAE causality  (AE/SAE ZTAfh) 21. AdministerSI  (JRERIKDFH)
6. Assess Safety notifications  (ZZ 4P 1% #H o> FEAMh) 22. Obtain/Conduct Informed Consent (A&7 D FEffi & HifS)
7. Sign off on (e)CRF visit data  (CRF D &R 23. Support for Informed Consent  ([F):& 7t BH D 4fi Bh)
8. Unblind/Unmask  (S#fRER) 24. Report SAEs  (SAE D)
9. Discuss medical content of Informed Consent ([FlE LI DEFHIZR N DR | 25. Administer (e)PROs  ((e)PRO i)
H
10. l\)/?a>nage IRB/EC communications & submissions  (IRB / EC $&H SCE& HE) 26. Imaging data submission / System query response ({4 /> A7 A7 = U ki)
11. Maintain essential documents  (VZESCEDO & H) 27. Collecting data necessary for clinical trials ~ (JRBRIZMHEL 725 — X DUEE)
12. Collect/process biological samples (AN EE / WLBH) 28. Other
13. Ship biological samples (MR %EAT) 29. Other
14. Make (e)CRF entries, corrections and queries  (CRF D1ERK) 30. Other
15. Recruit study subjects  (#%IRFE DOEE) 31. Other
16. Use IWRS/IVRS/IRT  (IXRS D 1) 32. Other

*Normal study work in our hospital is specified. In principle, personal delegation is unnecessary. (FEPNZERFIC 351 2 BEEEIZU TICHR L, FRAIEHEAIC 2V TD Delegate IAREL §3)

Nurse (& ZhT/ B #EE)

Biological samples collect (B{A$2HY), measurement(vital signs, height weight, etc.) (»¥ 4 X VEIE, HAHISE), Patient care (B3 % 7), Drug administration ($¢3%)

Medical technologist (fRZ 5 fifi/ R R R E B ATEE)

Collect/Process biological samples (BR{AEREY, #LEH), Laboratory tests (B{AH2%E), Pathology specimen manufacture (JREREAERR)

Physiological function examination (electrocardiogram, respiratory functional examination, brain wave examination,US) (Z:EHSRERRZE (0B Y, MEWRBSRE, Iak 8
.

= %)

Pathologist (REE - IREZKH})

Pathological diagnosis (JRELEZHT),

Radiologic Technologist (B iz Bl /O SR EE)

Image inspection (X-ray, CT, MRI, scintigraphy, etc.) (EIfREXEL(X $&, CT, MRI, B > ¥ F))

Pharmacist (ZEAIEK)

Prescription (3% @ F#l),Drug storage and management (RAMEE EH)
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Complete upon assignment of site staff

Complete when staff exit

during the study
Signature Pl initials and date
Study Task(s initi
Name My signature below indicates that | Initials Study Role i (s) (dd/mmm/yyyy) End of task(s) AL E ki
(Select from key) (dd/mmm/yyyy) (dd/mmm/yyyy)
accept the study task.
ﬁ e Rk BB bt
aE ftr
HK Sl 1.2.3.4.5.9.12.15.21.22.24.27
Hanako Kurashiki Hanako Kurashiki
FAH B KER
e QPN S
TK CRC 11.13.14.16.23.24.25.26.27
Taro Kurashiki Taro Kurashiki
s v o BB R
=1 CRC
J.K 23.24
Jiro Kurashiki s Jiro Kurashiki (#824 cre LASH)
— FAH B = BB
am = vV 4
S.K A-CRC 13.14.25.26
Saburo Kurashiki ) Saburo Kurashiki
il e B BT
aE M
U.K Pharmacist 11.16.17.18.19.20
Umeko Kurashiki Umeko Kurashiki
INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
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Complete upon assignment of site staff Sl IS L

during the study
Signature Study Task(s) Pl initials and date End of task(s) e el
Name My sighature below indicates that | | Initials (dd/mmm/yyyy) nd of task{s LIS ELLICELD
¥ sig Syl (Select from key) vy (dd/mmm/yyyy) (dd/mmm/yyyy)

accept the study task.

(HAGE)

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

during the study
Signature Study Task(s) Pl initials and date End of task(s) e el
Name My sighature below indicates that | | Initials (dd/mmm/yyyy) nd of task{s LIS ELLICELD
¥ slg Syl (Select from key) vy (dd/mmm/yyyy) (dd/mmm/yyyy)

accept the study task.

(HAGE)

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

during the study
Signature Study Task(s) Pl initials and date End of task(s) e el
Name My sighature below indicates that | | Initials (dd/mmm/yyyy) nd of task{s LIS ELLICELD
¥ slg Syl (Select from key) vy (dd/mmm/yyyy) (dd/mmm/yyyy)

accept the study task.

(HAGE)

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

during the study
Signature Study Task(s) Pl initials and date End of task(s) e el
Name My sighature below indicates that | | Initials (dd/mmm/yyyy) nd of task{s LIS ELLICELD
¥ slg Syl (Select from key) vy (dd/mmm/yyyy) (dd/mmm/yyyy)

accept the study task.

(HAGE)

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

during the study
Signature Study Task(s) Pl initials and date End of task(s) e el
Name My sighature below indicates that | | Initials (dd/mmm/yyyy) nd of task{s LIS ELLICELD
¥ sig Syl (Select from key) vy (dd/mmm/yyyy) (dd/mmm/yyyy)

accept the study task.

(HAGE)

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