Site Signature and Delegation of Responsibilities Log .‘ Kawasaki Medical School Hospital

Study Sponsor: Principal Investigator:

Country/Site Name: Japan/Kawasaki Medical School Hospital Study Site Number:

Protocol Study Number:
PLEASE REFER TO THE GUIDANCE DOCUMENT FOR DETAILED INSTRUCTIONS ON THE LI, e CHISI =~ TS A D
COMPLETION OF THIS FORM. FO10, PUTTRSI e e A58 T80, PUTARBER OB EOSEE A TSR )
ROV BT BRI s, A5 A3 TransCelegrate e 20 2) THE PRINCIPAL INVESTIGATOR CONFIRMS TRAINING APPROPRIATE TO THE ROLE AND TASK IS
THIS FORM IS TO BE COMPLETED FOR SITE PERSONNEL INVOLVED IN THE STUDY TO WHOM COMPLETED BY SITE PERSONNEL.
THE INVESTIGATOR HAS DELEGATED SIGNIFICANT STUDY-RELATED DUTIES. THE FORM IS TO (L A7 DR LTSRN —=2 DA NDHLA N oo T T U SRS )
BE COMPLETED PRIOR TO CONDUCTING STUDY RELATED TASKS.
ORI 7 i 300 O, AR A P MU B A AT 5k 5 THE STUDY SITE IS REQUIRED TO MAINTAIN AN UP TO DATE VERSION OF THIS FORM IN
AR, nﬂ%ﬁ&ﬁﬁ—%&ﬁﬁﬁﬁﬁﬁ CTERRESTD) ACCORDANCE WITH SPONSOR REQUIREMENTS.
THE PRINCIPAL INVESTIGATOR IS RESPONSIBLE FOR ALL TASKS CONDUCTED AT THE STUDY (G eSS e R R EN - e AN 5NN = N e A2 o7

SITE, THEREFORE THE Pl COMPLETES THE SECTIONS INDICATED BUT THE PII1S NOT DELEGATED
SPECIFIC TASKS IN THE TASK SECTION OF THE LOG.
START OF STUDY DECLARATION: (to be completed at the start of the study)

Start Date End Date

Name of Principal Investigator Principal Investigator’s Signature* Principal Investigator’s Initials
P € P € g P € (dd/mmm/yyyy) (dd/mmm/yyyy)

*My signature confirms/acknowledges that the information contained here is accurate and that: : C2ZEFIUQOSIERNEME CHOZERSLULL FTOZ AL ELT72)
e 1 will remain responsible for the overall study conduct and reported data. (A 3FABRE(ADE B JOMG S -7 —AZE 1A D)
e I will ensure study oversight. GRERDEZEA1T))
e | will authorize the delegation of study-related tasks to each individual as listed. (VAN ZAHEH U QU VopRBE DS BA- SN T 224575 75)
e The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role. (VAN ZECH e U515 R i eiifeia 2 B DB Db LD HFATT )
. 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. GRERDFEN AR D4R 7| 3 B ZiE R S b e ZH TS 1Rl ST BIDSES A T QU ViR LAAREIES )
e | will ensure that site staff receives, in a timely manner, the appropriate information and training for delegated tasks. (%> 72T A EEDT DOV R FERATEFINE SRR A T2 5301 297%)
e 1 will ensure that any and all changes in staff or delegated study-related task will be recorded in a timely manner. (A% v 7 CFBALIN TR B O EHOE T INY A L) —ZFEFRSNDH IO T D)
END OF STUDY DECLARATION: | confirm that the information contained in this document is accurate and complete. (=0 tic & ENHERBEfD O 5E R THHZLE MR 5)

Name of Principal Investigator: Signature: Date:

SPONSOR COMMENTS (optional):

CHANGE IN PI : IN THE EVENT THAT THE PI CHANGES REFER TO THE GUIDANCE DOCUMENT. (PI’/WEE* ONE AR ARSI Z) 5 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.(Z AV N7 2 AL PLIZE R RHoT- Fa R idlia9%)

®  The new Pl will start a new SSDL form by signing and dating the top section of a new page 1G#rL V> PI i, SF)TU/ W= 1 O _EEIIZEA L THMERRATHIEIZEY, Hilv SSDL 2Btk T 5)

®  The new Pl will enter a statement in the comments section of the original SSDL form agreeing with the existing delegations.C#rL > PI IZ, 76 SSDL 74— DA M7 a4, BFOAY v 7 1 Z[6E T HHE%
Rk )]

®  Changes or new additions to the SSDL that occur after a new Pl begins will be made on the new SSDL log.(F L\ PI O BH#A#4IZF 4T SSDL ~OE L E/Z13H LV BIIIE, #HLV > SSDL =7 CIT9)
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Site Signature and Delegation of Responsibilities Log .‘ Kawasaki Medical School Hospital

Study Sponsor: Principal Investigator:

Country/Site Name: Japan/Kawasaki Medical School Hospital Study Site Number:

Protocol Study Number:

STUDY TASKS: (si:sub Investigator (/>fH[Efif), SMA : Site Management Associate(552=575/=), CRC: Study Coordinator(Pharmacist(P) etc.))

Medically Qualified/Trained/Licensed Staff Trained/Qualified Staff Trained/Qualified Staff Continued
1. Determine eligibility criteria Sl 14. Manage IRB/EC communications & SMA 27. Obtain medical/medication Sl

(inclusion/exclusion) G4 5 iR submissions (IRB #H SC =& #) history G/ FilED ATF)
2. Perform Physical Exam (& {&FT 7.0 32ji) Sl 15. Maintain essential documents SMA 28. Report SAEs (SAE O#iis) Sl

(EEEATSCEE )

3. Make study-related medical decisions Sl 16. Collect/process biological samples SI,CRC 29. Other*

(FRBR_L oD 2R (BRARERH/ AL 2R)
4. Evaluate study related test results Sl 17. Ship biological samples (#if&i%£F) SI,CRC 30. Other*

(B AR IR A G D)
5. Assess AE/SAE causality (AE/SAE i) Sl 18. Make (e)CRF entries, corrections and CRC 31. Other*

queries (CRF fExk)

6. Assess Safety notifications (Plonly) | 19. Recruit study subjects (#5a# 724) SI,CRC 32. Other*

(Z2 AP O FHIN)
7. Sign off on (e)CRF visit data (CRF /&3 (Plonly) | 20. Use IWRS/IVRS/IRT (IXRS 1 ) CRC,(P)
8. Unblind/Unmask (& #fi#k) S 21. Manage Sl receipt/storage/temperature (P)

monitor GRERFS 8/ OrE /iR B])

9. Discuss medical content of Informed Sl 22. Prepare/ dispense Study Intervention (SI) SI,CRC,(P)

Consent (RO E 2RI NEDHA) GRBRER DA/ 224Y)
10. Other* 23. Perform Sl accountabilityGRER#K & #) SI,CRC,(P)
11. Other* 24. Administer SI GRUER3ER: 5-) Sl
12. Other* 25. Obtain/Conduct Informed Consent Sl

([ 3 B o S it & B )
13. Other* 26. Support obtain informed consent CRC
(A1 B B D AT B)

*Other tasks may be those that are study specific or are local regulatory requirements and have been identified by the Study Sponsor.

(Other {243, FERIEA OLO, SIEIHE RIS BIFROLOZ R TRES 370)
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Site Signature and Delegation of Responsibilities Log .‘ Kawasaki Medical School Hospital

Study Sponsor:

Principal Investigator:

Country/Site Name:

Japan/Kawasaki Medical School Hospital Study Site Number:

Protocol Study Number:

Normal study work in our hospital is specified. In principle, personal delegation is unnecessary.

ePA B ) a2 I FIRL, JFRIFHE SOV YT Delegate [ 3ANEEE97%)

Nurse (BT

Biological samples collect (§i{4EREY), measurement(vital signs, height weight, etc.) ¢ XM2VRIE , HAAHIE), Patient care (BET),
Drug administration (%35 ,Care in the medical treatment (&% LD 1HEE), Assist in medical care (2HE DA 8)),
Disease guidance (A& F53H)

Pharmacist i) Prescription G5O, Drug storage and management CEEAIMFE D

Medical technologist Collect/Process biological samples (i{AERHY, W), Laboratory tests (AR,

(Hr oA Physiological function examination (electrocardiogram, respiratory functional examination, brain wave examination, US, etc.)
CEFRRSRERAY (L7EIX, MPURHRE, IR, B 5, )

Pathologist Pathological diagnosis (FRFEEZIHT), Pathology specimen manufacture GRFMEALERL)

(P EIRERED)

Radiologic Technologist Image inspection (X-ray, CT, MR, scintigraphy ,PET,etc.) (EIfBRAX ¥, CT, MR, /&3>, PET,4%)),

(HP ) Diagnostic imaging(Ei{%2I¥7) ,Radiation therapy (i FRIGH#)

Doctor (EF) Inspection instructions (FE & #571%), Instructions of general drug administration (—f&Z & F$57R), Indication of rest level (ZZ 5% fE7R~)

CRC assistant

Inspection material management / sending (IR (A& #4 % B /2%6£F) , Make documents / management (GEJE{ERL/ & 1)

*The study collaborators specific to the project are listed only in SSDL and not in Form 2. (FREREA OGRS 11T T, B2 IZETHL TU vl Y
*** If delegation is required, only the person responsible for each department is listed on the SSDL. ( Delegate 23 BE723 5413, KB OETEDOHETCHT D)
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Site Signature and Delegation of Responsibilities Log

.‘ Kawasaki Medical School Hospital

Study Sponsor:

Principal Investigator:

Country/Site Name:

Japan/Kawasaki Medical School Hospital

Study Site Number:

Protocol Study Number:

Complete upon assignment of site staff

Complete when staff exit

during the study
Signature Pl initials and Pl initials and
Name My signature below indicates that Initials Study Role (S?;Ille(:;{f-:-:;kliz)) start date (Ejg?mor:"t:/s'((s)) date
| accept the study task. y (dd/mmm/yyyy) yyyy (dd/mmml/yyyy)

]

INVESTIGATOR SITE COMMENTS (optional): (all Comments must be signed and dated)
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Site Signature and Delegation of Responsibilities Log

.‘ Kawasaki Medical School Hospital

Study Sponsor:

Principal Investigator:

Country/Site Name:

Japan/Kawasaki Medical School Hospital

Study Site Number:

Protocol Study Number:

Complete upon assignment of site staff

Complete when staff exit
during the study

Name

Signature

My signature below indicates that

| accept the study task.

Initials

Study Role

Study Task(s)
(Select from key)

Pl initials and
start 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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Site Signature and Delegation of Responsibilities Log

.‘ Kawasaki Medical School Hospital

Study Sponsor:

Principal Investigator:

Country/Site Name:

Japan/Kawasaki Medical School Hospital

Study Site Number:

Protocol Study Number:

Complete upon assignment of site staff

Complete when staff exit

during the study
Signature Pl initials and Pl initials and
Name My signature below indicates that Initials Study Role (S?;Ille(:;{f-:-:;kliz)) start date (Ejg?mor:"t:/s'((s)) date
| accept the study task. y (dd/mmm/yyyy) yyyy (dd/mmml/yyyy)

]

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