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Study Number
Protocol Number Sponsor Name REREIEES
. JAPAN/ Clinical Department .
e /altehame Hokkaido University Hospital ZEE SitSHUmbes

@THIS FORM IS TO BE COMPLETED FOR SITE PERSONNEL INVOLVED IN THE STUDY TO WHOM THE INVESTIGATOR HAS DELEGATED SIGNIFICANT STUDY-RELATED DUTIES. (=07 #— Alinvestigator/ s f S5 3 o (15 4 A= L7
FEZE G- L CWOD YA RAL 7 DIDIZFRASNALD TH D)

@THE FORM IS TO BE COMPLETED PRIOR TO CONDUCTING STUDY RELATED TASKS. (20074 — ALt BRI O TaskZ 1 TH RN 5B S 5 DT D)

@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. (Pud#f4tfiizk C11iom s+~ ThTaskiZxf L CEITLA G BT | FFEDS A2 2T V7 — RS2V, 2 TDH AL ZSERITRT)

@THE PRINCIPAL INVESTIGATOR CONFIRMS TRAINING APPROPRIATE TO THE ROLE AND TASK IS COMPLETED BY SITE PERSONNEL. (PlE4 1 b 2557 341 b Taskiz 5 S b L M — =0 7 %58 T LI 2 L Wl )

@THE PRINCIPAL INVESTIGATOR MUST ENSURE PERSONNEL DO NOT START THE DELEGATED STUDY-RELATED TASKS UNTIL CONFIRMING THAT THEY HAVE COMPLETED STUDY RELATED TRAINING APPROPRIATE TO THE
ROLE AND TASK. (Plig2% v 7 53 EI<eTaskizdo - 7o sk BR B O M — = 7 %58 T 4% £ Thelegate S MU/ i BB D 4 22 % BIEL TUVRWZ LA TR LA UE A2 6720)

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

Name of Principal Investigator Principal Investigator’s Signature® Principal Investigator’s Initials Start End
P & P g & (BN - f=> v WRBEE) (vvyy/mm/dd) (vyyy/mm/dd)
*My signature confirms/acknowledges that the information contained here is accurate and that:(z =i &£ C B S IERE Ch D= 45 L OWL F = EATHRALE4 &b CRRL =)

I will remain responsible for the overall study conduct and reported data. (RLiZ#% 4 ko FE it KOS SN 7 — 2B HEEZ BV ET)

‘I will ensure study oversight. (%o EE%175)

-1 will authorize the delegation of study-related tasks to each individual as listed. (V2 Mz T LR BIEO ¥ 2 48 S FHET D227 T LET)

‘The study tasks listed will only be delegated by me to skilled and qualified staff appropriately trained for the role. (VARSI 3 IFFLD DY /2342 T 7= s DI DB DO HBAT-SD)

- | 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. (#F7em %Hi% SiE+2 424 v 712 EHIC B 2 i HAMR ALV, WY IGE TN RS AFE B O 375 21T > TN LA (FET5)

‘I will ensure that site staff receives, in a timely manner, the appropriate information and training for delegated tasks. (22y7 MET-E I {EED 7= i UI7 1 L A AEI 2 T BN X910 5)

‘I will ensure that any and all changes in staff or delegated study-related task will be recorded in a timely manner. (227 CFATLENIAFFEBIED EH O TS A LY — 5k SN D I L ET)

‘I consent that my personal information is used for the study appropriately.(FLEELOME AN HFER D70 (O SN D 2 &2 RKGELET)

END OF STUDY DECLARATION (GBi#& r&=) : 1 confirm that the information contained in this document is accurate and complete. (Fizzoc#ic G TN AHERANER TR THHILEERTS)

Principal Investigator name:

CHANGE IN PI INSTRUCTIONS (PisE B 0i57) : In the event that the Principal Investigator changes, an end date will be recorded above and a new log will be completed by the new Principal Investigator prior to them
commencing any study tasks. Both the original and the new log will be held by the site. (PIZs s EHT#& T B 2308, HPUZ R TOXAZBIUGRTICHT L RS 258t A NCRELET)
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Study Tasks Key:

1. Manage IRB/EC communications & submissions (IRBH 1 S =4 F1)
2. Maintain essential documents (G T:IERT SCEE L)

3. Receive/access safety notifications (2P o> & FlL)

4. Screen/recruit study subjects (#XBREET /U7 —h)

5.0btain informed consent (Al & Hfs)

6. Perform physical exam (& M/ HIE)

7. Obtain medical/medication history (JRIEE, #BRE TS 5. TEHRAT)
8. Confirm eligibility criteria (inclusion/exclusion) (& KL HERER)

9. Perform basic assessments (eg. vital signs, weight; ECG) " (H RS REZEAT ., 2%2)
10. Make study related medical decisions (FR5& _E 0D [ Z2 4] [47)

11. Evaluate study related test results (AR 2] )

12. Assess AE/SAE causality (AE/SAE|¥r)

13. Report SAEs (SAE#75)

14. Collect/process/ship biological samples (fig{& « f{ARER I/ ALEE /264F)
15. Make (e)CRF entries, corrections and queries (CRF{EJK)

16.
17.
18.
19.
20.

21

22
23
24
25

(*) Other tasks may be those that are study specific or are local regulatory requirements and have been identified by the Study Sponsor.
(**)Plinitials and date are the date the Pl confirmed the start of the task. (PIf =3¢ /L-& H %, PINZ A7 DB E#ERLIZ H ThD)

Page
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Sign off on (e)CRF visit data (CRF7&Z2)
Use IWRS/IVRS/IRT (IXRS# )
Manage IP receipt, storage, & temperature monitor(FRBR S ALE /1 & )

Prepares, dispenses and/or administers IP  (GRERFEFHA)

Performs IP accountability (33&7EZR)
. Other * Conduct Informed consent (7] & B4 B7)
. Other * ( )
. Other * ( )
. Other * ( )
. Other * ( )
(ZOMOX AT 1%, FRERFFA E XU OBISI Z:THY | BRKEE I LR ESNIZb D TH D)
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Protocol Number

Sponsor Name

Study Number
RREEES

Country/Site Name

JAPAN/
Hokkaido University Hospital

Clinical Department

Site Number

***My signature acknowledges,(FADE4 11, UL F 27K 4560 TY)

- | consent that my personal information that is the site staff is used for the study appropriately.(FAlZYA hAX 7 THOFLOE NE SRR O 7D YN HSIND 224 LET)

- | accept the study task.(FAlZ H 50 OX A% T &L T ET)

Pl initials and

Complete when staff exit

. : during the study
- - Initials Study Task(s) delegation
¥k
Print Name Signature HRBL - ES) Study Role S start date ** En(d of t/a;l:‘?dia;ta
(add yyyy/mm/dd) YYYY
(add date /author)
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Version 4.0



L BB KRR

T BRARER LT —

Site Signature and Delegation Of Responsibilities Log

p I Numb . n Study Number
rotocol Number onsor Name . =
P BRREES
JAPAN/ Clinical Department .
Country/Site Name N
v/ Hokkaido University Hospital ZRE Site Number

Normal study work in our hospital is specified.In principle, personal delegation is unnecessary.(FEPN 4 ZEFIIZ 3017 2 B H EFIZLL FICHR L, FHAIEE AIZ DV T DDelegateld R E L 9°5)

Clinical Department Study Task(s) Clinical Department Study Task(s)

+ Collect/Process biological samples
(IR AERER, AL3E)
- Laboratory tests (fR{RIRE)

- Care in the medical treatment (EZE D 1HEE)
+ Assist in medical care (Z2ED#EEH)

- Biological samples collect (FR{E$REY)

Nurse Medical technologist

* Measurement (vital signs, height, weight, etc.) * Physiological function examination

(BER) S A AT, BB (RE - WMmE) (elect.roca?rdiogra.m, respiratorY fur.1ctiona|
examination, brain wave examination,US,etc.)
* Drug administration (¥%3%) (£BteE (LB - ERKEEE - B
* Disease guidance (BEEE) I ) )
* Since the chairman of IRB and the investigational drug
manager are the directors of Pharmacist, investigational *Image inspection (X-ray, CT scan, MRI, PET,
drug management assistant is separatelly designated. scintigraphy, US,etc.)
Pharmacist AREEXACRTARKVAREERENFARE Radiologic Technologist (HERE (X, CT. MRI, PET, &>
€3 THDI-0, PEAREEWRENELIELTD) (TR ETHRER) F. BEK F)
- Prescription (32 FHHI) *Radiation therapy (FET#R /A %)
- Drug storage and management CEF|REEIE) - Diagnostic imaging (IBIRF2HT)
* Treasurer record (H #1525%)
“Inspection instructions (R & F§7)
Pathologist * Pathological diagnosis (JEIEEZ 1) Doctor *Instructions of general drug administration
(FREEER) * Pathology specimen manufacture (JRERIZAEEL) (EEEm) (— R ERIER)

- Indication of rest level (&8 EFE7R)

CRC assistant

*Inspection material management / sending
(RAEEMEER/ X
*Make documents / management (Z81ERk/ B IE)
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