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ICH E6(R3)
1.4.8 Specifying that the investigator/institution should promptly report to the IRB/IEC (see section 1.1):

(b) Changes increasing the risk to participants and/or significantly affecting the conduct of the trial (see section
2.4.6);
2.4 Communication with IRB/IEC
2.4.6 The investigator or the sponsor should promptly communicate to the IRB/IEC (see section 1.4.8) and, where
applicable, to the institution any changes significantly affecting the conduct of the trial and/or increasing the risk to
participants.
3.12 Noncompliance
3.12.2 If noncompliance that significantly affects or has the potential to significantly affect the rights, safety or well-
being of trial participant(s) or the reliability of trial results is discovered, the sponsor should perform a root cause
analysis, implement appropriate corrective and preventive actions and confirm their adequacy unless otherwise
justified. Where the sponsor identifies issues that are likely to significantly impact the
rights, safety or well-being of the trial participant(s) or the reliability of trial results (i.e., serious noncompliance), the
sponsor should notify the regulatory authority and/or IRB/IEC, in accordance with applicable regulatory
requirements, and/or investigator, as appropriate.
3.12.3 If significant noncompliance is identified on the part of an investigator/institution or service provider that
persists despite efforts at remediation, the sponsor should consider terminating the investigator’s/institution’s or
service provider’s participation in the trial. In these circumstances, the sponsor should promptly notify the regulatory
authority(ies) and IRB/IEC of the serious noncompliance, as appropriate, and take actions to minimise the impact on

the trial participants and the reliability of the results.

21CFR56.108 IRB functions and operations.
In order to fulfill the requirements of these regulations, each IRB shall:
(a) Follow written procedures:

(1) For conducting its initial and continuing review of research and for reporting its findings and actions to the
investigator and the institution;

(2) for determining which projects require review more often than annually and which projects need verification
from sources other than the investigator that no material changes have occurred since previous IRB review;

(3) for ensuring prompt reporting to the IRB of changes in research activity; and

(4) for ensuring that changes in approved research, during the period for which IRB approval has already been
given, may not be initiated without IRB review and approval except where necessary to eliminate apparent immediate
hazards to the human subjects.
(b) Follow written procedures for ensuring prompt reporting to the IRB, appropriate institutional officials, and the
Food and Drug Administration of:

(1) Any unanticipated problems involving risks to human subjects or others;

(2) any instance of serious or continuing noncompliance with these regulations or the requirements or
determinations of the IRB; or

(3) any suspension or termination of IRB approval.
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(D@ Delegation Log and Site Signature Log

Site Signature and Delegation of Responsibilities Log

Study Sponsor Site Mame (Site Number) | Japan/

Protocol Mumber Prindpal Investigator
J/ Clinkcal Department

#THIS FORM IS TO BE COMPLETED FOR SITE PERSONNEL INVOLVED IN THE STUDY TO WHOM THE INVESTIGATOR HAS DELESATED SISMIFICANT STUDY-RELATED DUTES(Z M7 #—AL4lE
Investigator FFEEGEEMEOEREEEELERRIIMSLT USRSy IOEHICRAT NS EOTED)

#THE FORM 15 TO BE COMPLE TED PRIOR TO CONDUCTING STUDY RELATED TASKS. (0D 2 = — L A BEAEND Task BT IWICREES B SE0THES)

STHE PRINCIPAL INVES TKSATOR 15 RESPOMNSIBLE FOR ALL TASKS CONDUCTED AT THE STUDY SITE, THEREFORE THE PI COMPLETES THE SECTIONS INDICATED BUT THE P IS NOT DELEGATED SPECIFIC
TASKS IN THE TASK SECTION OF THELOG. (P] [HFAAHER TITnSTATO Task ICHL TRESFGESLH. SEOFIIEFUI— IR0, £TOSFIIERRICRT)
STHE PRINCIPAL INVES TKSATOR COMFIRRS TRAIMNG APPROPRIATE TO THE ROLE A ND TASK 15 COMPLETED BY SMTE PERSONMEL. (P1 244 28« 2100812 Task (2T PLLFL—=
YTERTLECEENETS)

STHE PRINQPAL INVESTISATOR MUST ENSURE PERSOMNEL DO NOT START THE DELESATED STUDY-RELATED TASKS UNTIL CONFIRMING THAT THEY HAVE COMPLETED STUDY RELATED TRAINING
APPROPRIATE TO THE ROLE AND TASK, (PR & o JHIHEI Task [Cd5 2 o EBRAED - L—— 2 SR T T3 ET Delegate Tl EBARND & 2 & MM L TUVELC &/
ELaEEasd)

#IN THE EVENT OF A CHANG IN THE PICHANGE, REFERTO RELEVANT PAGE, (I ZFEEIE LN S 0 AN 0l & LU TR S U S L)

START OF S5TUDY DE CLARATION: (to be completed at the start of the study)
Name of Principal Investigator Principal Investigator's Signature Principal Investigator’s Initials Date: YYYY/MM/DD

20 ! !

*My signature confinms facknowledg es that the information contalned here b accurate and that:
+ | wlll remmiailn responsible for the overall study conduct and reported data.
* | willl ensure study owersight.
+ | willl suthorize the delegation of sudy-relsted tass to each individual as list ed.
+ The study tasks Bsted will only be del egated by me to skilled and qualified staf appropriately tr ained for the role.
.i.l-:n__.._. that all _Ii!.i !u_n!- ! ._..- conduct of the uﬂ_...___. u.._._i....::!_ about their obligations and will not have per formed any delegated study-related tasks prior

* _.....l Ensing 5! E _E.:_ EB___!_. r._ a :.._i... manner, 5_. l__.....a__:.rs _1!.....!!._ and training for delegated tashs.
+ Iwill ensure that any and all changesinstaf or debegated study + elated task will be recorded in a timely manner.
= General clinical work In our hospital ks spedfied. In principle, personal delegation b unecessary. (Mlease refer to table “Clinkcal Department™ )

END OF STUDY DECLARATION :1 confirm that the information contained in this document is accurate and complete.

Mame of Principal investigator: Prind pal Invest igator's Signature: Date: YYYY/MM,/DD

20 ! !

BA—0 /-8

She Sgrature and Delegation of R espons bilites Log WO
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Site Signature and Delegation of Responsibilities Log

Study Sponsor

Site Name (Site Numbear)

Japan/

Protocol Mumber

Prindpal Investigator
J/ Clinkcal Department

: Cinical Department
General dinical work Im our hospital ks specified. In princple, personal delegation |s unnecessary. Sgnatures from representatives of these departments are aso not
required. (E45EIZ 51T S—E AN RBILET TG, BNE L TEASSEIFETEY CNSEMAEEIC L SBEC S E LG

She Sgrature and Delegation of R espons bilites Log VO

Clinical Department General dinical Task Clini cal Department General dinical Task
+ Coliect biclagical samples (FREREY) Medical Laboratary + Collect Process biological samples (BEHERRNY, SLER)
« Measurament [vitsl signs, helght, weight, etc.) ”_._nni_ _u_unﬁ_ﬂ © W * Laboratory tests (BRHGMEE)
(04 S ILRRE, SrEE) + Phy salagical function sxamination
+ Drug sdministration {HEE) (sbectroca rdogram, respiratory functional e ina tion, brain
wane examination, US.etc)
* Dis i
exte guidance (BETEN) (SEE (M - TR - RE - BEE %))
* Management of disgnostic equipment (SR TFIRERIETE)
+ Pathology specimen manufctur o TTEREASERL)

* The investigational Product (IP)  management asskstant ks Radiclogic Technaagy * lmage inspection  [K-ray, CT scan, MRI, PET, scintigraphy,
sapar ately desgnated by the supansing phanma cist. (i) Ufetc) (SEEEE (x 8. cT. MA. PET. B2 F. BE
_r%_r L4, EHIEOEEELE R ERE T T L o))

_&_ﬁ—‘-.hs-._ and EEI-‘&S‘EEE &5 directad and sudst of " Radiation therapy ng
PYERROALT  — 5 — (2 - T IREAL A AR B * Manageman of disgnostic aquipment (MEERISIER)

* Recordof drug inventory log (RO HINEETR)
* Sterage mamntenance and mansgement [EENINHRMEEE)
« Pathological diagnoss (TERE#F) Doctor + Inspection instructions (HEERET)
 Pathalogy s manadacture (PTEERE AT (E5E) + Instructions of general drug administration
(—EEERIEET)
BAa— /-0
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Site Signature and Delegation of Responsibilities Log

Study Sponsor Site Mame (Site Number) | Japan/
Protocol Mumber Prindpal Investigator
J/ Clinkcal Department
Study Tasks
L Manmage |RE EC communications & submissons 9. Dbtain rmedical)medication histary I7 Lse IWRS/IVRSIRT [IWRS mww
(IRe LTI (EREERE AR, I SECOHEER)
2 Maintain essential documents 10, Maske study related medical decisions 18, Administer [P
TR (B D EE SR _ (B EE e AR LA S T
3 Receivefasiess safety notfications 11. AssmssAESSAE causality [AE/SAE 3I8) 19, Make (8] CRF entries, comections and quesbes
R IR (=chF A0 - #IE - 7 TUEE)
4, Recruit study subjects 12, ReportSAE:  (SAE T8 20. Sign off on (e )CRF visit data  EEMEESES T~ W&
(ERERE) T I—F)
5 Dibtabn/Conduct Infonmed Consent 13. Manage |Preceipt)storage/tempensture monktor 21. Submission and query resolutions of study data
(I8 = AR O, HEhE) (BT E S RSO, FE. BNEE) (imaginglab data ECGPRO.etc) (T—F #e2 T HE)
6 Determine shgitility o iberis finchusion fexchusion) 14, Prepare |nv es tigational Product|IP) 22 Colect/process biokgeal sampbes
GREREHIEE) (BRI EE A DA - B (ARSI - )
7. Perform Physical Bam | SHEHE, BN 15 Dispanse investigational Product{IP) 23, Ship biological samples
R EE NS LR D BRI - Bl L) (BB R
8. Evaluste study relatedtest results 16, Perfonm Investgational Product|iF] acountability 24, Other
TR, ) | R N R DR

She Sgrature and Delegation of R espons bilites Log VO

BA—0 /-8
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Site Signature and Delegation of Responsibilities Log

Study Sponsor

Site Name (Site Numbear)

Japan/

Protocol Mumber

Prindpal Investigator
J/ Clinical Department

Site Staff Assignment and Signatures

Complete wpon assionment of site staff (Pl OWMEELITZS Y ESEST T (EEBNRE) 2BETS)

Complete When staff
exit during the study

Bt o o R T HEER)

Mame
H=TE3]

Signature
My sigaafore delow (dicales
that [ accemt the study task
Eer Fofrdi oo dm sl
S ERRTS)

Initials
(MBS

Study Role Study Task(s) PT initials and

(5w (Select from key) | date (delegation
(SRR aporoval)
Task ®=) Y Y/MWDD

PI initials and End
of task date
{end confirmation}
YYYY. /MDD

e Sgrature and Delegation of B espors biites Log W2

BA—-2/jg—vH
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Site Signature and Delegation of Responsibilities Log

Study Sponsor

Site Name (Site Numbear)

Japan/

Protocol Mumber

Principal Imvestigator
J/ Clinical Department

Complete wpon assignment of site staff (Pl OWMEBELITZA Y EGETZ 7 (EHNRE 28ETE)

Complete When staff
exit during the study

oL ER/NTE)

i Bt e DR RERE T REER)
Name Sianature Initials Study Role Study Task(s) PI initials and | PI initials and End
8/ Ay signatore below indicares | (EEREE) (%D (Select from key) date {delegation of task date
that [ accest the study fask | AR approval) (end confi mat ion)
(Bl B R T Task 32 YYYY/MWDD YYYY/MM/D0

e Sgrature and Delegation of B espors biites Log W2

BRA—D/M~—28
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Site Signature and Delegation of Responsibilities Log

Study Sponsor

Site Name (Site Numbear)

Japan/

Protocol Mumber

Prindpal Investigator
J/ Clinkcal Department

INVESTIGATOR SITE Comments {Optional)

e Sgrature and Delegation of B espors biites Log W2

BA—-2/jg—vH
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Site Signature and Delegation of Responsibilities Log
Study Sponsor Site Mame (Site Number) | Japan/
Protocol Mumber Prindpal Investigator
J/ Clinkcal Department

Change of Prindpal Investigator:

W during the study, thers & & changs n the Prind pal investigator [P() the folowng documentation must be made, (BEBIERRIC Pl CHEESE >R8BS, LTFONREFRT SEESS
HET. )

sEnter a statameant in the comment section of the fonm toindicate there was a changein PL (Pl OEESRH R8T TR, 74—L00A FRICEEEAALET, )

#Tha new P will start & naw DOR form by signing and dating thispage. (L LIPL X, ZON—JZREEBHERAL. FLLDR 7—LEMBELET. )

sThe new P will agres with the existing delegations by sgringand deting this page. (LU PL [, COA=2DICREEAHEEATEC LT, BEFOBEICERLET, )
sChangesto the DOR that ocur after 3 new P begins will be made on the edsting DOR log. (¥ LY PT OOBBRGER - DOR |ICEWSTE-EMSE. B0 DR O CREBINET. )

shiew sdditions to the DOR that occur after s new Pl beging will be made onthe new DOR log. (370 LY P OOBRESERC DOR |Z:EAT AR, LLD0R OY ICRGNEY. )

wThe new P will sign and date the Pl signature Bne onthe bottom of page 1at endof study. (LW PL 12, FRETHEIC | A—JEHOTECSHES Pl REMCESL. BHERAL
F£T. )

CHANGE OF PRINCIPALINVESTIGATOR DECLARATION:
Mame of Principal Investigator Principal Investisator' s Signature Principal Investigator' s Date: YYYY/MM/DD
Initials

*My signature confinms fackn owledg es that the information contained here ks accurate and that:
= | willl remmaln respansible for the overall study conduct andreported data,
+ | willl ensure study oversight.
+ | willl suthorize the delegation of sbudy-re lated tasks to each individual aslisted.
» The study tasks Bsted will only be delegated by Pl to skilled and qualified staff appropriately trained for the rale.
+ lwill ensure that n..!i..._.._l lllr._- in the conduct of the uEn_.. ni_glgnstqiguni pillng

.!_l ensune .____.l u:a u....-: E_Erar -._ ] :.._.l.._ manmer, .____n !.!:!.-8 _..-._i..._..lun.._ and training for delegated tasks,
= Iwill gnsure that any and all changesinstaff or delegated study+dated task will be recorded in a timely manner .

+ | wiilll agree with the edsting deegations by signing and dating this page. f changes are required to the exdsting DOR, | will recordinthe exdsting DOR log.
+ General dini@l work inour hospital s specified In principle, personal delegationisunnecessary. (Please refer totable “0iniml Deparbment” )

BA—0 /-8

She Sgrature and Delegation of R espons bilites Log WO

18



QFEERHFE Y AL » o By —

BBRT—SORAEHEVAL/TOERME Source Document [dentification List / Clinical Trial Process Confimation

TEM RN & (Ste Name.

Ingtitution Name (Site No.)

[#ERE_ Dats Propared

EBT—SME Clinical Trid Data Category

R Source Data

FOEAWE Process Management

#9 Category

[ AE kom

BAGL

B

E#RFE Rocorder

R EMFT Storage looation

B FM(BE) Rocording Procedure (Overview)

% Romarks

(AR
Informed Consent (IC)

Bi# Explanstion

FIEAW Informed Consant

7k HEE Assent/Legally
|Authorize d Representative

WA (W) Re-consent (Written)

WA (OB Re-consent (Verbal)

FIRME Withdrawal of Consent

HOERR-LEME
Domographics

AH/REE Race/Ethnicity

£ AB Dato of Brth

TR Sex

L I Menopause/Contracepbon

S &AFE Height/Weight

(BEEEE Smcking History

RBE Aloohol Consumption History

FEHEE Medical History

/AR

Disease Name. Disoase Duration

EHHE Comorbidities

LB )
Disease Name,/ Dissase Duration

HR%E
Concomitant Medications

ngﬁ_ﬂm, #ER. RESEE. G50
[Drug Name, Dose. Route of
(Administration, Reason for

[ Adkministration. Duration

o A

Congomitant Therapies

Oo|o|3J|0o|0o|o|o|jo|jo|o |Cc (oo |o|(ofjo

it A - F I - 6 L R
Concemitant Therspy Name, Duration,
nd Reason

A R EE (WA M)
Prior Treatment History

FETHE (F 0 A - - F i E M)
Surgical Therapy (Dete of Surgery.
Procedure, Pumpose of Surgery)

A A (9 TN - 0 - AL -
49 B )

[Radistion Therapy (Period, Target Sits,
[Radistion Dose, Purpose)

M (5 RS, R, BER
b5, 5. B8) Phamacotherspy (Drug
[Name, Dose, Route of Admini stration.
Purpose)

EEMOBEBE FE
[Best Overall Response to Each
Treatment

AR - MRIE T
Bighiity Confrmation /
Stratification Factors

BiR- Bt i B BT R
Confimation of Inchusion, Exclusion
Criteria and Stratification Factors

#if Enrcliment

0
Participants Identification Code

p-l1/5
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HBT—5AA

Clinical Trid Data Category

[ # Source Data

FOEAEE Process Management

S8 Caegory

WH Rhem

Bl
NA

HE Rt
Jnitial Recording Medium

IRi##E Recorder

SREAM Sterage location

I2ER FIR(ME) Recording Procedure (Overview)

¥ Remarks

mAE R LW

Randomizabon Assgenent

AME Treatment Arm

B

SRS A (48 (Stage)
Pathclogical Disgnosis (Histological Type)
(Stage)

RN E
Specimen Collection Date

Diagnosis

R &
Specimen Collection Methed

EMFE Date of Diagnosis

SR Test Results

R E
Specimen Collection Date

R
Specimen Collection Method

BIFE Date of Diagnosis

FLr—b Questionnsire

O|Cc |oO (g |o|jo|o|fo

Wik E
Laboratory Tests

AEWE
[Moasuroment ltem

[ 3
Date /Time of Test

kel g 10
Fasting/Non-F asting

MEM Measuwrements

REFROEENEROTSE
Clinical Significance of Test Results
(ves/ No)

o|o|o|o|aga

(cp Sui i 40 ER - (R 0E - 2 D IRER
(Gentral Laboratory: Records of
Processing Storage, and Shipment)

m}

SE IR
Pregnancy Test

BRRIEE  Dato of Test

RGN Soecimen Type: Urine

felz gk
Specmen Type: Blaod

R

Test Result

@RRIER Dato of Examination

HHaE _—
Oohthatmcionie Examination | Examination Resuks
PR Findings
fr e SR
Date  Tima of Examination
L D
Electrocardiogram (ECG) | BE(N Measrements
PR Findings
R

PR R
Pulmonary Function Test

[Date /Tima of Teat

BME Measrements

iR Findings

o|o|d|o|o|o|jojo|ojo|c |jo|g

p-2/5

20



#BF—4ME Olinical Trid Data Category

#R# Source Data

FOEARE Process Management

S8 Category

HHE kem

Bl

=

#)[E R
Initisl Recording Madium

W

Ultrasound Examination

[RERMA Date of Examination

IRi##E Recorder

@R Sterage location

MR FIM(EAE) Recording Procedure (Overview)

% Remarks

M Examination Results

iR Findings

[HEREE Date of Test

HE Test
WEE: Test Name: [HEHEE Test Results
BiR Findings
[EEMBDES )T
[imaging Modality

EihihE

Imaging Examinations

MERME Dote of nagng

MEM Measwrements

P8 Findings

W

HWERMEA Date of Endoscopy

iR Findings

Fl Surgery

F#E Date of Sugery

LS
[ame of Surgical Procedure

ASETR S )3
Vital Signs Measuremant.

MEEMH Date/Timo of Measuement

JIE Biood Pressure

i (B
[Heart Rete (Pulse Rate)

i Body Temperature

[PRIBS Resmiratory Rate

L WY BR I B AR FOME (Sp02)
[Perigheral Oxygen Saturation

B%

Physical Examination

EEE Vist Date

BHEMRR/PS
[Physical Findings/Performance Status
(PS)

O|o|o|o|o|Cc |(o|(o(o|o0|o|o|o|jojd|ojo|jo (oo (oo

WEPOEE DEPHRE
[Neurvlogical and Psychological
[Examinations

m]

SRR R
[Findings Related to Test Results

HERE
Adverse Events

WRE Adverse Event Term

BB Onset Date

TR Severity

BERDARE
Severity Grade (CTCAE Grade)

MEOAE Action Taken

KEME Date of Cutcome

ojo|oj|jo|3d (oo

p-3/5
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RBT—5mE

Clinical Trid Dats Category

R Source Data

TOEAEE Process Management

S8 Categery

WE hem

BEMGL

HE R
r.wmn.m gl’.-:

EE# Outoome

IEi#E Recorder

WEIRAT Sterage location

IR FIM(ME) Recording Procedure (Overview)

% Remarks

EMME Cavsality

24 (R B A 15 R
EAT)

[Commenta (inchuding actions related to
the IMP)

O |o|o

AR AR
IMP (Oral Adminigtration)

BRMHAM Dosing Pariod

IRAER® Number of Doses Taen

B
[Mumber of Doses Retumed

EE S5 Sl e ]
[Reason for Dose Reduction / Dose
Increase / Interuption / Discontinuation

o|o|o|o

AT
IMP (Injection)

258 Administration Date

15040 Administration Time

1258 Dose Administered

HE R bR
Reascn for Dose Reduction / Dose
Increase / Interruption / Discontinuation

Ooj|c (o|o

EBRSR)
IMP (Topical Application)

58 Administration Date

FEHM Administration Time

5 R Amount Applied

(MR- o - bR
[Reason for Dose Reduction / Dose
increase / Intemuption / Discontinuation

[ iy Ay |

AREEE
IMP Accountability

REEN/ERRR/ S EREOER
|~ DIEH R 0 5

[Receipt / Inventery / Usage Status /
[Retum or Disposal of Unused IMP

- IR

[Preparstion / Dispensing Record

AEEEER
Temperature Control Record /
Termperature Log

13
Deviations

kISR B IR
Records Related to
Discontinuation

BRIIERRER-AE
[Date and Dotails of Minor Protocol
| Deviation

WM RE B -PE- B RN N
Date, Details, and Comrective &
Preventive Actions (CAPA) for

Significant Protocol Devistion

“ﬂﬁ_ﬂ.sgimm.ﬂﬂ..ﬂiﬂ.ﬁ

Date, Details, and Comective &
[Preventive Actions (CAPA) for
|Emergen cy Deviation

kA, piklg
[Dats and Reason for Discontinuation

3B ARSI
Follow-up Assessment

EHFHEE
Date of Survival Confimmation

I8 BRI
Follow-up Assessment

AL TR O BRI (20 PFS)
Subsequent Treatment / Best Response
to Subsequent Treatment (2nd PFS)

pd/5
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BT —45HE Cinical Trid Data Category R Source Data FO+2EE Process Management W% Remarks
S Category HE hem RO il 24 Recorder WA Storsge location I8 7 () Recording Procedurs (Overvier)
LR OSHEUA MDBE DM Prosence of Addtiona Glassification Lists (Other than Above) CIM No  DI# (BSME(E. LIF~BIE) Yes (F yus, ploase spoecify below)
BT —SME Clinical trial data catsgory WR#H Source Data FO-+AEE Process Management W% Remarks
58 Catogory WA hem MR | v e g e T84 Recorder & WP Storags locstion TSR FIUE) Recording Procedure (Ovarvien)

AR EEE S AR
Protogol Number or Refarence Number:

=R pold gidl
Date of Confimation: = A 8 -u::n.m_-_ Investi m!ﬁ._

p5 /5
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(@Financial Disclosure 1C B3 % (&

>

Investigator Financial Interests and Disclozure Statement Form Transteler:

In complimnce with Se U3, Code of Feders! Requlsiioes 2T10ARSY, cinical bvesfigaiors are requind fo disclose do the Study Sporsar fheir firancial inferest: for the peviod of time he or
she paricipeted in fhe stuck, from fhe dfe the invesigeior entered inio agreement with the sponsar, and for one year foowing the end of hiz or her paricipation i the siudy.

Proiooo] Srudy Mumber: Study Bponsar
Study Hie Mo Dther Btudy BponenriCo- "
P —— Dewelopment Partnen (]
Invessigaior Kame (First, Midde, Last
Rame = appliaabie):

. . 7 Itz Nseksrs ek Fiegal mam o+ francal inizrests snd mangements changes from the iminmesion
Informabion colenosd 2 Sudy bme- provkien during e Cinical Tady o within 1 peeepost Cheicel Sudy caselend of sty
p— 7 Upelabia Misesars e ——

T BE COMFLETED AMD BEHED BT EACH PARTICIP ATING INVESTIATOR

INSTRUCTIONS:
] Compiet 3l the nformation below, retin i pour peoonks and provide i e Sty Bponsor
v Inveigaiors wha join the Sudy afer the she nitaton dar, and sign this ing study- ties

Plezse indinate by marking YE S or NO below if any of the Snansal imensis or arangemens appliss to pou, your spouse, dependent shikinm, or any combinagon

1. A PR TOAEE OF BTy ichiidren Bni il The Shady Gz F
o e " vas [T Hz
2 Hewm youu, YOUR SPOALSE OF By OF yOUR depesdent chilldeen mmimred oo @ fnaneial amangement with the Sudy SporsonsyCo-Development Farnens) whensy the
value of the sompensation oould be infumosd by the ouisome o he e, Sar= 258 bons, soyally o oier fsancial Isoenive L=, compe=sation Thal mould be higher
Tor o Fawceabie ouicome hae for on uniavorshie oulcomeT
Tk xak b Eope Ao St 5 capcify graai for & Aovarubéy rosal OTYSNEEton In B forms of gn squity inturast it Sty Spansans] o compenaston fed oo | 0 0 I e
o i provia, Such de & oyaly st
3 Do o, YOUF SPOLESE oF By of yTAR depengent chikdeen e B progeietary interect b B iasisd prodct, Inciuding, bt rek Brfed 0, & el sdeme, copsght o
Joerrrg agmaTART o T Ha

4 Do oy, YOur Spauese, sy of your children, or amy ¢ hold any signiicant equity imtenest In Sty Spossorlsy Co-Developrent Partnen(z) (siock, siack
opiiore, o oiher Anencisl inksesh) Bt ereds £53,000.00 LS, dollrs?

Equiy inirest lnchuhos ary apliors, pak, calls, sraddos end ofber poviages ic sodon fo an equiy owmersiip paeton In Siudy Sponsarsl. This does sof ok
owmhlp Inferest, siook opfons or obbar Snanciel inderosr dear wivol oo i na dissal cootrol or inpaf s o fe uanilies o amounds, o.p & dHE, A, libied Fand

vz [Ha

5 Hewe you, YOur Spouse, ony of yIur depesdent children, or amy combissfion reoeived sigaificant paymests of offer sorts FEROCE) hewing tokal valee In e of §25,000.04
‘om Sy Sponsae sk Co-Deveiopment Pasier oiher Thas paymssks for condecing This clsical shdy or Diser dinkl shales. Exsmples of Such Sigeilcent paymel, Pk
Inchade, but are sol Brnfled o, geans or fusding for anpoing resesrch, Compereation s fe fom of squipmen . reiales for ospoisg cossaltalon or Sonore—is thet = (4 pald
direcily o me o the Irsftallon Wit which | am aflaled, and (£} paid In suppart of my aciviles [Le., peyment paid diesdly or Isdiredly T me by Shuly Bporeon(=)7

Fie each YEB resposse sbove, plesse provide dealied Informesiion dsciasisg e neiure of e rendal sssnpemest, iscudisg iolal velee smoanis. {F addiionsl space = nasded, pesse afiach in his documest
Indicesie e rumbes of sEached pages 3

By nigring, Ehln form-
L ol e by, ] bl ], b, corplele e e
2 | mo confer et o B ndend y [’ = bermd e
1] orman & e dedowm miscke med e el [ 1 £ ETooVED e o Ty g pariar, b 1]
Fage iy meforiben much m Ui Stalen Food wd D Adminsiation raguistion m rgete by Tile 71 of S Gade of Fadess Seguisions Part 54, Firee el Sackean by Cinial | it mh
e ey b bmed n oentm Yo a0 ol poste (-  inwiech | i,
i on. iy LT A ivan, changes o e nk N & .
Irrvmat [ with o mpommor clinkcal sty ard within 1 yuar L cioawiand of study partick
ol Tm. e
e DO TYYY
'ersion &0 ‘Copyright 82122 TrereCelessie EloPhaem inc. Al rghts sesamed, Page 1201
S0T_Rnendal Discieurs
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GOEEE ()

FRTEESEBE- oL AFLMANEREE BEC#3H-tMT 288
BES (EmEE of—iconT

AEBEEFLATHASATHAEBEREEREUVEBEYEESACORER (X8H ©
#E1, MEEEE TiiTransCelerate BioPharma Inc. (ELF. TransCelerate ) (=350 T1F
Haih-RER (AEE 2RAELTVwAEEREC (EETRIORENE - 210858
#) . EFERAZThThMEoRS s ER LARA LT, RES (EEE 2FEE
FTEHEIZEED, EREMAIEUVHEEFEMES~OF o r— L FICERTREET, B
—&F%1 (BE® (LT, BXFEES HPEESsh T3 - L2z, BBikE
EF-DEEEROBESSEL SRS TETLREICERTET A ECRR LS
#HFER LTI, IEERRERIIR - ETEERBOHEHBE LTSI, B EDE
BEEEIAEERER: FBE— 245tk L,

<EHEOELRMER>

& (FF: ERAEESATEEFRNEUNESENERL T I EE0R YIS ThT
Vi dhighn L,

* BFEE. FEYS. RN O XrERAEFOHEISERA TS L OO,
TransCelerate #=0REF (EHFE RSEhTiznol, BREFERSITE
HTZEETREGI LG, SEREERABTS L LS,

o BE-NERETEEFMBONE: BE Lo, HERREFOYEEE 2 ER
FTE5Z L TR L,

® GCP Training : £ < OEEXMEBISTRE® - 20 EBEEE -~ 0GCP
Training Certificaionm##££&4T - T\ &, HEECertification= 13 ¥ Course Provider,
Course Tifle (ICH GCPmRevision) . Date Completedfi S h T A, SEHEAO
OEMETEE L,

® EBHREUVESA  HECEASLRHENRS LO@EBRE, ERERANLENES
RECEN LoD, DTFToSs Bl RUELEESELELTVROEEDR
ELEELTVERS, UEEECEMEFEL L=
v BABRBEFLSVERERIATVIERIIEST, REF (ERE dEsTO

Emte B - LB TR L
Y AAERESFTHECFERERL LTERIATVSIE
i, BEF (ZFE) RETOEELLTRISEASIGOoHEHIILY, MK
ERELIMERES RN (CRO) SHoEpEtReohaBEE, M ELRUSE
SAHEEET L%, ERLOEESICERLE,

Bk
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1 i

(dd/mmmiyyyy)
Curriculum Vitae
MName
MName and Address
of Institution
Department
i University | Collene F Year Completed
Education SN ar Complete
Type of License Mumber ‘fear Obtained
License DDoctor
CDentist
- MMM yyyy - Mmmyyyy -
F'mfes_!.mnal e VY-
Experience UMM yyyy - METM Yy
(For the pravious appnax. Ty — mmmiyyyy -
Syear) mmmdyyyy - Present -
Therapeutic Area
of Expertise
Fiegenerative medcal
Category Dngs Medical devices sl
No. of irials Ll - -
Experience in
clinical trials No. of crigoing triais [T - -
(For the previous appnox.
2year) Maln tarpet diseases
Principal Invesigator Experience (Mo. of trials) - [IYES (we) [No
Sub-imvestigator Expenience (Mo of inals) : OJYES [we) CiNo
Remarks
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Eh Aolis-s =i

(1) MName and Address of Institufion (ESEERMNE - £ - REFRELTHEREME &R
PR S,

(@ Department (Fil) : XREFRBICETIFBLERT 5.

@ Education (%R (®%) ) : 5¥ELY. SHOLFRRUSESLEET S, ReRIzET
SEEETETHS,

@ License (®FF (RFEHS) ) : [EF LI [#WHER FLEAAFEF=0r L. @
FESRURMBSLTERT S,

B Professional Experience (E#E)  EESFBEECROSEEROBHECIRMLT, EF
HiME. FE. BNST-o0TERT S, 23, EARSTRET A BSIC A NEmIc BN
BN SLEEL, FEEEREALTE R,

(i Experience in dlinical trials ({58 - &R F & EEMBORE#E) -

o ERMSRHFOMICEHGTEMNZGES, SERC UL L FORSTRES
THFhEFC oL ST RFOoREC 2V THRSMICEERI -8 3.

¢ BEEXIEREEOMIIBCTHERALEZRS EENCEMLRERSBES (T,
EEREESRS] L5 LTRSS LB SR EErEMBEoSHREUEE
TOEE (Fo kol 2 BERE. EREERUBSESSEAII SV TREET S,
e, BEIIOVWTIREEBWEESS - LTES LS L, SRCERTET
EfhE ShitM b,

(D Remarks (%) : ST EEEHILETEST S, BE2EEEOMICER - MERT
EEERBOXMELVRS THoT, FAUANCE#MOH S ESITFORAFIINTHE
(et o1 -

B EEWEEASSSESBYAFoMISh- BB EECREL 5 5 - FBREALLES
TOWEE&EH S EEZAEC

@ EREETICEREHIFEAL -GS, EEEOEBIICEES LT EEES - B
REFETHS (M 7B, B4, BB - BEETEEERBOESS) |

[EA EoEEH]

* (FREEFE,LCEBREEEFRMoERMSICTHS (F: B8FS, A-aTFFrR,
GCP b —=r Y2 RIAEAFCOAES) ERNF5 - L2HiFaLoTRHEV EEA.

o HUECEVIMRETTIEN (CRO) ALEAFEsLASSRESE. RACELRE
FEE A (ddmmmbyyyy) BREELTCHE,

* REREEARCEBSEAEARCOREE (ESJE) L LTHERLTVET, Aok
BREEEAL LTEATISSEEERT LT R A EE C Z LB AR T,
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(6)@Screening and Enrollment Log

Participant identification code list and enrolment log

|site Name

|site Number

Clinical Department

Principal Investigator

|Signature / Date (if applicable)

Reference No.

Study Title

Protocol Number

Study Sponsor

When providing logs o the spansar,

mask

information, SMAEREHE. @AMBEEN =T AFLTTEIE,

N/A = Not Applicable

No.

Seq.

Medical Record ID
(Name / DOB if required)
HITID
(BENESPEFABEEM

Participant ID
#0EIRAES

Informed Consent Date
b A=

Enroliment / Randomization

Date
Bimi e

Enrolment No.
BRES

End of Study Date
BEETE

Reason for Study Completion
(Withd rawal /
Completed / Discontinued)
#THEE (RAE/FET/PuL)

R

rks (Reason for

Discontinuation, etc.)

i (% =S, FEHSERK

O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

0O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

0O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

0O Withdrawal
O Completed
O Discontinued

Page 1of3
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Participant identification code list and enrolment log

|Site Name

|site Number

(Clinical Department

Principal Investigator

|sig 1 Date (if applicable)

Reference No.

Study Title

Protocol Number

Study Sponsor

When providing logs o the sponsor, approphately mask personally idenfifiable information, kI &R 65k, B AMMEEYI-T AF AT TEHE.

NiA = Not Applicable

Seq.

No.

Medical Record ID
(Name / DOB if required)
HhILFID
(RS BER/B & 0 ESF A B &8 M)

Participant ID
#NERAEHS

Informed Consent Date
Sk =]

Enroliment / Randomization
Date
BiRE

Enroliment No.
BEEH=

End of Study Date
EEMETH

Reason for Study Completion
(Withdrawal /

Completed / Discontinued)

T HS (RE/5ET/Pib)

Remarks (Reason for Withdrawal,
Discontinuation, etc.)
W (RS ES. PULEhSERER

O Withdrawal
O Completed
O Discontinued

O Withdrawal
0O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

0O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

0O Withdrawal
O Completed

O Discontinued

Page

Zof3
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Participant identification code list and enrolment log

|Site Name

|site Number

Clinical Department

Principal Investigator

|Signature / Date (if appiicable)

Reference No.

Study Title

Protocol Number

Study Sponsor

When providing logs 1o fhe sponsor, appropriatel y mask parsonally idenfifiable information, Sl &R\, @ AMEEEDIC T 25T TEIE,

NiA = Nat Applicable

No.

Medical Record ID

Seq. (Name / DOB if required)

ANTID

(BEN/ES©OESEA B EEM)

Participant ID
B0 S

Informed Consent Date
&

Enroliment ___Uﬂ.,m»_.&o.._.._um.,_o_.. Enrolment No.
BEES
BEEHA

End of Study Date
BE#TH

Reason for Study Completion
(Withdrawal /
Completed / Discontinued)
#THB (RE/ST/ k)

Remarks (Reason for Withdrawal,
Discontinuation, etc.)
% (% ESR, RLEHSERR

21

O Withdrawal
O Compieted
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
0O Compileted
O Discontinued

0O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
0O Compileted
O Discontinued

0O Withdrawal
O Completed
O Discontinued

O Withdrawal
O Completed
O Discontinued

O Withdrawal
0O Compileted
O Discontinued

0O Withdrawal
O Completed
O Discontinued

Page3of3
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k== S Terd é

(®Training Log

kL —Z= 2 JEEE
Study Sponsor EHEERHRN S Japan/
{Site Mumber)
ERERERES ERNIES
/EEMRELE
Fl—Z2dm8 Odmkl—Z29| kL—=F—=: ) Ot k=224
b L—= ST
[l PP -
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