FERMFEUR N (FflIRILEREZ >4 —) List of Source Materials (Minami Wakayama Medical Center)
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JakkT —~IEE FR&ERN
Clinical Trial Data Items Source material
DR EHH SCERFIE soiRE ‘Rl REIGFT
classification item Recording procedure Recorded by Document Name Storage location
EEESH ‘ -
RS SNENEEEZLEH 2% AEE EBI T 7 ()L
Date of consent - X - )
i Participant writes the date of consent Participants Consent form Case Files
obtained
SEBAEEED, FHBHER
BIEMEEDER N
. ERM(E, SROARFICERULIZABXE(CELID. | _ _ _ _ _
Signatures of the CRCIZ. HENSEAL B AELTS BT - DEERD ASE - 8FHILT - |BFHILT
doctor who gave ’ i - ° CRC J—03— FEBI D 7L

the explanation

The physician signs the consent form used
during the explanation. The CRC signs the

Principal investigator

Consent form,

Electronic medical

and the person . . Sub-investigator Electronic medical records
i consent form if they provided a .
who provided i CRC record, Worksheets |Case Files
o supplementary explanation.
the auxiliary
explanation
BEEHE S WElREHEF >N
ORI T LR OB BB U C R | D e
SHICCE TR DR S a0 U /ZC B
OBERERS e CRC BFHILF EBFHILF
. Record of explanation of revision of informed o . i X . . i
Obtain oral consent document Principal investigator |Electronic medical Electronic medical
u .
consent . Sub-investigator records records
Record of verbal explanation and CRC
confirmation of intention to continue
BFHILTOERHIERE, T—I>— MRS
wrAE s - BFOILT BFALT
. . o . - Electronic medical Electronic medical
date of birth Record the information in the electronic
medical record on the worksheet records records
- ical recor wor .
Participant BINILFOLRHIERE. T—I>— MERT - -
background R 2 = T & o
. . . - Electronic medical Electronic medical
gender Record the information in the electronic
) records records
medical record on the worksheet.
FEOZHINRINEBRA (727
AiE SHEXOHEETMOETHE (BWER) D—02—h EBI T 7L A) £93
Race Participants interview records (if necessary) Worksheets Case Files Unless otherwise specified, assume
Japanese (Asian)
BFOILT EFIILT
EBIT 7L
IERJE R b EN = 5213 T D=0 —
R . . bD%- DREMOEE L ERED. HEAT. eI /_ h ) Electronic medical
Smoking history [Interview records from participants BIF - DIBELH Electronic medical o
records
record, Worksheets
CRC Case Files
Doctors, nurses,
i BFHILT
BRERE prarmass BFOINT ;@D :)lx
B B} incipal i i 3 7
SINELOEEED TSR Principal investigator | —_ .=, . _
Alcohol use ) L Sub-investigator ’ ) Electronic medical
. Interview records from participants Electronic medical
history CRC records
record, Worksheets .
Case Files
e BFHILT
E5) o
PRI - EB T 7L
e SE L OMEERO R -k e
Age at i . . . Electronic medical
Interview records from participants Electronic medical
menopause etc. records
record, Worksheets .
Case Files
JERIRE A SRERESEEERT - EERMAHIMT LRI D TSR DD —
SHEOEIRE : R T T BT - SHIEE N
. BROMEE The principal investigator and sub- T . >—hk KEBI D 7 AL
Participant . e i X . Principal investigator L ;
. Inclusion criteria |investigator will make the decision and enter K ) Qualification Case Files
Eligibility . N . X Sub-investigator
Exclusion criteria [the information. Worksheets




JakRT —~IEE FR&ERN
Clinical Trial Data Items Source material
DR JEIE] sCERFIE soiRE ‘Rl REIGFR
classification item Recording procedure Recorded by Document Name Storage location
BFHILT - BMIR
ES BFOILT
AR £ Electronic medical wr T .
A - e Electronic medical
A SARSIFIDOZER. M SoERigEE, & |Doctors records, Referral records
SERRSHAID ; —5;;5 RELDAFETS letters
{EFEH| Dyru “\name Obtain information from medical records ErhT. R BFOILT BFHILT
Medications 9 before participating in the clinical trial, ) Electronic medical  |Electronic medical
Dosage and Nurses, Pharmacists
used before e K information provided by other hospitals, records records
rticipating in administration nursing records, etc BT - DIBEL BFHILT
a . . 25,
P Start date of e = = BFALT z
the study - ) S&ELDEERUL. RIS CRC - JEGI T 7L
administration ) - o ) D=0 —h ) )
Interview participants and record. Principal investigator . . Electronic medical
End date of i . Electronic medical
- . Sub-investigator records
administration record, Worksheets ]
CRC Case Files
BF LT - BMK
TR lmEs
EEEf Electronic medical Electroni dical
- N TV ectronic medic.
RIRZEBMIRE, JABRSIRIDZEIRE D AF |Doctors records, Referral : @
5. HBE BIELOHEROTAEL. letters records
ERFN D -0 — NIRRT D - - BFHILT BFOILT
- o . B, EH ST T
This information is obtained from medical . Electronic medical Electronic medical
B ) . Nurses, Pharmacists
X records prior to participation in the study, records records
Disease name h as medical questionnaires and referral
suc
letters, or from interviews with participants AT - IR BFHILT EFIILT
5y , X o= =
HREEE > With particip CRC A BT 7L
i and the doctor records this information on a o ) J—02—h ) )
=X:iznd Principal investigator i . Electronic medical
y worksheet. R . Electronic medical
(HHFRR) Sub-investigator records
, record, Worksheets ]
BHERE CRC Case Files
Underlying
disease &b BFHOILT BFHILT
Complications N . N Electronic medical Electronic medical
it R EWRMIRE. BRSIAIDZEERK D AF |Doctors records records
(comorbidities) 3. BBV BINELODHSMOTAEL.
Medical history | . " - = == = = =
TR - BN D02 — NIRRT D. P BFHILT BFHILT
FEIRDIZE This information is obtained from medical = Electronic medical Electronic medical

Nurses, Pharmacists

Time of onset records prior to participation in the study, records records
and severity of |such as medical questionnaires and referral _
) . ) - B - HBERD _ BFAILT
symptoms letters, or from interviews with participants, BEBFHILT
o ) CRC N EBIT 7L
and the doctor records this information on a o X JD—0>—b ) .
Principal investigator . . Electronic medical
worksheet. i . Electronic medical
Sub-investigator records
record, Worksheets .
CRC Case Files
ERD - BE - DIEERD
= BFNILT BFHILT
Doctor, . ) : .
e . . X Electronic medical Electronic medical
P Principal investigator
i . records records
Drug name Sub-investigator
JD—0>—bk EBIT 7L
CRC ~ !
Worksheets Case Files
ERD - BE - DIEERD
Doctor BFOILT BFALT
SR PEREIDAFITD pringi :al investiaato Electronic medical Electronic medical
Route of BHE & DHSIMOPSEFRNSAFL. 27 S”b P 't,V : 193807 | records records
administration | 3. BERFMEICLS &% OXETHRRT |0 oo a0
3. CRCAA"D—T>— NIRRT D, J—J>—k KEBI D 7 AL
Obtain from medical records CRC Worksheets Case Files
A= Obtain from participants' interviews or
(1sEFAZEA) medication notebooks and record. B8 - SAE - SHBED BEHILT BEFHILS

Concomitant
medications
(drugs used)

If necessary, send a letter to other hospitals

Doctor,

Electronic medical

Electronic medical

Pk - g to confirm in writing. The CRC records on a | Principal investigator records records
Usage/Dosage worksheet. Sub-investigator
D—02—h EBT 7 AL
CRC )
Worksheets Case Files
ERD - B - DIBERD
boctor. EFOLF BFOLF
S AR T ) Electronic medical  |Electronic medical
Principal investigator
Treatment . ) records records
. Sub-investigator
period
J—02—hk EBI T 7 ()L
CRC )
Worksheets Case Files
1o s PRIBEDOAFID ERD - B - DIEERD
:eason o SIIELOERL. #4893 Doctor, - —h SR T 7L
Obtain from medical records Principal investigator |Worksheets Case Files

administration

Interview with participants and record

Sub-investigator

2025%7H1H Ver.1.0
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JakRT —~IEE FR&ERN
Clinical Trial Data Items Source material
DR JEIE] sCERFIE soiRE ‘Rl REIGFR
classification item Recording procedure Recorded by Document Name Storage location
ERD - B - DIBEER
Doftorﬁ{ e BIHILS
. BEFIILTELDAFITS U . Electronic medical Electronic medical
LG Principal investigator

SMEBXOBZTMOOEEFIRNSAF L. ik ' ) records records
Therapy name N o . - Sub-investigator
9B, RERKEMEICLY—ZXDXETHERY
%o CRCA'T—U>— NIRRT D, CRC D—=0>—bk EBI T 7 1)L
Obtain from electronic medical records Worksheets Case Files
Obtain fi intervi ith partici t
ain ro_m |r1 erviews with participants or B - BT - HIBEE | B -~ 3
o from medication notebooks and record. Doctor BFHILT BFOILT
) \.I . If necessary, send a letter to other hospitals o . Electronic medical Electronic medical
Combination {HFEHAR o o Principal investigator
X to confirm in writing. The CRC records on a . ) records records
therapy Use period Sub-investigator
worksheet.
JD—0>— bk EB T 7 AL
CRC )
Worksheets Case Files
eFIEE PRBELOAFID EERD - B - DIBERD
SHIEXLDERL. iR D Doctor, JD—0>—hk EB T 7 AL
Reasons for use . . o . )
i o Obtain from medical records Principal investigator |Worksheets Case Files
in combination . . - . )
Interview with participants and record Sub-investigator
BT - HBEL BFHOILT BFHOILT
Principal investigator |Electronic medical Electronic medical
Sub-investigator records records
BIRE. NS
SRS EI (CTEs SN & DB BT Zﬁ X%Tbbw S
RRIES 3 CRC o i CE Ff |
Drug Number Receive contact from the organizations eg|IsE ra II0: s 'p’IX:X ase riles
JEBREEIEIR specified in the clinical trial protocol and Email from IXRS
Investigational
brug SBIREREIRE mREEER BREER T 7 1)L

Information

Investigational Drug
Manager

Investigational Drug
Management Table

Investigational Drug
Management File

HEERE MBI O — R
Subject
Identification
Code

FEHEEHEE (CREVESEEIFRT D
Create a list according to the implementation
plan

B - DBERD
Principal investigator
Sub-investigator

CRC

ROU—Z2 D25
Screening Roster

TREREER D 7 ()L
Investigational Drug
Management File

SRR SRR
(AR, 4+A)
Investigational

drug
administration
status (oral,
topical)

HEEHh SR, TR D
SHE L DEESIMDER. RIS

BT - HBEL
Principal investigator
Sub-investigator

BEFHLT
-3~k

BF LT
EBIT 7L
Electronic medical

ARZEHAR Check and record from the journal Electronic medical records
Medication Check and record from the participants record, Worksheets ]
. CRC Case Files
period
HiSNR# I 2D (AFRRIUEATHDHS) BEBG. REBSS
o o T e o ERT 7L
Write in the journal (if journal entry is . Patient diary, _
i Participants o . Case Files
required) Medication diary
BN S LRI D &BiE - DEERD
BEANSHED. 0593 Principal investigator Py BFHILT
: ) BFHILT
SMEXDRESIMOMHER. LT D Sub-investigator z PRSI EBI T 7 ()L
—3—
Check and record from the diary i ) Electronic medical
N = . L Electronic medical
B% - BE Check and record from remaining medication records
. . . record, Worksheets .
Usage/Dosage  |Check and record from interviews with CRC Case Files
participants
e o BEHE. REBE
ENEHTD 2E ) . EBI T 7 ()L
. ; - Patient diary, ]
Write in the journal Participants L . Case Files
Medication diary
ShE. 2REENDATF UIBIRICK DI, BFHILS BFHILT
=] 7T
W - EBIER  |ZRTD BT - HIBEL z PN EBI T 7 ()L
—3—
Reasons for Judgments and records will be made based Principal investigator . . Electronic medical
. . ) ) ) - . ) Electronic medical
weight loss/gain |on information obtained from participants Sub-investigator records
i record, Worksheets .
and medical records, etc. Case Files
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JakRT —~IEE FR&ERN
Clinical Trial Data Items Source material
DR JEIE] sCERFIE soiRE ‘Rl REIGFR
classification item Recording procedure Recorded by Document Name Storage location
N BFHILT . N .
508 50, B5MEEL - KTEAEIRTS HERD BFHILT BT 7L BRI I DIHE (CIIBEBFADICE
32 I FIAOQUWRFA * 2 FX 2 7
n CRC JD—0>—bk Z93
BSH Record the date of administration, and the /_ . Electronic medical . . . .
Date of i o . Nurse Electronic medical If information is insufficient, it should
start and end times of administration. records X K
administration CRC record, Worksheets ] be recorded in the medical record.
Case Files
Time of
administration HESICEEiRID 2% SE EBI T 7 1)L BECOHACDES
TBEREIE SN Participants record in a journal Participants Diary Case Files Self-injection at home
[6=2:0) Z : :
Investigational EiEtEE CEDESEZUAA—F—-TFD - EFOILT
. e 7T
dru 9 5l PIEEOES, LRI D E_ . I'_ . BFHOILT ;WID—//()L
g. . . k58 Prescribe and order the dosage based on the Principal investigator JD—03—h ’ ) .
administration . i Sub-investigator . . Electronic medical
ctatus Dosage implementation plan. Electronic medical records
(injection) Record any interruptions or discontinuations record, Worksheets Case Files
) of administration. CRC
ShE. ZREENSATF UIBIRICK DI, BT LT BFOILT
N - 5 >
W - EBIER |RIRTD BT - HIBEA S EB T 7 AL
Reasons for Judgments and records will be made based |Principal investigator Elect /_ dical Electronic medical
ectronic medica
weight loss/gain |on information obtained from participants Sub-investigator d. Worksheet records
record, Workshee ]
and medical records, etc. Case Files
TIT—=hK ESi=] SHIENSEHImAMRICREA ShNE 7 — NERE EB T 7 AL
questionnaire Date and time Participants fill out various evaluation forms |Participants Questionnaires, etc. |Case Files
SMEXIREEN T TUPESST) A 2/ .
F— i 7 SINER (S .
ESiil=]3 TEZE . EDCE EDCE
(e-PRO) . . , ) Participant or
Date and time  |Participants or their representatives respond i EDC etc. EDC etc.
Survey (e-PRO) i i representative
using the app or loaned device
EE BFHOILT BFHOILT
N use Electronic medical Electronic medical
ur
e - AEUEEEIRTS records records
= * HIR = —]
T e Urernla s s BT - HIEER = = BFINT
Examination T ) BFOILT ,
) Record the date of measurement Principal investigator < AR D 7 )L
dateandtime | oo ¢ A . Imo=h Electronic medical
ecord the time of measuremen Sub-investigator Electronic medical
records
record, Worksheets ]
CRC Case Files
EE BFOILT BF LT
N use Electronic medical Electronic medical
ur
records records
MmE. A BEMEHSEERARDEIRT D
Blood pressure, |Record readings directly from an automatic  |&E - 94BEED EFHILF BF LT
heart rate blood pressure monitor Principal investigator |—_ 55, |« EFIT7 AL
i ; Electronic medical
Sub-investigator Electronic medical ront :
records
record, Worksheets .
CRC Case Files
EE BFOILT BFHOILT
N use Electronic medical Electronic medical
ur
records records
A5 _
Vital Signs BR BREtKDHZHED, TRID BT - SHIBEL ———— EBFHILT
height Read and record from the height gauge Principal investigator SN EBI T 7 ()L
i i Electroni dical
Sub-investigator Electronic medical ectronic medica
records
record, Worksheets .
CRC Case Files
o BFOILT BFHILT
N mse Electronic medical Electronic medical
ur
records records
"HE HEITXDFRAHIMD. LRI D B - HEEE BFHILS BFHILT
body weight Read and record the weight from the scale. | principal investigator |—_ s, AEBI T 7 ()L
Sub-investigator Electronic medical Electronic medical
records
record, Worksheet .
CRC Case Files
EE BF LT BFHILT
N:se Electronic medical Electronic medical
records records
R N - - = —
Bo: ERET K DERAHID . LRI D BT - HIBER BEFHILF BFILT
v Read from the thermometer and record Principal investigator - KEBI D 7 IL
temperature J—3— K~

Sub-investigator

CRC

Electronic medical
record, Worksheets

Electronic medical
records
Case Files
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Clinical Trial Data Items Source material
DR JEIE] sCERFIE soiRE ‘Rl REIGFR
classification item Recording procedure Recorded by Document Name Storage location
EET %?D)L?— . EE%?J)I/?_- '
Electronic medical Electronic medical
Nurse
records records
AL DRIRER MR ERIE L. BRI D BfE - SBEE EFHILS BFOILT
o . & o
Vital Signs breathing rate  |Measure and record respiratory rate Principal investigator SN AEBGI D 7 ()L
Sub-investigator . . Electronic medical
Electronic medical
record, Worksheets records
CRC ! Case Files
ectronic medica ectronic medica
TR MBI ES SR Nurse records records
faf1E (Sp02)
¢ SRV == 5045 =/T .4\ BFHILT
Percutaneous Sp02 JOLRAFSA—S—LDGHRAHD. RIFRTD |FE - DIBEED BFHILF . 7
arterial oxygen Read and record from the pulse oximeter Principal investigator T AEBID 7 ()L
i -i i Electronic medical
saturation Sub-investigator Electronic medical g
records
(Sp02) record, Worksheets © ]
CRC Case Files
BFAILT
NYHAZ 48 SNE=ZE UL, LRI D BT - DEERD EBI T 7 ()L
NYHA Examining, assessing and recording Principal investigator Electronic medical
classification participants Sub-investigator EBEFHILF records
w= J—3— K Case Files
consultation Electronic medical BFHILF
SMEEZRUHI, 273 BT - SIBEE record, Worksheets |55 1)),

BAFR
physical findings

Examining, assessing and recording

Principal investigator

Electronic medical

participants Sub-investigator records
Case Files
BT - HIBEL DEBERFv—
s A< N EEE + ﬁA . . . - . KEBI D 7L
#®AER - 2B | LDEHORBR (Fr—h) KDAF Principal investigator |Electrocardiogram Case Fi
i
Examination Obtained from electrocardiogram results Sub-investigator Chart ase ries
date and time (chart)
CRC JD—0>—b SEBI T 7 1)L
Worksheets Case Files
FRICHITE DFER NS DIHE (CIIIEH T 7
N BT - HIBEL LEBRF v — b
LR () Pﬁ'nc' al investigato IEI(:t ocardiogram BT A IR
) rincipal investi r rocardiogr
Electrocardiogra ;g2 DEBHEDAFTS _p ) 9 9 Case Files If there is a centrally reviewed result,
i . Sub-investigator Chart - : .
m (center) waveform Obtained from an electrocardiogram it will be saved in the case file.
JD—0>—bk EBIT 7L
CRC ]
Worksheets Case Files
_ DEBEORER (Fr—b) KDYMILEERID  |HE - DIBER
i) el SR -3 TG 7L
o Record and judge based on Principal investigator ]
findings . K ) Worksheets Case Files
electrocardiogram results (chart) Sub-investigator
PR (LIERE) (CERR B - DBERD BFOILT BF LT

DEE (BEA)
Electrocardiogra
m (in-hospital)

®RER - 1RER
Examination
date and time

Record in medical record (physiological
examination)

Principal investigator
Sub-investigator

Electronic medical
records

Electronic medical
records

DEETEDAF, LRI
Obtain and record from electrocardiogram

CRC

BFHILT
Electronic medical

BFHILT
Electronic medical

records records
— BFHILT
. S - BFHILT
e DEFTORR (Fr—h) KDHMLRERTD | BE - DIBE SN EBI T 7 ()L
L Record and judge based on Principal investigator /, i Electronic medical
findings electronic medical

electrocardiogram results (chart)

Sub-investigator

record, Worksheets

records
Case Files

BEMEDBEEFIE—L, JE—-URA
NBfGEBR2%ZEITD,

If it is on thermal paper, it is copied
and the person who makes the copy
dates and signs it.
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Clinical Trial Data Items Source material
DR JEIE] sCERFIE soiRE ‘Rl REIGFR
classification item Recording procedure Recorded by Document Name Storage location
IREWKEE - 00
REXMA REKEE(CERTD CRC >—h EBI T 7 1)L
Inspection date |Record in the inspection request form Inspection request  |Case Files
form,Worksheets
RIMEREZ), RMEBOBEELIRCEIDAFULR
IRIEE - i - REHIEE - D~
ERERBEZ oo _ =k BT 7 AL
= - i The time of blood collection should be CRC . .
ERPRARE Blood and urine i ) Inspection request  |Case Files
g i . obtained and recorded directly by the blood
(FPIRHITE) collection times ) form, Worksheets
Clinical testing collector.
i IREHEI K DFAX, BX. WEBTAFI D
(centralized) | pampamm SR , RERREEE 7L
Obtained from the testing agency by fax, - . _
Test results i i Inspection report Case Files
mail, or online
ERARIEROER BT - HIBEA
TR REGRN U LR S o R RERRESE D7
Clinical Principal investigator ) ]
o Record based on test results K . Inspection report Case Files
significance Sub-investigator
BEEmE REMH (FEFHILT (CiEizansd BFHILT BFOILT
=k

BREARIRE (FEA)
Clinical testing

Inspection date

The date of blood collection is recorded in the
electronic medical record.

Electronic medical
records

Electronic medical
records

ERmEEZI
Blood collection
time

RIMEAERFZ N RIREND
The time of blood collection is recorded

BFHILT
Electronic medical
records

BFHOILT
Electronic medical
records

RERER

RERBR(CEFEEIND

BFHOILT
Electronic medical

BFAILT
Electronic medical

(in-hospital) Test results Recorded in the test results
records records
BFHOILT
ERARIEROER B - DBERD BFDILT ZWD 1)L
mARHY =25 g1t - =l 7
. RERERNSHIUT LRI D T . J—3— ) )
Clinical Principal investigator . . Electronic medical
o Record based on test results K . Electronic medical
significance Sub-investigator records
record, Worksheets ]
Case Files
RAEEMEA - B | ZEBEBFHILTICERSND BFHILT BFHOILT
Test date and The date of implementation will be recorded |- Electronic medical Electronic medical
time in the electronic medical record. records records
XHFIRE - BFHOILT
X-rays BT - £IBE mEAT ET7 AL
R XSRS DL L, BT3B SR 93— T
L ) . Principal investigator ) i Electronic medical
findings Determine and record from X-ray images K ) electronic medical
Sub-investigator records
record, Worksheets .
Case Files
BREEMEA - B2 | ZEBEEFHILTICEHRSND BFHILT BFHOILT
Test date and The date of implementation will be recorded |- Electronic medical Electronic medical
time in the electronic medical record. records records
cT BF LT
BT - HBEL IO EWD—':)L
iR CTEiRE DHIFL. 2ERTS SR -2k I
o . . Principal investigator . . Electronic medical
findings Determine and record based on CT images i . Electronic medical
Sub-investigator records
record, Worksheets .
Case Files
REXRMA - 5% | ZEEEEFHILT(CRFSND BF LT BFHILT
Test date and The date of implementation will be recorded |- Electronic medical Electronic medical
time in the electronic medical record. records records
BFHILT
" BT - HIBEL IO ;ﬁﬂj—':)l«
iR MRIEHEEL DHIMTL. 2RI D ﬁ_ T ) D—02—h § ) .
o . . Principal investigator . . Electronic medical
findings Determine and record based on MRI images K . Electronic medical
Sub-investigator records
record, Worksheets .
Case Files
RAEXMA - B | REEEEFHILTICRERSND BFHILT BFHILT
Test date and The date of implementation will be recorded |- Electronic medical Electronic medical
time in the electronic medical record. records records
BIF
Bone scan
P B OFEEREDHIMIL. &iRTD &BiE - DEERD BFHILT BFOILT
findings Determine and record from bone scan Principal investigator |Electronic medical Electronic medical

images.

Sub-investigator

records

records
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Clinical Trial Data Items Source material

DR JEIE] sCERFIE soiRE ‘Rl REIGFR

classification item Recording procedure Recorded by Document Name Storage location
REXMA - B | REEEEFHILTICEERSND BFHOILT BFHILT

BEEE

Test date and

The date of implementation will be recorded

Electronic medical

Electronic medical

time in the electronic medical record. records records
(DEXA) e
Bone density ) EFHILF = 7
_ DEXAEHR. LR— hKD¥IBTL, 289D BT - HIBER - EBT 7L
measurement  |FfR ) . ) D—03—k~ ) .
L Judge and record based on DEXA images and |Principal investigator i ) Electronic medical
(DEXA) findings _ ) Electronic medical
reports Sub-investigator records
record, Worksheets ]
Case Files
RAEXMA - B | EREB FEFHILT(CERSND BFHOILT BF LT
Test date and The date of implementation will be recorded |- Electronic medical Electronic medical
time in the electronic medical record. records records
LIOd— - _ BFOILT
Echocardiogram N . e - - EFHILT .
chocardiogra . DIO—, LR—bBKDHETL, 2RI BT - HIBEA SN EB T 7 AL
—H3—
o Judge and record based on echocardiogram  |Principal investigator i ) Electronic medical
findings K ) Electronic medical
and report Sub-investigator records
record, worksheets .
Case Files
RAEXMA - B | RER FEFHILT(CERSND BFHOILT BFAILT

Test date and

The date of implementation will be recorded

Electronic medical

Electronic medical

time in the electronic medical record. records records
2 h A
W?ﬁ.ﬁﬁfﬁﬁ - BEFHILT
- e " - ) 7
Endoscopy - WEEFR, LR— hEDHBL, RBTD | B - HIOEN j gl EHT7 AL
—53—
o Judge and record based on endoscopic Principal investigator i . Electronic medical
findings o K ) Electronic medical
findings and reports. Sub-investigator records
record, Worksheets .
Case Files
RARMA - B | REE FEFHILT(CEREND BFHOILT BFAILT
Test date and The date of implementation will be recorded |- Electronic medical Electronic medical
PR TS time in the electronic medical record. records :cords _
Respiratory s i BFHILS BFHILT
fEER = I L. 5Ci3 &iE - H18 j 7
function test 8 RARBR. LR—hKDHTL, RIS B - DBERD SN EB T 7L
o Judge and record based on the inspection Principal investigator i . Electronic medical
findings Electronic medical

results and reports.

Sub-investigator

record, Worksheets

records
Case Files
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Ak —~1RE

Clinical Trial Data Items

FR&ERN
Source material

DR
classification

JEIE]
item

SCERFIR
Recording procedure

soiRE
Recorded by

‘Rl
Document Name

REIGFR
Storage location

BESER
Adverse events

FIRA

SR

Date of onset
Name of
symptoms

SMEXDEZEREEWMD. &LiRITD
ERERIRBEDFER K D HIMT L5eir I 2D

BMR. BERFE. PREBEXDBEREAFUR
293

Interview participants directly and record
Judge and record based on clinical test
results

Obtain and record information from referral
letters, patient diaries, medical records, etc.

BT - HIBER
Principal investigator
Sub-investigator

D—0>— bk
Worksheets

EB T 7 AL
Case Files

CRC

D—=0>—bk
Worksheets

EBI T 7 ()L
Case Files

CRC - BEMNPAF UIIBRE. BEE
Bl - EEMOEFNHIMABRETHD
The information obtained by the
CRC/nurse requires medical judgment
by the Principal investigator/Sub-
investigator.

2E (BEE)
degree (severity)

SHIENSOIER. RRIRERR. PREELD
1BHRZEAF LLHRT D

Obtain and record information from
participants, clinical test results, medical
records, etc.

BIiE - HBEL
Principal investigator
Sub-investigator

D—=0>—bk
Worksheets

SEBI T 7 ()L
Case Files

BEEOHIE
Seriousness
assessment

SHIENSDIER. RARIRERHESER.
1BHRZEAF LECHRT D
Obtain and record information from

EEEELD

participants, clinical test results, medical
records, etc.

BIiE - HBEL
Principal investigator
Sub-investigator

D—=0>—b
Worksheets

EBI T 7 1)L
Case Files

WEBEDOAE
Details of the
treatment

SHEXDEEFEIRD, THID
ERERIREDFER K D HIMT L5t I

BIR. BERFE. PREBEXDBREAF UL
#93d

Interview participants directly and record
Judge and record based on clinical test
results

Obtain and record information from referral
letters, patient diaries, medical records, etc.

B - DBERD
Principal investigator
Sub-investigator

J—0>—hk
Worksheets

EB T 7L
Case Files

CRC

JD—0>—b
Worksheets

SEBI T 7 1)L
Case Files

BEE. I8
Date of
outcome, details

SHEXDEEFERD, THID
ERERIREDFER K D HIMT LRt I

BR. BEBF. PREBEEXDBREAF LR
#93d

Interview participants directly and record
Judge and record based on clinical test
results

Obtain and record information from referral
letters, patient diaries, medical records, etc.

B - DBERD
Principal investigator
Sub-investigator

J—0>— bk
Worksheets

EB T 7L
Case Files

CRC

J—0>—hk
Worksheets

EB T 7 AL
Case Files

CRC - BEEIDNAF URBRIE. BHEE
B - SMEEMOEFOHITIABETHD
The information obtained by the
CRC/nurse requires medical judgment
by the Principal investigator/Sub-
investigator.

FREHR
Causation

SHIELDEZMZ]RD, THFID
ERERIRBEDFER KX D HIMT L2 I D

BMR. BEBFE. PREBEXLDBEREAFLRL
9>

Interview participants directly and record
Judge and record based on clinical test
results

Obtain and record information from referral
letters, patient diaries, medical records, etc.

BT - HIBEL
Principal investigator
Sub-investigator

JD—0>—bk
Worksheets

EBI T 7L
Case Files
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JakRT —~IEE FR&ERN
Clinical Trial Data Items Source material
DR JEIE] sCERFIE soiRE ‘Rl REIGFR
classification item Recording procedure Recorded by Document Name Storage location
SMEXDERBEREAFID BFHILS BFOILT
N - B 7T
ERPARLE S HIMT Uz B &R T D BT - HIBEA 2_0: N EB T 7 AL
Obtain information directly from participants |Principal investigator Elect 0:_ medical Electronic medical
ctronic ica N —= - jma - (=,
Record the date of doctor's decision to Sub-investigator record. Worksheets records CRCOMEBIM CEEiRE LISHRE (CBEE
s discontinue ! Case Files 6D - DIBEEOHRE £ D
c lati If the CRC makes a supplementary
ancellation
_ record, the Principal investigator and
date SNEXDERERZEAFID _ _ BFOILT ) . )
N . BFHILT Sub-investigator must confirm the
ERPASRLE S HIT LIz B 2R T D S EB T 7 AL record
Obtain information directly from participants |CRC /_ ) Electronic medical '
. Electronic medical
Record the date of doctor's decision to records
) X record, Worksheets .
discontinue Case Files
IEICRD R
Record of SHEXDERBEREAFITD BFHILS BFHILT
) - 25 >
cancellation EERASRLE E ¥l UTIB B Z TR Y D BT - DEERD SN EBI T 7 1)L
3
Obtain information directly from participants |Principal investigator i ) Electronic medical
. i i i . Electronic medical
and record reasons for discontinuation by Sub-investigator records
record, Worksheets ]
doctor Case Files
o) FEBE ShiE - SHERGRE X DESEREEEEM -
Reason for DEEMICTIEZ D
= . 0 =5 sass =5 =
cancellation HIEERT - SBEMOZIUIBRE LRI D mE)L EFHILT
Communicate information obtained from SN SEBI T 7 1)L
—H3
participants and related parties to the CRC i ) Electronic medical
AT . . . Electronic medical
principal investigator and sub-investigator. records
record, Worksheets .
Case Files
Record the diagnosis information of the
principal investigator and sub-investigator.
BFAILT
NS DIERIR S IR = T .
. ] : . . Electronic medical
Information provided by other hospitals Letter of introduction
records
ShiE - SNERGREXDBREAFID BEAILS
25) >
ERELDIBHRZEAFID BFHILT
SR TR . T - HIBE e BT 7L
Obtain information from participants and o X D=0 —k . X
Principal investigator . . Electronic medical
_ those related to them. K ) Electronic medical
ETFHER . . . Sub-investigator records
N Obtain information from the hospital where record, Worksheet .
_ AR . ) Case Files
SEFRE Survival the patient will be transferred.
) urviva
Survival Survey confirmation ShE - SHERGRE X DB REEEEM -
g CIEX
Next treatment ?}—@gm =3 _
RBRSE N SR E FEER - DIBERICIER o
3 BFNILT piiatd
) ) . . EBIT 7L
Communicate information obtained from D—0>2—k . i
. . CRC . . Electronic medical
participants and related parties to the Electronic medical o
records
principal investigator and sub-investigator. record, Worksheet ]
Case Files

Communicate information obtained from the
transfer destination to the principal
investigator and sub-investigator.

FEG T 7 AL (D=0 —KE) [FERERTHRICREXELTD
Case files (worksheets, etc.) will be kept as archived documents after the clinical trial is completed.

PERE S (E DR FRIEHE. HERREE.

H#HEza0

Medical records, etc. include medical records, information sheets, medication reports, and nursing records.



