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BAZEOER: RYALNDEE., AREEICEFRUCHEREICES LE-EMESY, £, EMICTEREMESTLET S,

Definition of Terms: The term “Doctor” in this list refers to a Doctor who is involved with a subject regardless of the conduct of the clinical trial.
Doctor shall also include Dentist.
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REBRT—4IEE
Clinical Trial Data Item

SR

Category

1HH

Item

FEETFIR

Record Procedure

Source Document

REERE

Record Person

EHa

Document Name

REGH

Storage Location

#E CEIREES)

Note

BICE&E Informed Consent Related

ICR:E
Informed Consent
Related

TABRIEAE (5318) R

WEAXEI7AI

e AEE
;?ﬁﬂfilaaﬁt) Principal (Sub) E";"E Essential document
D tn Ef lanati BEABERERT D Investigator file
(Inacleu:;inzxp aNatoN  IRecord the date of explanation. . EFHILT
re—consent) CRC R/I/e;iical record Electronic Medical
Record
RER
(BREED) == = WAXEITAI
ELZSN-RBEEEAFTS WERESE REE :
Date Of consent Obtain signed consent form. Subject, etc. ICF Essentla\ document
(Including file
re-consent)
RREE (518) =6
55 =2 o 48 Principal (Sub) - _
OEFAERGR  lume-menzesds Investigator B LT

Date of oral consent
was obtained

Record the date of explanation/obtaining.

Medical record

Electronic Medical
Record

CRC
WiEERELE R Demographics
Efxtzo 42— IWRS
UsEfs .
FLVBASNIR | pmvmoraL
- ;' = Essential document
eports, etc. sent filo
i N . . g = from registration
BREBAS— | AREEECORROIEORET S contore TWRS, oto.
ubject Identification | To be recorded according to the agreement|s
Code with the sponsor. ’ﬂ.'%ﬁﬁ&(ﬁ@) EER s .
Principal (Sub) BEREHAIO—KU X PEATETFAIL
Investigator ~ o=
Subject identification fE”ssentla\ document
CRC code list °
I e WAE DRBILARL BN — BFALT
Demograph}cs Date of Birth To be recorded from the subject’s — ;/I/e;:lical record Electronic Medical
insurance card information. Record
v BHREORRLEE SRS - BFALT
To be recorded from the subject’s — i Electronic Medical
Sex Medical record
insurance card information. Record
SRERFEAE (5748) =6 B BFAINT
Principal (Sub) R Im Electronic Medical - . _
; Medical record BAANTOT7N) DIHE ST ERERIC
Investigator Record SEUEL 275
3 = > o a0 ¥ £N
AR BRELUMEMITAZL. BRTS PAXEITAN  |Z 0o A, REOSAGRESTS
Race*Ethnicity Obt.am and recorded by interviewing the . /eU-?v—F Not specifically recorded in the medical
subject. CRC T—=oY—k Essential document | ecord if Japanese (Asian).
Worksheet file . Record if other race or ethnicity.
/Electronic
Worksheet
SREREE (918) =6 Sames BEFHILT

RE
Medical history

D4 2R

Diagnosis*

PREELYAFTS

Obtain from medical records, etc.

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

DEXEITTAIL
/e =9 —hk

Date of diagnosis CRC =0 —k Essential document
Worksheet file
/Electronic
Worksheet
< BEFAILT
=R §2#§ﬁ Electronic Medical
Doctor Medical record Record
25 Rss Y
BRE-BHHE | D romme. ot SHRELE (548) =6 LAXEI7AI
Medical history* w ~ 8 Principal (Sub) /e —9—k

Obtain from medical records, etc.

Complications Obtain from the subject and recorded. Investigator =9 —k Essential document
Worksheet file
CRC /Electronic
Worksheet
= -
PN BEFHILT
B "/%ﬁi Electronic Medical
Doctor Medical record Record
PN
- PRBELIAFETS o
RIKE B+ or absones | FEEEVERL . R8T 5 BEXEI7 A
Family history £ Family hist Obtain from medical records, etc. N /e'j—? ¥—t
of Famlly history Obtain from the subject and recorded. CRC 7—92—h E_SSE"t'a‘ document
Worksheet file
/Electronic
Worksheet
< BFALT
S
- i AR “/ﬁ.ﬁ Electronic Medical
/Q%E({ﬁﬁﬁiﬁ“? EHE - BEE1B5. Doctor Medical record Record
TE ISR R [S 8 S 0 lomassuaFy s T
Treatment history i": :amenghera WERE LYEEEIL ., BRI D BEX E¢j74)b
(drugs used, history namge dosé start Z);d Obtain from medical records, etc. . /elj_,’]/_F
of surgery, history of end dyates Obtain from the subject and recorded. CRC T—I—k Essentla\ document
radiation therapy) Worksheet 9‘5 troni
ectronic
Worksheet
B
Doctor
BB FHES [BRRELIATETS ) N
PEYRATRE] Menopausal age, HERE KYEERL . B8R B CRC SR Electronic Medical
Pregnancy history of surgery, Obtain from medical records, etc. Medical record R d
etc. Obtain from the subject and recorded. R R SyT ecor
gt 4

Hospital staff
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REBRT—4IEE REH
Clinical Trial Data Item SERFIE Source Document BEGEEEIEY)
S5E BEH Record Procedure BHiRE EHl4 BB Note
Category Item Record Person Document Name Storage Location
WAEBREREPRICRLE/INET HIEHE Items to be generated/collected during the clinical trial
= =
BRAR ST B mFnNT

BIE RN R - BIEHF
Zl

BAER
BEFFZERETS

Hospital staff

Medical record

Electronic Medical
Record

WEAXETI7AI

Date of £ Date of measurement . /e'j—?’)—l‘
measuremen Record the time when necessary. CRC 7—o—h Essential document
Time of measurement Worksheet file
/Electronic
Worksheet
i BFANT
“ YT
AR ME - AR - Hﬂigialgsjtajﬁ R/I/eﬁzzl record Electronic Medical
B A IR 34 - BR SR AR R Record
E’ﬁigﬁﬂﬂ Body temperature fﬁ']ﬂl, ?Efi?’é LZ‘?EI§77’”[/
Vital signs Blood pressure* ~ A /e —4H—k
. Measure and record. . e <
Physical Ppulse rate* CRC =9 =k Essential document
measurements Respiratory rate* Worksheet file
Sp02 /Electronic
Worksheet
RARSY7 B BEALT
. . ectronic Medical
Hospital staff Medical record Record
SR-KE-REH 7
Height, -Weight - AEL. 2T D M\;EX%??*{)[«
Abdominal Measure and record. . /e’j—?‘/—F
circumference CRC =9 —k ElSSentla\ document
Worksheet file
/Electronic
Worksheet
B BFAILT
;;’:?fi record Electronic Medical
RRR 597 Record
Hospital staff YA i
- BEKES LAXETTAIL
BRERE -B5%l = B = Requisition form Essential document
Date of Collection® | A EEEHAERET S file
Tim Date of collection WEXETFAIL
BEERRE © Record time of need. JeDI—H—k
Cf; i 7= —k Essential document
inical CRC Worksheet file
laboratory test /Electronic
Worksheet
MEERR)  [BEs~RSREN _ B R
Test results(Local) |Recorded in the medical record. Medical record Record
AIEIE GBI RREEE  WAXE
BI7E 8 CRERSME) BEREOREREREELYATTS | REFERRE BRAXETTAIL
Test results . Laboratory test Essential document
Obtain from laboratory test results report. N
(Central) results report file
BREXBER-BZ |, = N BEBFOHLT
Date of examination- naﬁﬁ’\qﬁﬁéhél - "ﬁgﬁ Electronic Medical
N Recorded in the medical record. Medical record
Time Record
FoRa DR OB E  RREDRBI
Bz BFALT UL ERIERLAR— (B &
DEH Me;:iical record Electrgnlc Medical Certified copy ZHIZEERELTHRE T
Electrocardiogram DERER & - = ecor
ctrocardogram DRI #R  loma~macns _ % .
ECG Waveform X . In the case of a rental electrocardiograph,
Recorded in the medical record.
Report*Results . . . WEXETFAI keep both the ECG waveform report (on
DERERLKR— Essential document |thermal paper) and the certified copy as
ECG waveform report| file source documents upon request of the
sponsor.
BREXRER -BZ |5, = 5 EFOLT
" Date of examination* n%‘)ﬁii’\n.aiiéhé. - "fgfi Electronic Medical
fhtseERE Time Recorded in the medical record. Medical record Record
Pulmonary function - - —
test AIERE-RIEE |, = = BFAILT
es M gtate PREANTLHIND _ B2 574 ! '
easured items . . N Electronic Medical
Recorded in the medical record. Medical record
Measured values Record
BREEH BRE~RHRSND _ B B¥ALT
Ta—RE Date of examination JRecorded in the medical record Medical record Electronic Medical
(b~ T - AT - I : Record
%) BIEEE-AIEE |5, = = EBEFHILT
Ultrasonography Measured items* apﬁﬁ’\aﬂﬁéhé - Eﬁﬁﬁi Electronic Medical
. . Recorded in the medical record. Medical record
(heart-neck Measured values Record
abdomen* N N — —
intravascular etc.) Eifg-LR—k DB HRIND TREm Egﬁ SRR @?7])177' i
I 1 . Technologist* N Electronic Medical
mage *Report Recorded in the medical record. Medical record
Doctor Record
= -
HAtRRE BEZKE BRE~ERSND _ pR T tedica
(CT*MRI-RI-X##%) |Date of examination |Recorded in the medical record. Medical record Record
Radiography — p—
(CT-MRI‘RI'X-rey |mifg-Lt—r TRE~EGIND &E,T rlggm . DRE E%WPTM dical
etc.) Image- R t R ded in th dical d technologist Medical d ectronic Medical
ge epol ecoraed In € medical record. edical recort
Doctor Record
REEEE B4 |pme. s I BFALT
Date of examination* Eﬁ%%’;uaﬁéhi | d - Fjadﬁfil d Electronic Medical
MRS Time ecorded in the medical record. edical recor Record
Endoscopy N - - - E5 v
BEiff-LAi—h BRE~RREND = PR RFEAT
I } . . Electronic Medical
mage *Report Recorded in the medical record. Doctor Medical record R
ecord
= =
B BRE~RREND _ B B
Date of diagnosis Recorded in the medical record. Medical record ectronic NMedica
RERE Record
Pathol i _ . _ =
e LAR—h PRE~NERINS ‘ffcgrnclﬂgogimst' PR Eeftﬁﬁl;z—Medical
Report Recorded in the medical record. 8! Medical record

Doctor

Record
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REBRT—4IEE REH
Clinical Trial Data Item SERFIE Source Document BEGEEEIEY)
S5E BEH Record Procedure BHiRE EHl4 BB Note
Category Item Record Person Document Name Storage Location
REREE (518) =6 SR BF LT
Principal (Sub) R/I/ d | d Electronic Medical
. e = - Investigator ecical recor Record
PREENLHIND FEBREFL P
REERAR YAETS BAXET7AI
Date of examination |Recorded in or obtained from the medical . /e'j—.’]y—h
record etc. CRC D=0 —k Essential document
Worksheet file
/Electronic
Worksheet
TRERFEAE (5718) R B BEFHILT
I Principal (Sub) e Electronic Medical
(&% Tl I " Medical record
nvestigator Record
Tumor assessment -
BRAXEITFAI
/e —9—k
B CRC =9 —k Essential document
i BRUKEREEDRL, Ri%T D Worksheet file
Assessment Review and record results. /Electronic
Worksheet
R ALY R
TEhHFER WEXEITTAIL
- Results issued by the |Essential document
central review file
organization
TRERFEAE (5318) R B BEFHILT
Principal (Sub) RN Electronic Medical
I . Medical record
nvestigator Record
Sk EIREERETD BEXET7 A
Date of assessment |Record the date of assessment. . /8’7_7/_F
CRC 7= —k Essential document
Worksheet file
/Electronic
BB Worksheet
Disease assessment SREREE (918) =6 B EBEFHILT
a2 Tt

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

T PRICTHRAL. 28RS DBEXEITTAIL
& . N
Assessment Chec!( an.d record at the physical . /e —H—k
examination. CRG 7—9—k Essential document
Worksheet file
/Electronic
Worksheet
SRERFEAE (5748) =6 B BF LT
Principal (Sub) IK\I/I/ - Electronic Medical
" edical record
Investigator Record
=] EiERELHET D LZ\?EI%??»{)b
Date of assessment JRecord the date of assessment. . /8’7_7/_F
CRC 7= —k Essential document
Worksheet file
/Electronic
ECOG PS Worksheet
Karnofsky PS SREREE (44B) ERD Sames BEFhILT
52 R 1

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

W PWICTHEL. RIS WEXEIFAIL
Findings Check and record at the physical /e —H—k
examination. CRC =9 —k Essential document
Worksheet file
/Electronic
Worksheet
RBREE (518) =6 B BF LT
Principal (Sub) I:II/ - Electronic Medical
" edical record
Investigator Record
£33} EiEEERETD BEXETTA N
Date of assessment |Record the date of assessment. . /eU—7/—F
CRC 7= —k Essential document
Worksheet file
/Electronic
BARR Worksheet
Physical findings SAEREME (44B) =MD YT EBEFHILT
2 TRE

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

ERREDERHE
Assessment of
various tests

e PEICTHIL. &S DAXEITAI
Findings Check and record at the physical /eD—H9—k
examination. CRC =9 —k Essential document
Worksheet file
/Electronic
Worksheet
SREREE (518) =6 -, BF LT
PRI

BREEBHERR
Tests assessment
results

LRENTLHRSND

Recorded in the medical record.

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

DAXEITAI
/e =9 —hk
=9 —k Essential document
CRC Worksheet file
/Electronic
Worksheet
o L EHERE LU FE
TENBHR WAXEITAI

Results issued by the
central review
organization

Essential document
file
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REBRT—4IEE REH
Clinical Trial Data Item =74 I Source Document SFEET
FCERFIR #ECEEBES)
S5E BEH Record Procedure BHiRE =g P4 BB Note
Category Item Record Person Document Name Storage Location
B4 -RHA -G ) _
B-#m-EEE-E REREE (518) =6 SR BF LT
EDHE-FARBR- Principal (Sub) l:/l/eai;al record Electronic Medical
F%Eﬁﬁ%*“ﬁﬂ)‘) PREELUAFTS Investigator Record
Adverse event term- f)&'fﬁ%;kl’)%ﬁﬂé,, lﬁafij'd%) WEIZIHCTERER
onset date+end date- | o0 taln from medical records, etc. WEAXEI7AIL
X Obtain from the subject and recorded. JeD—H—k N
outcome-severity - . V= SAERREE (KBEEHEXZEL) FBEAX
AEER- assvessment of CRC 7—o—k Essentla\ document EIFAILARE
HErES serious e\{et'causal Worksheet file }
Adverse Event- relationship *comment| /Electronic If necessary record
Device deficiency Worksheet
SREREE (94R) =60 B BFHLT SAE report (including the sponsor form) is

WE-HEOAE

Treatment-action

ZREELYAFIS
WERE LYBEHRL . FCER TS

Obtain from medical records, etc.

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

WAXEITAI
/e =9 —k

stored in the Essential document file

taken Obtain from the subject and recorded. CRC T—=o—k E_SSSHUG‘ document
Worksheet file
/Electronic
Worksheet
SREREE (918) =6 B BEFHILT
B

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

BRRELYAFTS =
T 5 BRELYBEL, RETD BRXEITA
Drug name Obtain from medical records, etc. . /6’7_7 »—t
Obtain from the subject and recorded. CRC T=I—k Essential document
Worksheet file
/Electronic
Worksheet
BREE DR |, BFIIT
Principal (Sub) = Electronic Medical
A Investigator Medical record Record
PRERELYAFTS e
5 43R0 WERELVERL, 2595 BAXETTAI
Duration Obtain from medical records, etc. . /e'7—.7 »—t
Obtain from the subject and recorded. CRC T—o—k Essential document
Worksheet file
/Electronic
B rasotroni
Concomitant T = Wor = ee_
medication SRERFEE (5748) =6 L BEFHLT
Principal (Sub) = Electronic Medical
. - Investigator Medical record Record
LEEFLVAFID 7
&5EM L B WEXEITAIL
B5mE W LRBL. B8TS =
itant Obtain from medical records, etc. . /3’7_7/_F
concomitant use Obtain from the subject and recorded. CRC T=I—k Essential document
Worksheet file
/Electronic
Worksheet
BREE G ER |, RIS
Principal (Sub) RN Electronic Medical
= A Investigator Medical record Record
BE5Z®-R58 5 |ZRRELVAFIS Pop=m—— B
R WERESVEEL, BT 5 BEXEITANL | pm LR
Route-Dosage* Obtain from medical records, etc. . /e'7—.7 »—t If necessary record
Dosage form,etc. Obtain from the subject and recorded. CRC T—ov—k Essential document
Worksheet file
/Electronic
Worksheet
SREREFME (5748) =R i EBEFOILT
Principal (Sub) R Electronic Medical
- Investigator Medical record Record
BRBELYAFTS TR
A% WERE LUBEIL. 28T D BAXEITAIL
Name of therapy Obtain from medical records, etc. . /elj_?/_F
Obtain from the subject and recorded. CRC T=I—k Essential document
Worksheet file
/Electronic
Worksheet
SAEREME (44B) =MD iR BF LT
Principal (Sub) RN Electronic Medical
A Investigator Medical record Record
PRRELYAFTS e
GRS PR WERE SVEEL, T 5 BAXETTAN
Concomitant Therapy |Duration Obtain from medical records, etc. . /e'j—? =k
Obtain from the subject and recorded. CRC T—ov—k Essential document
Worksheet file
/Electronic
Worksheet
SRREE (918) =6 -, BF LT
PRI

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

N PREELYAFID 7
s WRESYBEL, £8RT5 BEXET7
itant Obtain from medical records, etc. . /39—7/—h
concomtant use Obtain from the subject and recorded. CRC x_kljl;/_tF ]E‘Sse"t'a‘ document
orkshee ile
/Electronic
Worksheet
TRERMLSR - ABREE B = + ﬁﬁt&;—-l&Rsé
4 i o RA— - WRSVRATLELYAF AT LFERYEME]
Investigational VR IHIERS WEAXEI7AIL N e
devices* AIIocationl:ll'esults, neHEE Essential document BEITIELTRE

Investigational
medical product

etc.

Obtain from the registration centerIWRS,
etc.

Reports sent from
registration centers*
IWRS, etc.

file

If necessary stored
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REBRT—4IEE REH
Clinical Trial Data Item SERFIE Source Document BEGEEEIEY)
S5E BEH Record Procedure BHiRE EHl4 BB Note
Category Item Record Person Document Name Storage Location
REREE (518) =6 BEs BF LT
Principal (Sub) R/I/ - Electronic Medical
! edical record
Investigator Record
HEREANSDERXIFEERZLYAF WEXEITTAIL
L. &893 CRC /eI —H—k
BE5HM- %50 PRBEFELYAFITD D=0 —k Essential document
Duration*Day Obtained from the subject or from the y Worksheet file
patient diary and recorded. B?%WZ@‘Jj /Electronic
Obtain from medical records, etc. Hospital staff Worksheet
e R RAXETTAIL
. - " Essential document
Subject Patient diary file
BRALE (D10 B[ oo BT
Principal (Sub) R/I/ - Electronic Medical
! edical record
Investigator Record
HRENODERXIFEERZLVAF WAXEITAI
L.528%9% CRC /e =9 —hk
%555 PRBELIYAFTD =9 =k Essential document
Time Obtained from the subject or from the y Worksheet file
patient diary and recorded. B?%WZ@‘Jj /Electronic
T Obtain from medical records, etc. Hospital staff Worksheet
JEERZEIY p S
AZ 3=
Dosing status of HERE mER I'EZ IEXCVE‘ Z?'f)b
investigational Subject Patient diary fl‘ssentla locument
medical product - L —
BRALE (D10 B[ oo BT LT
Principal (Sub) R/I/ - Electronic Medical
! edical record
Investigator Record
WRENMOERITEEBRIYAT DBEAXEITTAIL
L. &% % CRC JeT—H—h
B’58 PERBELYAFTD D=9 —k Essential document
Dose Obtain from the subject or from the patient . Worksheet file
diary and recorded. ﬁng‘Jj /Electronic
Obtain from medical records, etc. Hospital staff Worksheet
R R LAXETTAIL
Subi e " Essential document
ubject Patient diary file
SREREE (918) =6 Bame BEF LT
WE-HE- XV EUZ;?;;EOSFUM Medical record Ef:;;zmc Medical
EnHELER o
Presence or absence |EBBREFLYAFTS MWEX§?7‘“L’
of dose reduction* Obtain from medical records, etc. . /e'7—.7‘/—|~
Dose increase* CRC =9 —k Essential document
Skip, etc. and reason Worksheet file .
/Electronic
Worksheet
AREE (918) =6 B BF LT
R

Principal (Sub)
Investigator

Medical record

Electronic Medical
Record

T i —b - R AR

% WEAXETTAIV
Questionnaire* Essential document
Evaluation file
forms etc.
= RALEREM (BFERAST)LYAF —
T —hFHEAR | g ¥z = CRC BEXEITAI
h . . Implementation date |Obtain from completed records (including . /e'7—.7*/—|~
Questionnaire* electronic media). D=9 —k Essential document
Evaluation Worksheet file
Forms etc. /Electronic
Worksheet
T 4 —b- R AR
% DBEXETTAIL
*&E%% Questionnaire* Essential document
Subjeot Evaluation file
forms etc.
RALEREM (BFERAST)LYAF NP
R T3 waE Folr—t% BAXEIT AL
Results Obtain from completed records (including |Subject Questionnaire etc. il
electronic media). e
REREE (918) =6 S EBEFHILT
Principal (Sub) RN Electronic Medical
! Medical record
Investigator Record
WEAXEITTAIL
PR /e7—Y—t RiERREE B LLAXET7 LR
pit) prt) R FRERRFCERT S 72— —k Essential document |'&
Deviation Deviation Record the deviation when it is found. Worksheet file Clinical trial progress report is stored in
CRC /Electronic the Essential document file.
Worksheet
BAXE
. BRAXETTAIL
S Essential document
Deviation report form file
REREE (918) =6 S EBEFHILT
Principal (Sub) RN Electronic Medical
Investigator Medical record Record
RERE LYBRERL . BT D 7
PL/#ETH SEBELYUATTS WANXETTAIL
Blicuntlnuatlon/End Obtain from the subject and recorded. . /e'j—?*/—h
ate Obtain from medical records, etc. CRC T—ov—k Essential document
fik /R TICH®RDE Worksheet file
23 /Electronic
Worksheet
Discontinuation/ RRER (A1) B |, EEZye
E 574

Termination Record

ik /4 TR
Reason for
discontinuation/
termination

DEICGCTHIE/RTERERET D
Record reason for
discontinuation/termination If necessary.

Principal (Sub)
Investigator

CRC

Medical record

Electronic Medical
Record

T—5L—h
Worksheet

WAXEITAI
/e =9 —hk

Essential document
file

/Electronic
Worksheet
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With Attachment

/ /

Signature date

4

REBRT—4IEE REH
Clinical Trial Data Item 4R FIE Source Document #ECEEBES)
S5E BEH Record Procedure BHiRE =g P4 BB Note
Category Item Record Person Document Name Storage Location
BRAR ST B RFNT
Hospi . Electronic Medical
ospital staff Medical record Record
PEREELYAFTS SAEA AT (4)
5 ol = ; WENE
EEHE BRESSVEDL. RETS BRI (58 6 DAZWI7 AN
K . . Principal (Sub) /eD—0—k
Survival surveys Obtain from medical records, etc. I tiat Y .
Obtain from the subject, etc., and recorded.|""V®S!"&at" T=IY—h Essentla\ document
Worksheet file
CRC /Electronic
EFRE Worksheet
Survival surveys - & I
BRMR ST B BEALT
. . ectronic Medical
Hospital staff Medical record Record
i B R s s ARELE (D) B BAXEI7 A1
Subsequent Obtain from medical‘records etc. Principal (Sub) /e —JY—h
treatment Obtain from the subject, etc., and recorded. Investigator =5 —k Essentla\ document
Worksheet file
CRC /Electronic
Worksheet
BIlREL No Attachment
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