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Note: Worksheets and other paper documents generated will be scanned and stored in the Subject File. If it becomes necessary to revise the Source Documents after scanning, the Worksheet or other

paper media will be revised but not re—scanned.

ART —3RE

Date of Diagnosis,

Regarding the information recorded prior to the study enrollment

Clinical Trial Data Hem LD o BT e T W% CERBIAF) Note
%48 Category IHH ltem ABSRFIE Record Procedure RO Record Person H¥HL Document Name BREIEA Storage Location
HWREER |REREH HRENREL-HERZAT S, WERE Subject REXE Informed Consent Form | ¥ 7))L Electronic Medical Record |RIEEFETDESR, BEMNT T L&, EFHLTICRYRENS, AEEORAIE
Subject Date of Written Write the date of consent. SRERNILT Subject File BRBHALTIZRET S,
Background Informed Consent The Informed Consent Form will be scanned into the Electronic Medical Record after all signatures
Obtained and records have been completed.
The original Written Informed Consent Form shall be kept in the Subject File.
W-IIERIZHE HEREICOBICTHALBGEOEBREZHIALIILERRT 5. ARER Principal (Sub) Progress Record Electronic Medical Record
HEOBEIZLD Record the explanation and the confirmation of the subject’s (748) EEm Investigator Worksheet T|FHILT Electronic Medical Record
EEEZEA willingness for remaining in the study. SBERNJLT Subject File
The confirmation
date of willingness
orally
(new information
provided etc.)
SERBR-HR HREDEFANTOERBREYEHET 5. EEE Medical Affairs BEEX Patient Basic EFHILT Electronic Medical Record
Date of Birth, Sex Record the information obtained from Ptient Basic of Electronic Section
Medical Record. CRC CRC J—5HS—k  Worksheet EFHILT Electronic Medical Record
SREXRAILT  Subject File
N HERE LYREMY. 8839 5. SBEREE Principal (Sub) =9 —k Worksheet BT|EFHILT Electronic Medical Record
Race Interview the subject and record it. (ﬁ;ﬂ) Egi‘ﬁ Investigator EXDJLT . Subject File
CRC CRC 7—5—k Worksheet T|FHILT Electronic Medical Record
SREXAILT  Subject File
LR WERE LUREEY, B8R T 5. Physician fEseEnr - Progress Record EFAILT Electronic Medical Record [#EBDERZT—EAHAH5E . ARFEE (H18) ERAHIML. 7—I2—HZ
Smoking History Interview the subject and record it. E & i ERFELE-LOZRERET S,
ERERE Nurse If the data found in the multiple materials, the data judged by the Principal (Sub) Investigator and
Drinking History Principal (Sub) Progress Record recorded in the Worksheet shall be deemed Source Document.
BRI S Investigator Worksheet EFAILT Electronic Medical Record
Menopausal Age CRC Worksheet SBERHJLT Subject File
Clinical Trial Record
BEFEFE- RE/ D% RERSMEIORBIRER. BRLBRFOFERIHL. EEEf Physician Progress Record BFHILT  Electronic Medical Record [#EBDERICT—EAHAH5E . AREE (H18) ERAHIEL., 7—I2—HZ
A HHE BB WO THERE LYREEY., T8RS 5. # Patient Referral Document | ERLELOERERENET S,
Past Medical Disease/Diagnosis Regarding the information from the Progress Record and the Nursing Nurse ursing Recort If the data found in the multiple materials, the data judged by the Principal (Sub) Investigator and
History/ Duration of Disease Record (e.g. SOAP) recorded prior to the study enrollment, reconfirm ,ﬁ,ﬁﬁ& Principal (Sub) Progress Record recorded in the Worksheet shall be deemed Source Document.
Complication and record them from interview with the subject. (4M4B)ERR Investigator Worksheet BEHILTF Eiectronic Medical Record
SAER A JLT Subject File
CRC CRC Clinical Trial Record Electronic Medical Record
BHEDNTEE WRELYBEERY . AREE (58 B HIEL. B8RT 5. [[AREE Principal (Sub) Progress Record Electronic Medical Record
Level of Interview the subject and record the level judged by the Principal (548) EER Investigator Worksheet Electronic Medical Record
Complications (Sub) Investigator. SBER A LT Subject File
RIRE -0 AERSMAIDRBI R, BECHEFOFRMISHL. EEEf Physician Progress Record EFAILT Electronic Medical Record [#EBDERIZT—EAHAH5E X, AREE (H18) ERAHIML. 7—I2—HZ
Family History Whether or not Family |28 THRERE LYBZMY. 508k d 5, 2 Patient Referral D ERLE-LOEREHET D,
History is available. Regarding the information recorded prior to the study enrollment Nurse Nursing Record If the data found in the multiple materials, the data judged by the Principal (Sub) Investigator and
If available, details. from the Progress Record and the Nursing Record (e.g. SOAP), ,.u EE Principal (Sub) Progress Record recorded in the Worksheet shall be deemed Source Document.
reconfirm them from interview with the subject, and then record (948) EEF Investigator Worksheet E?ﬁ)b? Electronic Medical Record
them. SBERNJLT Subject File
BRE LG ARSMAIORBIL G, BECHEFOBRICHL. ROTH |EH Physician Progress Record EFHILT Electronic Medical Record [##BDERITT—2h\HDBE (&, AREE (518) EEAHIML, 7—0P—HC
History of PEe (AR BELYMETEIY., LRI 5, . Patient Referral Document | REL-LOZERERET D,
Present lliness  |Stage. RI;ABRE REREELYAFTS, Efi Nurse Nursing Record If the data found in the multiple materials, the data judged by the Principal (Sub) Investigator and

recorded in the Worksheet shall be deemed Source Document.

If the data found in the multiple materials, the data judged by the Principal (Sub) Investigator and

If the data found in the multiple materials, the data judged by the Principal (Sub) Investigator and

Name of Diagnosis from the Progress Record and the nursing record (e.g. SOAP), /ugﬁﬁ{i Principal (Sub) Progress Record
(Histological Type), reconfirm them from interview with the subject, and then record (ﬁ;ﬂ) Egm Investigator Worksheet E?ﬁ)b? Electronic Medical Record
Stage, them. SBERAJLT Subject File
Previous Treatment Obtain the information from pathology reports.
CES T EEA . RERR. |[LAR(BEFIR) OREBEELYBEESIY. BT 5. BEEh Physician Progress Record EFAILT Electronic Medical Record [#EBDERZT—EAHAHHE . AREE (H18) ERAHIML. 7—I2—HZ
Concomitant AiE-HE. Record the information based on the Prescription Records i REL-LOZERERET D,
Medication B E AR (Medication Log Book) and interview with the subject. Nurse
Drug Name, Route, Principal (Sub) Progress Record recorded in the Worksheet shall be deemed Source Document.
Dosage, Duration (74B)EAR  Investigator Worksheet FEFHILT Electronic Medical Record
CRC CRC Worksheet SBERAJLT Subject File
Copy of Medication Log
Book
Clinical Trial Record
B E5HEAH WERE LYREIY . EZMHIMOLEEHET 5. EER Physician Progress Record EFHILT Electronic Medical Record
Reason for Use/ BBILHEREFEIYAFT S, Patient Referral Document
Indication Interview the subject and record the reason based on medical SBEREE Principal (Sub) Progress Record
judgment. (548)ERR  Investigator Worksheet BFAILT Electronic Medical Record
Obtain the information from Progress Record, etc. SBERAJLT  Subject File
il BiEh. GHAYRE  [ERELVESIY. BHT 2. Physician Progress Record EFAILT Electronic Medical Record [#EBDERIZT—EAHAHHE X, AREE (H18) EEAHIML. 7—I2—HZ
Concurrent Name of Concurrent  |#ZBERFHFLIYAFTS, Patient Referral Document | ERFELE-LOZRERET S,
Therapy Therapy Interview the subject and record it. Nurse ursing Recort
Duration of Concurrent |Obtain the information from Progress Record etc. Principal (Sub) Progress Record recorded in the Worksheet shall be deemed Source Document.
Therapy Investigator Worksheet Electronic Medical Record
CRC Worksheet Subject File
Clinical Trial Record Electronic Medical Record
GrRER WERE LYREIY . EZMHIMOLEEHET 5. EER Physician Progress Record EFHILT Electronic Medical Record
Reason for Interview the subject and record the reason based on medical Patient Referral Document""

Date of Infusion
Time of Infusion

The start and end time of administration of study drug are recorded
in the Progress Record or Injection Order Form.

Subject File

Principal (Sub)

Progress Record

Electronic Medical Record

Concurrent Theapy ~ [{udgment. SAEEE Principal (Sub) Progress Record
(448) EER Investigator Worksheet F|FHILT Electronic Medical Record
SBERAJLT  Subject File
SAERZEIER E3 e ARERGEEICEDON:-FIBICHVERBZEESEAFT SRERETE Principal (Sub) mhHE Prescription EFAHILT Electronic Medical Record [IXRSY AT LMSDA—)LIZDWTIE, TUL T IR TREHILTICIRE T S,
Study Drug BB Obtain the product number in accordance with the procedure (74B)EfR  Investigator SEST DA —H — Injection Order Emails from IXRS system shall be printed out and stored in Subject File.
e Study Drug Number described in the protocol. SBEREE Principal (Sub) IXRSMBMFAX  Fax from IXRS, Email, EFHILT Electronic Medical Record
Date of Allocation (548) EER Investigator A—)L, BEREZE Registration Form SBERHJLT Subject File
CRC
A = 1P (Study Drug) B i Investigational Products =5E Principal Investigator's File [$& = ﬁﬁl#!ld:ﬁﬁﬂ‘a‘ﬁl'{ EL. REMICIXE 774”/’\{% 9 5,
(€= 1:0)E=] Administrator Accountability Log T7AIL The Logs shall be kept in the Pharmacy Department during the study, and finally, be placed in
(Assistant) the Principal Investigator's File.
AO)—=2T | e Ba—k  (FIBEIHVI—FEAFT S, RREE Principal (Sub) IXRSANDDFAX  Fax from IXRS, Email, SBERALT Subject File
)R+ Subject FIEIHEWREEERT S, ((518) =6 Investigator A=)l BERE  Registration Form e i
Screening List |Identification Code Obtain the Code following the procedure. CRC CRC RERFE A1) —  Subject Screening List Principal Investigator's File [JRERIR T B, RV —=—V ) ZBIIBEEERI7AIVIZIRE T b,
Create the List following the procedure. :47%% At the end of the study, the Subject Screening List is stored in the Principal Investigator's File.
BIREORER B/ IRsEE BIR/BNEEEZHERL. EET 5. RRREE Principal (Sub) BIR/BRIMELE  Inclusion/Exclusion Criteria Electronic Medical Record | @& D EEBKZER S ) RARITIEBIEGZIERT 5,
Eligibility Inclusion/ Review the eligibility based on the Inclusion/Exclusion Criteria and (ﬁ;ﬂ) Egi‘ﬁ Investigator Form Subject File Opinions regarding ambiguous eligibility shall be noted in the Progress Record.
Verification Exclusion Criteria sign the Form. Progress Record Electronic Medical Record
SABREE BEHH. R5E |EREHNSOMTMYREEZFAZFLVERARKRETHRT S, AREE Principal (Sub) Progress Record Electronic Medical Record |ARBRABNAAIREMEN HDHE (X, RBILEZTHS,
BB (NAREE) Record the status of taking the drugs based on interview with the Investigator Worksheet Electronic Medical Record | (RINIRMBHo1=1BA . MBI T, RIXGHLE)
Dosing Status Period of subject and the Patient Diary. CRC Worksheet Subject File If there is a possibility of filling omission, fill the supplemental information in the Progress Record
of Study Drug Administration, WERE N SRASN-BREDOBMELHET S, Clinical Trial Record Electronic Medical Record |(medical record). (e.g. taking omission, dose reduction order, misadministration.)
Dosage Record the remaining drug’s count returned by the subject. | BEBRXEABRNILTRKIZREET S,
(Oral Medication) BB REICEEREXT S Record in the Patient Diary. RERE Subject Patient Diary SRERAJLT  Subject File The Patient Diary shall be kept in the same way as the Subject File.
BEB-R5RMH  |ARECKRSMA. RTEZIZ. BBREHIVLIHEIC |FHE Nurse Nursing Record BFHILT. Electronic Medical Record | ABRTREDIHE(E, EHZRXBFHILTDA—F T VAT L(KBAN) ERE
[¢z2E9) REEShB. Injection Order Form Electronic Medical Record |9 51=8. EETZEFFEELEL,

In the case of administration during hospitalization, the paper of injection order form is not issued
because the Electronic Medical Record Ordering System (implementation entry) prioritizes over
the paper record.

(Injection) Investigator Worksheet Electronic Medical Record
CRC Worksheet Subject File
e Clinical Trial Record 2 Electronic Medical Record
BB REICEERIXT Do Record in the Patient Diary. Subject Progress Record SBERHJLT  Subject File
BEs EHA—SF—BIZANT S, Principal (Sub) Progress Record EF LT, Electronic Medical Record
Dosage BEhHETREEICEEN DB EIXRHET D, Investigator Worksheet T|FHILT Electronic Medical Record
(Injection) Enter the dosage in the Electronic Medical Record when it is ordered.[ CRC CRC Worksheet ;E%jj)l/? Subject File
Record any dose changes due to dose interruptions etc. Clinical Trial Record FHJLT Electronic Medical Record
INAA2JL BREEKB ERRICAEL-BEERET 5. SAEBRET Principal (Sub) Progress Record BT|FHILT Electronic Medical Record
Vital Signs EheER Record the actual date and time performed. (518) E&m Investigator
Date and Time Physician
Performed Nurse Progress Record
Progress Chart
GRC GRG Workshoer EEHILF Electronic Medioal Record
JAERAJLT . Subject File
Clinical Trial Record HJLT Electronic Medical Record
KR ImE KR OBIEZE TR T 5. SRRERE Principal (Sub) Progress Record EFAILT Electronic Medical Record
[GiEE:S BEMESORIELRERT B, (5}4B) EfF  Investigator
BERMBRREIE |/ FIA-F—0HIEERET D, EE Physician
Temperature Record the value of thermometer. Ef Nurse Progress Record
Blood Pressure Record the values of automatic sphygmomanometer. Progress Chart
Pulse Rate Record the value of pulse oximeter. CRC CRC Progress Record
Sp02 Worksheet EFHILF Eiectronic Medical Record
SRERAJLT Subject File
Ciinioal Trial Record EFXH)LF Electronic Medioal Record
[EdE= eI # A RIEL ., S8R T %o SBEBRET Principal (Sub) Progress Record BT|FHILT Electronic Medical Record
Respiratory rate FIRE=SA—DBIEZRET 5. (54B)ERT Investigator

Record the count of the subjects’ respiratory. Egi‘ﬁ . Physician
Record the value of a respiratory monitor. Ei‘ﬁ Nurse Progress Record
Progress Chart
CRC CRC Progress Chart
Clinical Trial Record
Worksheer EEHILF Electronic Medioal Record
SBERAJLT Subject File
SR KE BRI AREHTAESNI-EEEERT S, SREREE Principal (Sub) Progress Record BT|FHILT Electronic Medical Record
Height Record the values of measured hight and weight. (ﬁ;ﬂ) Egm Investigator
Weight e Physician
Ei‘ﬁ Nurse Progress Record
Patient Basic
CRC CRC Patient Basic

Worksheet

EEHILT Electronic Medical Record
SBERNILT  Subject File

ART—HELTRATAER ARERAETH - (LeCREANTIRSIUIZES S
BRICBVWTEMDT—INHFAETHHE . 7—IV—MIRRLLDERENLET S,
Which value is adopted as clinical trial data is in accordance with the protocol or eCRF input
guidelines.

If multiple pieces of data exist in the clinical, the data recorded in the Worksheet shall be

deemed source document.
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cmﬁﬁ%i.l gfaaltam JREH Source Dooument: EECEREIRE) Notes
> ¥iCategory IR Bltem B8%FIE Record Procedure 2% Record Person EHI4 Document Name ﬁE i Ffr Storage Location
B ECOG PS. WEBREOREIYHIEL. BHET 5, [ Physician £ Progress Rcord Electronic Medical Record |ERERIZEBVNTEBMD T —ANEETEBEIEL. 7—I —MIRBLELOERERET S,
Physical KarnofskyPS Record the result based on the subject’s condition. REREE Principal (Sub) Progress Rcord Electronic Medical Record [If multiple pieces of data exist in the clinical, the data recorded in the Worksheet shall be
Examination (548) EED Investigator Worksheet Subject File deemed Source Document.
BARR UERERATEET S, EAT Physician Progress Rcord Electronic Medical Record
Physical Record the findings based on the examination. BREREE Principal (Sub) Progress Rcord Electronic Medical Record
Examination Findings (4318) E6m Investigator Worksheet SBERAJLT  Subject File
HERE FTE Fohr—k WERENEETAT S, WERE Subject Questionnaire SRERNILT Subject File RE.ARBMNOTUr—MEEZHRELTEBLEN, RX v T RBALTIZRET S,
Subject Evaluation| Questionnaire Fill in the questionnaire. In principle, questionnaires and other materials for research purposes shall not be shared as medical
treatment. Store them in the Subject File without scanning.
ERIRIRE REKEE BREEKBEEICDEREELAT S, CRC CRC REKEE Lab Test Request Form  |;AERFJLT Subject File REKBEIDAXELLTRET 5.
Clinical BLERE) Fill in the Test Request Form. Store the Lab Test Request Form as an essential document.
Laboratory Test |Test Request Form
(Outsourced Lab Test)
BRAXER [FEmRzE] BREMN Medical Laboratory | iRE#ER Test Result EFHILT Electronic Medical Record |#RARIERZILT—2S—MI5E 8T .
FREREFRE BFOLT (BRERER) IZHHET 5. Division SRE-PREPRESUNSEEHSEZATRAREL (0B EMICKHEROMHR
Date of Collection [In-house lab test] CRC CRC 7= —k Worksheet BFAILT Electronic Medical Record |&4T3,
Time of Collection Record in the Electronic Medical Record (Test Results). SAERAILT  Subject File BE| REFZERIZERBO—HHELTHEAL. AX VYU RABBRNILTIZRET 5.
[V 7] CRC CRC BREKES Lab Test Request Form  |;4B&JLT Subject File BRARIMBEOBIZETEFNILTICRAF YT 5,
BEEREKREZICEHT 5. Record the sample collection time on the Worksheet.
[Outsourced lab test] —H9 —k Worksheet BFHILT Electronic Medical Record |After receiving the report from the outsourcing/central laboratory company, the Principal
Record the collection date (and time) on the Test Request Form. SAERAILT  Subject File (Sub) Investigator reviews the results.
7o fE R R I HERE LYREMY. 8839 5. CRC CRC BREKEE Lab Test Request Form ZEFHILT Electronic Medical Record |In principle, the test results are shared as a part of medical treatment course and stored in
Fasting Interview the subject and record it. SRERNILT Subject File the Subject File after scanning.
Blood Collection )—H—k Worksheet Scan into the Electronic Medical Record by date of collection.
RAIEfE BREME RN ORERRESECEHINS, BRER Medical Laboratory | {252 Test Result EFHILT Electronic Medical Record
Measurements The measurements are recorded in the Report Form Division .
from the laboratory. (in—house /outsourced). SERRE ST Lab Test Company [#REHERFEE Test Result Report Form %%h}LT Electronic Medical Record
(outsourced) (943F) (outsourced) F Subject File
BREFREDOERK HIPFLRET . RREME Principal (Sub) B3 Progress Reord Electronic Medical Record |5 PR 2 i B0 0D i ok 0 5 2 0D WE 5 /5 3 I . SABR B < —F B0
HEEDEE Record the judgement if they are clinically significant or not. (548) EAf Investigator =5 —k Worksheet Electronic Medical Record |Per each study, unify the method regarding the confirmation of the in—house lab test results if
Clinically BREFERERESE Lab Test Result Report SAERNILT Subject File they are clinically significant or not.
Significant or Not
DERRE BREEER ERICKRELE-ABEDERIERLAR—NIEHET 5. BRER Medical Laboratory |PACSZ R PACS Reference BTEFAHILT Electronic Medical Record |BREMED EHLR—r L, RAICEMIMEERBEZRHE. 557 5,
Electro— BREEmEZ Record the actual performed date and time on the ECG Waveform Division HAIRREFER  Physiological Function Test HEE Y Certified Copy THH_EFAELT. BEL . B EELEET 5.
cardiogram Date of the Test Report. Results Certified Copyl&EARELLIZRET S,
Time of the Test CRC CRC J—9Y—k  Worksheet EFHILT Electronic Medical Record |BEPRILER : #IEQTMHRIL. QTc:QTeB./QTcF TREEkSN S, ELLERATHMME
BRLR— ECG Waveform Report SREEHILT Subject File SREREMEETEEICHES,
(BE5#R) (rental device) The thermal paper waveform report written with the investigator's evaluation and the date
DERIER DB R—MNIEET 5. BRER Medical Laboratory [PACSZ R PACS Reference EFHILT Electronic Medical Record |shall be copied.
DER/NNSGA—S Record them on the ECG Waveform Report. Division The copied report is marked with the Certified Copy and stored with signed and dated.
ECG Waveform CRC CRC T—9—k  Worksheet EFHILT Electronic Medical Record |The Gertified Copy shall be stored with the original.
ECG Parameter SAERAILT  Subject File In-house ECG: Corrected QT interval is recorded in QTc: QTcB/QTcF. Follow the protocol
R DERER. /INSA—2ZE(IZEVHIEL., 283 T 5. Physician Progress Rcord BTEFHILT Electronic Medical Record |to determine which data shall be adopted.
Findings Record the medical judgement based on the ECG wave form and/or | Principal (Sub) Progress Rcord FRICDOVNTIX RREE (H18) EfmAHIBL T —2> —MIEHEL-L 0%
parameter etc. (/\#El) E&h Investigator Worksheet FEFHILT Electronic Medical Record |[REH&ET S,
T Central Analysis Results SRERAJLT Subject File Regarding the medical findings, the data recorded by the Principal (Sub) Investigator shall be
WwEE deemed Source Document.
FEREEERE |REXERBS ERICRAEL-ABEERIS R RESIZHHET 5. BRES Medical Laboratory [t E}R LR Physiological Function Test|ZF#HJLT Electronic Medical Record
Respiratory BREERERZ Record the actual performed date and time on the Respiratory Division Results
Function Test Date Performed Function Test Report. CRC CRC =9 —k Worksheet Electronic Medical Record
Time Performed Subject File
BIEEE LR R A SREZ (2T . BREL Medical Laboratory | £ BR{R & #EE  Physiological Function Test| & F/JLF Electronic Medical Record
SBIEE Record on the Respiratory Function Test Report. Division Results
The Category CRC CRC =9 —k Worksheet TFHILT Electronic Medical Record
Measurements SBERAJLT  Subject File
i RRA0TF L, 70— KR 1—LEREEYHIEL. = Physician [ EERES Progress Reord BFAILT Electronic Medical Record | MO AR T —45\5 55 &3 EREE (58 B HHRL . T —5S—rZHE U~
Findings B, 7= —MERT B, LDEFRERLET D,
Evaluate based on the spirogram and flow volume curves etc, and REREE Principal (Sub) Progress Rcord If the data found in the multiple materials, the data judged by the Principal (Sub) Investigator and
record it in the Medical Record (e.g. SOAP) and the Worksheet. (548) ERD Investigator 7= —k Worksheet EEFAHILT Electronic Medical Record |recorded in the Worksheet shall be deemed Source Document.
SBERAILT  Subject File
DIO— BEERA ERICREL-BEELII—LR—NIREHET 3, BRELR Medical Laboratory [PACSZ BB PACS Reference BFAILT Electronic Medical Record
Echocardiography | @& E iR X Record the actual performed date and time on the echocardiography Division
Date Performed report. CRC CRC 7= —k Worksheet T|FHILT Electronic Medical Record
Time Performed SBERAJLT  Subject File
LVEF AL, DTI—LR—MNR&ET 5. BREH Medical Laboratory [PACSZ B8 PACS Reference BFHILT Electronic Medical Record | TAI—JLIZFRTE AL MG S [ETeichholziZ DEFE{EFAT 5
Measure and record it in the echocardiographic report. Division If not specified in the protocol, use the Teichholz method EF.
R DIa—LR—rEYHIEL, 25BT 5, EEm Physician Progress Rcord FEFHILT Electronic Medical Record [N EHICT 21 HSHE L. EBREMF (518 EEFALIEL, 7—9>—MIRE8L
Findings Evaluate based on the echocardiographic report and record them.  [AEREFE Principal (Sub) Progress Record BDEREMES S,
(4318) E6m Investigator =9 —k Worksheet TFHILT Electronic Medical Record |If the data found in the multiple materials, the data judged by the Principal (Sub) Investigator and
SBERNJLT  Subject File recorded in the Worksheet shall be deemed Source Document.
XIRRRE X-ray |BREEER ERICREL-BBEFEBROLR—MNIRERT 5, T EHRER Radiation PACSZ R PACS Reference EFHILT Electronic Medical Record
CTHRE CT scan |IREEHEHZI Record the actual performed date and time on Department
MRIt&Z Date Performed the images and/or the reports. CRC CRC =9 —k Worksheet T|FHILT Electronic Medical Record
MRI scan Time Performed SAEENILT Subject File
RI#RE RI scan
NRFRE R Ef&EYHIMTL, 3289 5, EEh Physician 2B Progress Rcord EFHILT Electronic Medical Record
Endoscopy Findings Evaluate based on the images and record them. _
EREE BREREE Principal (Sub) Progress Record EF LT Electronic Medical Record
Ultrasound (4318) E6m Investigator Worksheet BEFHILT Electronic Medical Record
PET-CTHE SRBRAILT Subject File
PET-CT scan
[E T ETRES CTZ & YRECISTIZ;A>TEHAL . 8k . [EAT Physician Progress Reord Electronic Medical Record |FHAILzI@B R DR E (RRFLEER) OATEEEZDFEIZQTRE
Tumor Evaluation | (RECIST) Evaluate the tumor in accordance with RECIST based on the CT REBREE Principal (Sub) Progress Reord Electronic Medical Record (@:n: —EHRILRERELTHESE QY (0 LB HEREBOEFHILTHANEER)
Evaluation Details images etc., and record them. (448) EER Investigator — Worksheet SAERNJLT Subject File Store the screen data with measured lesion of tumor axis (major or minor) by MDor@.
(RECIST) A E 1B E 0D Hard copy of the Measured (DHard-copy the screen data, fill the signature and date by the evaluate person in the paper and
N—FRaE— Screen store it as a source document. @Record the screen data in the Electronic Medical Record.
AEER =54 WERE SUBEEY, LT 5, Physician V:@ui‘,ﬁ Progress Reord EFAILT Electronic Medical Record [#EBDRERICELLRBTRBINTISIEE AREM (9B EMINBETLERA
Adverse Event | RIRA RiBESR, BHLE. BERRELYERINEL. HESRL R &£ Patient Referral Document | EBRFL. 7O —MIRET S RERICFENHDEELARET (518) EMMH
Event Term HIEFL-BR A -BEERET 5. Nurse Nursing Record BEFHILT Electronic Medical Record |A*hAEEE%T 5,

Date of Onset

BERREFOREMBRLYERT 5.

Record it based on interviews with the subject and/or Patient

Interview the subject and record it. Principal (Sub) Progress Rcord %%h}bT Electronic Medical Record

Collect the information from Progress Record, Nursing Record and/or| ( 3 Investigator Worksheet LER Subject File

Patient Diary etc, and then record the event term and the clinical CRC Clinical Trial Report Electronic Medical Record

course of the event determined to be Adverse Event.

Record them based on the results of clinical lab test etc. Subject Patient Diary SBERAJLT  Subject File
RE HRELVEEZEAFLLER. BRBREORERREETEM Physician Progress Reord BEFANILT Electronic Medical Record
Degree MEITL., 588k 5. —

Record it based on interview with the subject, lab test results etc. BREREE Principal (Sub) Progress Rcord Electronic Medical Record

(i) Investisator Worksheet Subject File

BEEDHTE WERELVEBAFLLZER. BRREZOREERCER AREF Principal (Sub) Progress Rcord Electronic Medical Record
Assessment of HFIMTLRRERT D, (5348) EEF Investigator Worksheet Electronic Medical Record
Severity Record it assessed by the PI(SI) based on interview with the subject, SAERNJLT Subject File

lab test results ect.
MEDORE M%d)lﬂa’&:ﬁﬁ?’é EER Physician Progress Rcord TEFHILT Electronic Medical Record
Details of PRIERIZEHEOWBRELIVYEIZEIY. iLHFET 5. E Patient Referral Document
the Treatment Record the details of the treatments. B Nurse Nursing Record Electronic Medical Record

HE Principal (Sub)

Progress Rcord

Electronic Medical Record

MR TRESN-IGE . DRIERRBEE I TV — M ETREERT
EREGAHTER(EX)ORBENRZ. EMHIFICEIE REShEEHELD,
If multiple source documents contain different descriptions, the Principal (sub) Investigator
determines the appropriate event term and record it in the Worksheet.

If there are inconsistencies in the source documents, the Investigator records the comment
regarding the inconsistencies.

If the subject received any treatment at the other hospital, record it in the Worksheet etc,
or keep the Patient Referral Document as record.

The description (in English) of Serious Adverse Event based on the Investigator's judgment
shall be stored as Source Documents.

Referral Documents etc. (/\*E) EEBf Investigator Worksheet Electronic Medical Record
Subject File
CRC Clinical Trial Record Electronic Medical Record
Subject Patient Diary SBERAJLT Subject File
BIR-EIR A WERE KYRIEHY. R8T S, Physician Progress Rcord EFHILT Electronic Medical Record
Outcome and SBRROEERE, BEOBLYRBATL, BET5. E Patient Referral Document |
the Date BERRESORERERKYEHET S, Nurse Nursing Record BEFHILT Electronic Medical Record
Interview the subject and record it. SBER Principal (Sub) Progress Rcord
Record it based on Progress Record, Nursing Record or Patient Diary (/\#El) EHf Investigator Worksheet Electronic Medical Record
etc. Subject File
Record it based on the results of the clinical lab test etc. CRC CRC Clinical Trial Record Electronic Medical Record
HERE Subject Patient Diary SBERAJLT  Subject File
FERE & BEHRELYAFL-ER. BRRESFORERRESECTEMS [ARHEE Principal (Sub) Progress Rcord EFHILT. Electronic Medical Record
Causal Relationship FIBFL . 28T 5, (4718) E6m Investigator Worksheet BEFHILT Electronic Medical Record
Record it determined by the PI(SI) based on interview with the SRERNILT Subject File
subject, lab test results etc.
=P SN WEREBLYAFLER. ERRESZORERESCTENY [AREE Principal (Sub) =9 —bk Worksheet EFHILT Electronic Medical Record
Comment FIBFL . 528 T 5, (4318) E6m Investigator SRERAJLT Subject File
Record it determined by the PI(SI) based on interview
with the subject, lab test results etc.
EpH TR BERARELI-EZHET . Principal (Sub) 2B Progress Rcord BEFHILT Electronic Medical Record
Deviation Deviation Record the deviation when it is found. Investigator
CRC B5 Clinical Trial Record Electronic Medical Record
[CRC] CRC Process Sheet Principal Investigator's File
TR —+
k-8 TD ftA-#TH BREET(HB) EMA D IEFLML ., WEREICHBAEL-B% AREF Principal (Sub) [ EEREE Progress Rcord BEFAHILT Electronic Medical Record
iR Date of FERY B (534B) EEF  Investigator
Discontinuation/ [Discontinuation/ WERE LY AF LI EMCEMOH ML 28T 5,
Termination Termination Record the date the PI(SI) determined the
Record discontinuation/termination and explained to the subject.
Record the judgement based on interview with the subject.
ik - THH WERE LYAF LB ROCEMMD P EZHIM L BAEE0E|ARER Principal (Sub) 7= —k Worksheet ZEFHILT Electronic Medical Record
Reason for ° (548) EAF Investigator SAE&NJLT Subject File
Discontinuation/ Record the information provided by the subject and/or the reason
Termination etc, determined by the PI(SI).
EBRE EFHERB RBERZELIVAFT S, REREE Principal (Sub) ﬁﬂ:ﬂfi Progress Rcord BEFHILT Electronic Medical Record
Survival Survey |Confirmation Date Obtain the data from Progress Record etc. (4718) E6m Investigator EEIEHRIZHLE Patient Referral Document [;AERHJLT Subject File
of Survival WERE . BERKRLYMEEIY., 8T 5, =5 —k Worksheet
FE=H Obtain the information from interview with the subject and/or their
Date of Death family, then record them. CRC CRC 7= —k Worksheet
SERH RS VIEHREAF T S, BRPREXBRFZER  Clinical Trial Record
Cause of Death Obtain the information from the other hospital.
Rib# WERE . BERKALOEEMY. T 5,

Subsequent Treatment

Interview the subject and/or their family, and record it.
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