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Clinical Database Design & Validation
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演示者
演示文稿备注
美国食品及药物管理局颁发的“联邦法规21章” CFR :Code of Federal Regulations
时间标记，审核跟踪  追溯 
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The Final Protocol Approved
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Create the Mock
CRF or eCRF

Specification
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Study Team Review the
Mock CRF or eCRF Spec, DVP
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& Validation
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UAT
Online Screen Review
EC UAT, Data Integration
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Release
Database production

Update the Spec if
necessary
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Any Change Control
should be go-through
the DEV-UAT process

Database production work l
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> HMZERY (unscheduled, repeat, dynamic)
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> BRI (flat, repeat, dynamic, common)
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VISIT 1 VISITNUM
VISIT1  VISITNUM
Notdone O, NSSTAT
Notdone O, VSSTAT VITAL SIGNS
VITAL SIGNS
VSTESTCD when VSORRES when
VSTESTCD=“WEIGHT* VSTESTCD="WEIGHT”
Weight L kg VSORRESU when
WEIGHT — VSTESTCD=“WEIGHT”
Weight | [ |ke
VSTESTCD when VSORRES when
VSTESTCD=“HEIGHT* 4 "
HEIGHT — VST|ES'[|‘CD|=‘ H|EIGHI'cm VSORRESU when
Height ||| _Jem 8 — VSTESTCD=“HEIGHT”
HR . VSTESTCD when VSORRES when
HeartRate | | | |beats/min VSTESTCD=“HR* VSTESTCD=*HR”
Heart Rate I beats/min B
— VSTESTCD="HR”
Blood Pressure | | /||| | mmHg VSORRES when VSORRES when
Syst olic Diastolic VSTESTCD="SYSBP” VSTESTCD="DIABP” _—
VSORRESU when
SYSBP DIABP Blood ] mmHe s Ten=SYSEPORDIABPY
Pressure . . .
systolic diastolic
VSTESTCD when _VSTESTCD when
VSTESTCD="SYSBP” vySTESTCD="DIABP”
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VITAL SIGNS - ‘
E ¥
WEIGHT +~
Weight ) |18 |5 | ke o
) HEIGHT +
Height L1 |8 | 0O lem #
HE -
Heart Rate |7 | 0 |beats/'min+
Blood Pressure s o s 12 |0 |mmHge
Systolic Diastolic «
- SYSBP ~ DIABP - F
PATIENT. | WEIGHT. | HEIGHT .| HR. DBP. SBP.
ka) | (M | (bomp) | (mmHg) | (mmHg)
001. 89. 180. 70. 80. 120.




Not done Oy VSSTAT
VITAL SIGNS
VSTESTCD when VSORRES when
VSTESTCD="WEIGHT* VSTESTCD=“WEIGHT” )
Weight A ke :fggllz{gzcsﬁjvlﬁmﬂr’
USUBJID | VSTESTCD VSTEST VSORRES | VSORRESU
VSTESTCD when VSORRES wh . -
VSTESTCD=“HEIGHT*  ySTEST CD‘;“‘;E][IEI - CH-001 WEIGHT Weight 85 kg
Height LS50 cH-001 HEIGHT | Height 180 cm
CH-001 HR Heart Rate 70 bpm
VSTESTCD when VSORRES when _ :
VSTESTCD="“HR* VSTESTCD=HR" | CH-001 DIABP Diastolic Blood 80 mmHg
Heart Rate L1710 | Pressure
CH-001 SYSBP Systolic Blood 120 mmHg
VSORRES when VSOR Pressure
VSTESTCD="SYSBP” VSTEl———
Dlood EEENNYRIEIUEECR - e——
Pressure s ] .
systolic diastolic
VSTESTCD when VSTESTCD when

VSTESTCD="5YS5BP” VSTESTCD=“DIAERP"
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RAFRESMiX(User Acceptance Test)
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> WIFIRZIEXRIZE LA, SAEEE
- SMEREHEIRGY . LfEIeuE
> TRIRIIMNEBEUE S EEHA1ER S, BERZ IR HElmPREERE
- IVRS/IWRS/Coding/ePro/eCOA/Sensor RFEE S IGIE
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> T&E (Time & Event)
> 7. iSRS
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> ISAHE

- T&RE

« ISHIERX
- EDC raESEfin A T
- SQL/SAS: extract data from Database for &
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Visit Refname

VIS

UNSCHED

FINAL

Period

Phase

Dynamic Visit

WV izit Ruler / Mnemonic

Viit 3

LMNECHED

Fnal SEtus

Form Mame

SR

WH

Ty
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AF

VISIT NAME

CCRF

Visit 1

Visit 2

Visit 3
UNSCHED
Final Status
VISIT

CommonCRF
CommonCRF
CommonCRF
CommonCRF
CommonCRF
CommonCRF
screen

enroll

VISITL
VISITL
VISITL
VISIT1
VISIT1
VISIT1
VISIT1
VISITL
VISITL
VISITL
VISITL
VISIT2
VISIT2
VISIT2
VISIT2
VISIT2
VISIT2
VISIT2
VISIT2
VISIT2
VISIT2
VISIT2
VISIT2

VISIT
VISIT

CommonCRF

VISIT1

VISIT2

VISIT3

UNSCHED

FINAL

FORM TITLE

N

PRIOR/CONCOMITANT MEDICATION
ADVERSE EVENTS
HOSPITALIZATION

PROCEDURES

PREVIOUS AND CURRENT SUBJECT PREGNANCY

SUBJECT PREGNANCY - FETUS/INFANT
SCREENING

ENROLLMENT

DATE OF VISIT

DEMOGRAPHICS

Subject Assignment

MEDICAL HISTORY

VITAL SIGNS

ELECTROCARDIOGRAM

CHEMISTRY LAB

HEMATOLOGY LAB

URINALYSIS

OTHER LABORATORY FORM - TRIGLYCERIDES
PRIOR/CONCOMITANT MEDICATION
DATE OF VISIT

SUBJECT RANDOMIZATION

VITAL SIGNS - PREDOSE

VITAL SIGNS - TREATMENT
ELECTROCARDIOGRAM

DATE OF FIRST DOSE

STUDY MEDICATION COMPLIANCE
CHEMISTRY LAB

HEMATOLOGY LAB

URINALYSIS

OTHER LABORATORY FORM - TRIGLYCERIDES
FINGERSTICK GLUCOSE

SCHEDULED OPTIONAL REPEATING DYNAMIC

VISIT VISIT

FORM
FORM
CM
AE
HOSP
PROC
PRGO1
PRGO02
SCR
ENR
DOV
DM
SA
MH
VSO0l
LECG
CLAB
HLAB
ULAB
OLAB
CM
DOV
SR
VS02
VS02
LECG
SMO01
SMO02
CLAB
HLAB
ULAB
OLAB
FSG

REPEATING
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演示者
演示文稿备注
T&E  vs Database Extraction
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» Normally guaranteed by validated EDC system
> Note: derivations of data may not be visible in EDC screen
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Section Name | Vital Sians

M_npmnnic VS
Visit Name

Test Value

. en informed
RperkEESGRE, e e it date 10-Jan-2007
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= Patients
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¢ Documents _* Enroll : . : Ckg Clbs

 Admin

2" IEMOEFFTUNE (#econT i arne decimad! Cog N oF
Monitor

¢ Signahmes oo
S slgnatures . PR lnod B | I i Hg

Documents
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