EHREARPASER

EZERNE-LIMTZEEAE

Chin-Fu Hsiao
Institute of Population Health Sciences
National Health Research Institutes



ERERRASHEH

ol A ER




4138 AR

HETERE | XKKXA (B EEETE: XA) » B9k
XXA (MNFEREHE DK - AW AGEE © XXA ) - 5BAk
s EE - XA

EZER
B FERSHOERAAL - BESRAR - BRERBRA
#

B SREEERNAIER

B SREEKDKEAAGSRNREE  E8FaMA
BERRIRAF ?

MAEEREE > oJRA " EREXXXAR




4.14PFRIBE AR

FIRIBHFEWA

S#6 %Y(/___K %)ﬁl R
S#10 : HEIERED
&54% 55 Bf

B FfARIAR BTN ERRSRERIE
=i WEBERE -

B PREBEDAB TS H AN ATE N AFE
REAZHE R R A?

B ERFEIIEHESERTS ?
R EZZleventMBL (WIPDMEL) - BZR S5

crml
I_I_
LL




4. 15 RaE {5 AR
Z 2 MR XXX, BERUEE G XXA,

ITT : AA
B1ZE

— /I

PP : BA ; Safety : CA

B SEEAR FEBREIEEF(WITTAPP)FE_A;A

ST AN j(

~ AR

B protoco

KREZE BRI RIS _
S SAPRIITT(mITT) ~ PP & Safety

populationfIE &

B patient listing & Protocol deviations




4165 & Zeh R AT RIS

AH147REHE (monitors) - BIFESite initiation visit
1% EEHESAIEHE 12K RIREAIZHR © 6K,
Close out visit : 13k; ##(audit) : 13k - (CSRAY

AppendixZaudit certificate)
O E%ER

— /1

B IR5IRHEEAIERASOP (B
X 0 BARSmE_
B EREZERGERETE ZEK - R T Mok

B HEREIFABBATOERTES  REFERER - £
BMRARREZE - WIXEGEZ Bht it e B+

NG J?IHRHH

DIII’

TE)VNENREHEE - BERHRS




ERERRASHEH

AR T




6.1 B ZAERIR

EEXDIRE, IBEYhRERES

O &% ER

B EBE_ RE - RSRE_ RE

B EREZRABEREICFEE - SiRamsE - =R -
fiEt% 70 ks AN A aal B H B

MRZAZAED - FEFARHIEESSDV

MRZAZRT  EHE




6.2

KABZ DN

Trial numer ~ Site numebr - Subject number &
random number

Fal & ZE AP E R R B bin Rl AR tHEA4C ik - 18

BRSNS - LRSS

REXSBIINEASFTEER

EZEF
O
TIRE
B alREtEEEY
Al 2 < arl B B
N
B ARE - AFER

A

S sl o




6.3 {FRZMIT

a1 MR RIS 5 1HEA XX (UWSOP)
BERERXRZHEERNIRSEE
E1ZER

m SEEMES - IIBAER
BREEZATHOaEETES
SHEEATS - AERERE
IR K 1 FEEHE A4 (ISOP)
IRAIIE B Z 2 a & THE A




6A51ERRZAM

XX

O &%ZE

X

SRR - AR E
SHEBEAN: _£_ B _A@BEILUBIBHH
B E)

RIS IR A e BB T R SR

R - RS EERD
—RIBEBBERNENEE %  ALEREEIS
E/AE RIS AR R SR AR ST

11



ERERRASHEH




7. 1RUREIERTSE

Data management plan (DMP) : X578 /iR A/
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Data Management Plan

[1 Data Management Plan (DMP) document is a road map to
handle the data under foreseeable circumstances and
describes the CDM activities to be followed in the trial

[ CDM activities include data collection, CRF tracking, CRF
annotation, database design, data entry, medical coding,
data validation, discrepancy management, and database
lock

[0 The DMP describes the database design, data entry and
data tracking guidelines, quality control measures, SAE
reconciliation guidelines, discrepancy management, data
transfer/extraction, and database locking guidelines
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Data Management Plan

ntroduction

Purpose and scope

Definition

Randomization

System used

System set up

Flow and tracking of CRFs

Data entry (CRF data entry, lab normal range,

medical coding)
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Data Management Plan

Validation process (Database validation, data
validation, database audit, statistical analysis
validation)

Query handling and data correction

Database lock

Database unlock

Document maintenance

Training

Metadata integration
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Personnel
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Annotated CRF
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ij.\j%i [PULSE] kI D [PULSER]| ;gD ;,;tD [PULSECS] [PULSECOM]
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CRF Completion Guideline

BRAMRBERY (—)

« VisitDate (8.8 #1) P WRFLCRKERXBFERTEGAHF - K8 4 > X ADDMMM/YYYY - (Pagel, 22,24, 26. 28, 30. 32, 34, 36, 38,

40,42, 44. 46, 54.61,63.65. 67, 69,71, 73, 75,77, 79, 81, 83, 85,95 )

+ Informed Consent (Joti ) &) : HMB L RARFLRAF T EX 8 WA > #X ADDMMMYYYYRHHMM (24 haf$]) -

+ Demographic Assessment ( A 7 &3 $ 34 )

Date of Birthday (thA FH B ) : HMA LKL NN AFH B » X ADDMMM/YYYY -

Gender (1.%)) : WA FLRAEWHHA > "HH4 , AMaler "4 4, AFemale -

Height (%)  WWRBLREANS S > THASBET » PURBHASEBRT w A AR DHGHK 10 -

Weight (2% ) - HMBLRAHRE > FHAABHT [ UBHAIBHT » 9 EARS ) HIE— 4 -

Race (#3) @ WA FL A% > WAL REOREA L » 4o * Asian (&M A ) - Black or African American ( 2 A X & £
B A ) ~ Native Hawaiian or Other Pacific Islander ( # sk B & L ¢ K ¥ &K ) ~Hispanic (F#F A ) ~White (48 A ) ¥ - HIFL
W42 WA AFAHEHA4 (Other) » S MR L LA Mk (FRARY) -

oan o

Vital Sign (£ 48 %) : (Page2, 46,54.85,95)

a. Assessment Date : i AMITASMERENHTER N » LB ADDMMMYYYY -

b. Time : $HAKIiTA M S He51) - LK AHHMM (24 858]) -

c. Blood Pressure (SBP/DBP) : ik /- 3N & 3 & da B> dc 388 (Systolic BP, SBP) #4735 % (Diastolic BP. DBP) - f & ¥ 4x A mmHg
H—EAHLIBHKT -

d. Pulse Rate : 33\ 4 3459 s 095k 9 #L (beats/min) » §FHA3E$KF -

e. Body Temperature : 353 A A X BB F R )L RARE (C) > FHAIBHT > PHBHA 2T » P HBBER -8 - F /) HY
HARBIRE WA P HBER A HBITHREA -

f Respiratory Rate © 3L A &3R4 5 88 69=F R K # (Breaths/min) » FHA2EHF -
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EDC: Medidata Rave (Version)
IWRS: ALMAC (Version)
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Software Validation

General Principles of Software
Validation:; Final Guidance for
Industry and FDA Staff

Document issued on: January 11, 2002

This document supersedes the draft document, "General Principles of
Software Validation, Version 1.1, dated June 9, 1997.

ter fo,
e "o,
L

C D t“!’;: U.S. Department Of Health and Human Services

R ;} Food and Drug Administration

P, o Center for Devices and Radiological Health
ey e

Center for Biologics Evaluation and Research
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A Typical Software Life Cycle Model

L1 Quality Planning & & .31

[0 System Requirements Definition s %t % H 7_&

[0 Detailed Software Requirements Specification #ix %8 & <4
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DTA

The format of files (SAS, XML,...)
Frequency of transfers

File naming
Encryption and method of transfer

Type of transfer (accumulative or incremental)

Contact of senders

Contact of recipients

Transfer confirmation agreement
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Data Validation Plan
Query #CEE
Central lab2&A&Data Cleaning Plan

eCOA or ePROZ&EEData Clarification Form
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Edit Checks

EHERRPSER

1 | Visit 0~Visit1Q
st EEE

4.12~21, 24

XRERRFTH EFEAR/
S B#E (DO119P4-1),
HEE SRR/ T

[D0119-P12-1),
EomRERRE
(D0119-P13TO21-1),
ERM R E L &
(D0118-P24-1)

£ ERRA N
[VSDAT]

l.8%NOTDONE =& » Arol[£ &4 e Al ies

E. B A NOTDONE # 4:£ ' sr[£ f i S a HES
TH -

B.[E#al 2 iash A B A F 5B 4 2R - (P4)

[+ A EaEeS 8 HEA— £ - (P12-P21.P24

Computer/

SAS

Issue
query

2 | Visit 0~VisitlQ
FEnmy

4.12~21.24

ZERFAATH/ EHEE/
4 8@ (D0119-P4-1).
AT E SRR/ BT

(DO119-P12-1),

L 28 4183
(D0119-P13TO21-1),
EX -8 U S XX
(D0118-P24-1)

% i % NOTDONE
[VSND]

1LEEZ#HARRA AL SR ERREEET —BAA
% B[4 % NOTDONE|E &% & -
DEAEAHMERRANPEPRIRREE LA TS A
2[4 4 £t % NOTDONE] 4:E -

Computer

Issue
query

3 Visit 0~Visit1Q
R TTR

4.12-21.24

XRAART R/ EFH R/
S B (D0119-P4-1),
HE kSR RS R T

(D0119-P12-1).

X 2§ ¥ 1.8 3]
(D0119-P13TO21-1).
MR/ RE e &
(D0119-P24-1)

o
1.3

[TEMP]

.5 % NOTDONE % & - FUA[BEE]EMN 3542°C =
R -

Computer

Issue
query

4 | Visit 0~Visit1Q
FEnmy

4.12~21.24

KRAFAFTRH/EFR/
SR (D0119-P4-1),
R SRR/ LT i

[DO0119-P12-1),

L 8 N
(D0119-P13TO21-1),
s SR E/ it E
(D0119-P24-1)

BRENEY
[TEMPR]

=

EaBEAE MU(BEEFTEFIRASEFREY -
CEABRBEATE AMUREETEFIESAZS -

Computer

Issue
query
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Data Cleaning Plan

Reconciliation between CRF and loaded lab
data (subject ID, sample ID, visit, collection
data and time,...)

Missing test result

Missing/ invalid reference range and units

Out of range values

Duplication test results
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File Format Specifications

File naming

File format
B Excel spreadsheet, SAS dataset, ...

The delimiter (“;’, or space)
List of variables and their order
Type and length of each variable

Study ID, Site/Individual ID, Subject ID, Visit,
Sample ID
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File Format Specifications

Test name, long or short (BUN vs. Urea)
Units
Data and time format

Handling of >, <, ...
Special code (NEG, POS,...)

Comments regarding the condition of the
sample
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File Format Specifications

Unexpected/unscheduled lab data

Procedure for database updates
B New data
B Updates to already loaded data

Procedures for ensuring blinding

37



7.11 EFERNEZEE(Audit

Trail)

Eﬁnlu\ = IE':I:‘__F /\ZAUdit Trail

O &1L

B SXIEEFT B 7Audit Trail

B cCOAoreP
(DCF)

ROZEAEData Clarification Form
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Thanks for Your Attention!

42



