CDISC Standards Beginning to End Workshop Agenda (& & hi)

Day Time Title Learning Objectives FE B
11:00-11:30 | Overview of CDISC standards Understand the scope of CDISC standards CDISC EE#ED
CDISC FEHEDRE 2L A 3 —7 DR
Identify the individual standards &R HE DGR
11:30-12:30 | Understanding the value of Recognize the need for standards in clinical research data
standards BRI ST T — Z 235 1T D ARYED B D R
FEAE DB DT DO PR Understand the value to the organization of implementing
standards (efficiency, quality, ability to focus more on
science and medicine and less on data management) % ¥
AL ORI E OB GhR, B, A = 2~k
NOEME . 7 — 2 FEEA~DIMORED)
Discuss the problems associated with legacy data
conversions [H7 — % Z2#alZF 5 BIEIC DWW T Oi%am
Match CDISC concepts to commonly collected data concepts
CDISC D& & — k72T — X IR S DO &
12:30-13:00 | Lunch Break &£
13:00-14:00 | Building Standards Into the Process Understand how to find and use CDISC documentation for
(Part1) controlled terminology, Protocol Model ~7'& s Z/LE5

BEHEZ 7 n AR AND (5
—HB)

VORI HFEZE LCo CDISC ® K¥ = A kD HDU}
U5 & OERIZ DWW T OB

Understand the basic concepts and value of controlled
terminology and Protocol Model #tiil H7EF L7 1= K
2VE TV D FARIEE S KOVl o B

Match protocol concepts to controlled terminology  #t il
HEE~D7 1 h a V&R OE G

Review protocol exercise and Q&A 7 & k I L FREDE
HE QA
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Day Time Title Learning Objectives FE B
1 14:00-16:00 | Building standards into the process | e Understand how to find and use CDISC CDASH
(Part 2) documentation CDISCCDASH R¥x = A7 —T 3D
A 7o R HAAND (5 R &l LB fE
D) e Understand the basic concepts and value of CDASH

CDASH D IEARIBEEF L UMl o> B

e Practice applying CDASH standards to a case report form
CDASH @ CRF ~jii Fi s

e Review CDASH exercise and Q&A CDASH iREEDEH &

Q&A
1 16:00-16:15 | Coffee Break {AZH
1 16:15-18:15 | Creating standardized data e Understand how to find and use CDISC SDTM
tabulations (1) ‘ documentation CDISCSDTM R¥*¥ = X7 —3I 3 DH,
B S ie T — 2 oRAk(1) DT 7 LA E D BER

e Understand the basic concepts and value of SDTM  SDTM

D EEARBIE &I K Ol i D PR
e _ e e e i
2 9:15-10:45 Creating standardized data e Review the basic principles of SDTM  SDTM @ FEARRIMEE

tabulations (2) DI

LS e T — 2 OFRAYL(2) e Construct an SDTM tabulation for Demographics A F#t
FFD 79 D SDTM 1EE DK

e Construct a custom SDTM tabulation #H A% ~A XX
7= SDTM 1EZ DL

e C(Create standard metadata for SDTM tabulations SDTM {E
FKHDOIEARE X 27— X DA

2 10:45-11:00 | Coffee Break {K%H
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Day Time Title Learning Objectives FE B
11:00-12:30 | Creating standardized data Finish SDTM data tabulations exercises SDTM 7 — 4 1k
tabulations (3) FHEOKT
FHEbsheT =2 oRAE(3) Review SDTM data tabulations exercises and Q&A SDTM
7 — ZERREOEE B LU Q&A
12:30-13:00 | Lunch Break &f&
13:00-14:45 | End to end traceability Understand how to find and use CDISC ADaM
SiARMO FL—H YT — documentation CDISCADaM = A T —3 3 VDR,
DT J7 LA LD PR
Understand the basic concepts and value of ADaM  ADaM
D BRI T K OMiE o BiLfig
Construct an ADSL file and standard metadata ADSL
7 AN EREHER 2T — Z DREEE
Review ADSL file exercise and Q&A ADSL 7 7 A Vil
DEHE L Q&A
14:45-15:00 | Coffee Break /AR
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Day

Time

Title

Learning Objectives 3% HHRY)

15:00-16:30

Putting it all together
ER.5

Understand the value of traceability KL —3EU T ¢
DA fE D HEfE

Understand the value of data sharing 7 — % 34 OAfifE
O PRfF

Understand the value of a metadata repository for setting
up new studies and data sharing Hr#AF7ERAARTS KOV
—ZIHEDTDDAZ T —H LRY Y OfE D HfFE
Understand how eSHARE supports a metadata repository
(MDR) implementation and standards governance A %7
—Z LARY MU (MDR) 3833 L OBEHEDRIRIZ 5
eSHARE D& D Fifig

Wrap-up and QA £ & H L Q&A




