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List of Requirements

SDTM IG Version 3.1.2

SDTM Terminology

Study Protocol

Specification Templates for TS, TI, TE, TA and TV

(Excel Workbooks)

Template for TrialDesign.xls (Excel Workbook with 

Worksheets for TS, TI, TE, TA and TV)

Open CDISC Validator

(SDTM Configuration Version 3.1.2)
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Study Design of Example

This study will be a randomised, double-blind, placebo-
controlled, multicenter, clinical trial comparing 2 dosage 

regimens of TRT_X (44 mcg tiw and ow) in a 1:1:1 

randomisation of patients with a single demyelinating

event, who are at high risk of converting to a diagnosis of 

MS. When subjects reach CDMS (Clinically Definite MS) 
they will be re-titrated to open-label treatment with TRT_X 

44 mcg tiw. The duration of study treatment will be a total 

24 months from randomisation.

(Subjects who have not converted to CDMS at 24 months 

will be offered the possibility to receive an optional 
additional 1-year open-label treatment period with

TRT_X 44 mcg tiw.)
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Implementation Example

TS
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Implementation Example: TS

SDTM IG - 7.6 Trial Summary Information

TSPARMCD / TSPARM: see Appendix C3 in SDTM IG

For TSVAL Controlled Terminology needed. 
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Implementation Example: TS

Complete Specification <TS-Trial Summary.xls>
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Implementation Example: TS

Complete <TrialDesign.xls (TS)> using Study Protocol
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Implementation Example: TS
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Implementation Example: TS
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Implementation Example

TI
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Implementation Example: TI

SDTM IG - 7.5 Trial Inclusion/Exclusion Criteria

For IECAT Controlled Terminology needed. 
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Implementation Example: TI

Complete Specification <TI-Trial InclusionExclusion Criteria.xls>
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Implementation Example: TI
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Implementation Example: TI

For this example SAS-datasets with In- and Exclusion
Criterias are available

<TrialDesign.xls (TI)> not needed
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Implementation Example

TV
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Implementation Example: TV

SDTM IG - 7.4 Trial Visits
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Implementation Example: TV

Complete specification <TV-Trial Visits.xls>
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Implementation Example: TV

Complete <TrialDesign.xls (TV)>
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Implementation Example

TE
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Implementation Example: TE

SDTM IG - 7.3 Trial Elements
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Implementation Example: TE

Complete specification <TE-Trial Elements.xls>
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Implementation Example: TE

Complete <TrialDesign.xls (TE)>



8-Nov-11 26

Implementation Example

TA
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Implementation Example: TA

SDTM IG – 7.2 Trial Arms
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Implementation Example: TA

Complete Specification <TA-Trial Arms.xls>
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Study Design of Example
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Implementation Example: TA

Complete <TrialDesign.xls (TA)>
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Implementation Example: TA
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Implementation Example: TA
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Effects on other Domains (OpenCDISC Validator)

TI:

IE (IETESTCD, IETEST, IECAT – all required)

TE:

TA, SE (ETCD (req.), ELEMENT)

TV:

SV (VISITNUM (req.), VISIT, VISITDY)

TA:

DM (ARMCD, ARM – all required)

CO (TAETORD)

SE, SV, CM, EX, SU, AE, DS, MH, DV, CE, EG, IE, LB, PE, 
QS, SC, VS, DA, MB, MS, PC, PP, FA (EPOCH, TAETORD)
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Contact

Stefanie Sturm

Principal Statistical Programmer
Accovion GmbH

Helfmann-Park 10

D-65760 Eschborn

stefanie.sturm@accovion.com


