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The Components of the Study Data Standards 
System (SDSS)

Is a COTS product. EDETEK is the Product Vendor

Has 4 components à MDR, DSP, EMS, ADM

Integrates with company specific folder repository

Is a Business-critical application

ADM MDR

DSP EMS

SDSS

Event Management System (EMS) Metadata 
Repository (MDR)
Data Standardization Package (DSP) 
Administration (ADM)
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SDSS components and usage

EMS à Study data upload

MDR à SDTM Transformations metadata

DSP à Assemble study SAS programs

ADM à Access  & System maintenance

Usage: 
EMS  àSupport team
MDR à4 SDTM programmers
DSP   àAll(20) SDTM 

Programmers
ADM àSystem Admin

ADM MDR

DSP EMS

SDSS
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SDSS features

Import source and SDTM standard definitions

CRF SDTM Transformations:  coded once & inherited to 
studies that use the CRF

Has a GUI to build SAS programs & aCRF

Is the Central location for SDTM transformation logic

aCRF : CRF is annotated once & inherited to the studies

Can Import Merck standard macros

ADM MDR

DSP EMS

SDSS
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Metadata organization in MDR

3.
1.
3

Metadata for

SDTM transformation

CRF annotation

MDR:

Study Data

Adapt Metadata to 
dynamically 
Generate study 
SDTM programs

Upload study CRF

DSP

GUI - Update study 
transformation

Import company 
utility programs

Export Programs & 
aCRF
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Metadata organization in MDR
Industry Standards(CDISC)

Company Standards

Metadata update per company standards

Study

Therapeutic Area
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SDTM Transformation logic

Source(CRF, eDT) Transformation Target(SDTM)
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SDTM Transformation GUI

CRF Transformations Drag and drop GUI to build SDTM domain (DM)
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SDSS metadata usage during life of a study

First Patient 
Entered

Initial 
SDTM 
Deliverable

First Reporting 
Activity

SubmissionSource Data 
Available 

Data
base 
Lock

Refresh 
SDTM Data 

Dry 
Run

MDR DSP MDR+DSP

Build Maintenance
Assemble Study TransformationsNew Transformations
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SDSS migration to new Version
Review the new version capabilities & identify any gaps in supporting the 
business requirements and mitigate them

Establish migration strategy, verification and tools needed for business 
verification

Obtain necessary approvals for study data usage for testing migration 
tool efficacy

Establish user training for new version and user training plan with 
minimal disruption to users

Plan migration activities with minimum business disruption
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Summary of Benefits

We achieved a level of 90% 
metadata reusability across trials

We achieved a 33% reduction in 
programming resources
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