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Global Data Dictionary (GDD)

•Contains all database objects for all 
studies throughout the SCHERING Group

•A graphical library provides all CRF 
modules

•Centrally-maintained, networked system

•Central knowledge base
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Information Flow in Clinical Studies

Study
Protocol
Study

Protocol
Data

Collection
Data

Collection

Data
Validation

Data
Validation

Statistical
Evaluation
Statistical
Evaluation

Study
Report
Study
Report

GDD
Knowledge Base

GDD
Knowledge Base

CRF 
Design
CRF 

Design

Database 
Setup

Database 
Setup



4

CDISC Standards 

page

TMF e.V. Workshop Berlin July 01, 2005
Dr. Andreas Gromen

GDD Content
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GDD Object Reusage Rate

GDD Reuse Rate
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Enhancement of Project Performance

• Easy data pooling and exchange

• Ensuring quality

• Simplification of information flow 

• Acceleration on the critical path

• Saving resources
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Part II
Study Data Tabulation Model (SDTM)

• Fundamentals

• General Classes

• Variable Roles
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SDTM - Fundamentals

Patient 007 had moderateOn study day 6

Adverse Event Observation

abdominalgia

Unique ID TopicTiming Qualifier

Domain
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SDTM - General Classes

Findings

Events

Interventions

Things that just happen

Treatments or procedures 
administered

General subject observations such as 
questions and tests (>80% of data )
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SDTM - Variable Roles

Unique ID
Primary and foreign keys e.g. Study ID

Central point of an observation e.g. 
Test Name

A uniform set of variables that describe 
the timing of an observation 

Describe additional traits of variables or 
observations

Topic

Timing

Qualifier
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• Purpose

• Terminology Team

Part III
Controlled Terminology (CT)
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• CDISC Submission Data Tabulation Model
needs Controlled Terminology for completion

• Controlled Terminology is also needed to
achieve CDISC’s main goal

Ensure consistent data acquisition/ transfer
to avoid incompatible data

CT - Purpose
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Adverse event relatedness to study drug

Company 1 Company 2 Company 3
no Not Related NO

unlikely Doubtful

possible Possible

definite Very Likely YES/UNKNOWN

probable Probable 

CT - Purpose; Example (I)
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Org. 3
-fatal

-recovering/resolving
-recovered/resolved
-recovered/resolved
with sequelae

-not recovered/not
resolved

-unknown

Adverse event outcome
CT - Purpose; Example(II)

Org. 1
-fatal

-ongoing
-resolved
-resolved with
sequelae

-unchanged

Org. 2
-died
-improved
-ongoing
-recovered
-alive with
sequelae

-persisting

-worsened

NCI FDA ICH



15

CDISC Standards 

page

TMF e.V. Workshop Berlin July 01, 2005
Dr. Andreas Gromen

Terminology Team - Status

Identification of all SDTM fields
Proposal for the information to be collected for 

each recommended CT
1st Package including 36 codelists & their values

2nd Package Subgroups will work on remaining
SDTM fields

CDISC

NCIFDA

VADCRI
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Conclusion
Prospects:
• Improve the speed of regulatory approval
• Reduce the effort for a regulatory approval
• Reduce the costs and time of data transfer
• .....

Impact:
• Applications: Data management/ Analysis/ Reporting
• Employees: Roles/ Responsibilities
• Standard Operating Procedures
• .....
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Thank you!
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Backup
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SDTM & Controlled Terminology 

Vital sign observation 

Subject 111 on visit day 2

In sitting position

Pulse rate: 60

Frame size: MEDIUM

Vital Signs
Domain

Visit NumberUnique 
Subject
Identifier

Vital Signs
*Position of 

Subject

*Vital Signs
Short Name

*Vital Signs
Test Name

Result or Finding
in Original Units
• Numeric
• *Character
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Scenario II
SDTM topic

variable & codelist

Example (VSTEST):
Vital Signs Test Names

• Pulse Rate
• Frame Size

Scenario I
SDTM qualifier

variable & codelist

Example:
Positions of Subject

• SUPINE
• STANDING
• SITTING

SDTM & Controlled Terminology

Scenario III
Test name

character result
& codelist

Example:
Frame Sizes
• SMALL
• MEDIUM
• LARGE
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Case Report Form 
Example
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