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What are Clinical Documents?
• Clinical Trial Protocol 
• Case Report Form

• Statistical Analysis Plan 
• Data Mapping Specification

• Data Definition Document 
• SDTM and ADaM Reviewers Guides 

Before 
the Trial

Planning 
Stage

After the 
Trial

During
the Trial

• SDTM and ADaM Implementation Guides
• Standard ADAM and SDTM Templates 
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Before the Trial

• Background, research plan and research methods.
• Basis for the SAP.
• Generally contains:

Clinical Trial Protocol (CTP)

o Background
o Research question 

and objectives 
o Research methods 

and limitations

o Study procedures
o Assessments
o Data analysis and 

statistical methods

o Plans for study 
results

o Quality control and 
assurance
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Before the Trial

• Records all the protocol required information.
• eCRF (electronic) / aCRF (annotated).
• Generally contains:

Case Report Form (CRF)

o Inclusion/exclusion 
criteria

o Demographic data
o Adverse events
o Medical history

o Annotations
o Lab results
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Planning Stage

• Describes the planned statistical analysis.
• Generally contains:

Statistical Analysis Plan (SAP)

o Planned 
analyses

o Analyses 
populations

o Data handling 
conventions

o List of data 
displays (TFLs) 
to be generated

o Example mock 
shells
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Planning Stage

• Definition of what will be included in data sets.  
• Generally contains:

Data Mapping Specification

o Variable name
o Variable label
o Type
o Length
o Format

o Origin
o Comments

o Instructions and 
derivations

o Codelist
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During the Trial

Implementation Guide (IG)
• SDTMIG.
• ADAMIG.
• Sub IGs e.g.
• Therapeutic area specific guides.

Other Documents
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During the Trial

Standard ADAM and SDTM Templates
• Company/CDISC standard templates for creating specifications.

Protocol/CRF Amendments
• Any document revisions which take effect during the trial.

Other Documents
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After the Trial

Data Definition Document (define.xml)
• Metadata for datasets.
• Analysis Results Metadata (ARM).

Reviewers Guides 
• SDTM reviewers guide (cSDRG).
• ADaM reviewers guide (ADRG).

Other Documents That Are Finalised
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Key Points
Clinical Trial Protocol
• Research plan, background and objectives.

Case Report Form
• Provides information on how data is collected.

Statistical Analysis Plan
• Describes the planned statistical analysis. 

Data Mapping Specification
• Describes what will be included in datasets.


