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Background

• Unnecessary variation in analysis results reporting

• Limited CDISC standards to support analysis results and associated 
metadata

• CDISC has been working towards creating standards to support, 
consistency, traceability, and reuse of results data

• Anticipate that the CDISC work will support sponsor submissions of analysis 
results in a standard format that aligns with the new FDA effort to 
standardize tables and figures



Analysis Results Current State
Analysis Ready ADaM Dataset

Static Display

• May be hundred of tables in PDF 
format, often difficult to navigate

• Variability between sponsors 

• Expensive to generate and only 
used once, no or limited reusability

• Limited traceability  



Analysis Results Current State

ADaM Dataset Static Display

ARM for Define-XML

ARM v1



Analysis Results Future State

ADaM Dataset
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Analysis Results Future State

ADaM Dataset

Analysis Results Dataset

Automation

ARM v1

ARM Extension Technical Specification

Reuse

Display
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Analysis Results Standards Goals

Model that describes analysis results and associated metadata 

Analysis Results Metadata Technical Specification (ARM-TS), to 
support automation, traceability, and creation of data displays

Define an Analysis Results Data (ARD) structure, to support reuse 
and reproducibility of results data

Illustrate and exercise ARD and ARM-TS with a set of machine-
readable common safety displays 



Key Metadata Elements of a Table 

Reference: PHUSE White Paper “General Output Tips and Considerations”, Doc ID: WP-034, Version 1.0, Aug 2020
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Demographics Analysis Results and Metadata 
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Figures Integrated Guide



Analysis Results Dataset Example: Demographics 

Identifiers Analysis Group Result Variable Results Statistic

Name Title Dataset Variable Value Variable Value Label Value Name Label

Table 2
Baseline Demographics and 

Clinical Characteristics, Safety 
Population

ADSL TR01X Drug Name 
Dosage X SEX M Male 53 Count n

Table 2
Baseline Demographics and 

Clinical Characteristics, Safety 
Population

ADSL TR01X Drug Name 
Dosage X SEX M Male 61.6 Percent %

Table 2
Baseline Demographics and 

Clinical Characteristics, Safety 
Population

ADSL TR01X Drug Name 
Dosage X SEX F Female 33 Count n

Table 2
Baseline Demographics and 

Clinical Characteristics, Safety 
Population

ADSL TR01X Drug Name 
Dosage X SEX F Female 38.4 Percent %

Traceability to the underlying ADaM dataset 



Machine Readable TFL Shells

Develop schema/model for 
machine readable TFL shells



End Goal: Reducing Unnecessary Variability 
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Support for FDA Standard Safety Tables and Figures 

• Model that describes analysis results metadata 

• For a selection of FDA tables and figures, create packages 
containing

• Machine readable displays
• Associated analysis results metadata 
• Analysis results dataset examples
• Underlying ADaM datasets 

• Make packages freely available on the CDISC website 


