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‣ 50% at FDA > RWE and Analysis Projects

‣ CDISC ADAM Team 15+ years

‣ CDISC Analysis Results Team 

‣ CDISC E-2C Team

‣ PhUSE Real World Evidence Team

‣ PhUSE Research on FHIR Team
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ARM for define.xmlADaM Dataset Analysis Results

Analysis Results Current State



ANALYSIS RESULTS CURRENT STATE

‣ Static results created for Clinical 
Study Report

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

‣No or limited traceability (e.g., to 
protocol, SAP, ADaM data)

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

‣ ARM v1.0 describes metadata
about displays (PDF) and 
results (at high level), no 
formal analysis and results 
model or results data. 

‣ Lack of features to drive 
automation 

‣ Limited regulatory use cases 
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CDISC ANALYSIS RESULTS STANDARD
SHIFTING THE PARADIGM

ADaM Dataset

DisplayAnalysis Results Dataset

Automation

Reuse

Traceability

ARM v1

ARM Extensions
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Reference: PHUSE US 2022, “CDISC Analysis Results Standard Workshop”.



ANALYSIS RESULTS DESIRED FUTURE STATE

‣ Formal model for describing 
analyses and results as data

‣ Facilitate automated generation 
of results

‣ From electronic (PDF) to 
machine readable results, with 
context and metadata to source

‣ Improved navigation and 
reusability of analyses and 
results

‣ Support storage, access, 

processing and reproducibility 

of results 

‣ Traceability to Protocol/SAP 

and to input ADaM data 

‣Open-source tools to design, 

specify, build and generate 

analysis results
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PROJECT UPDATE



ANALYSIS RESULTS STANDARDS GOALS

Formal model that describes analysis results 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 



LIST OF INITIAL WORKING DATA DISPLAYS, CONCEPTS
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Analysis Populations and Subject Disposition

Protocol Deviations

Demographics and Other Baseline Characteristics

Medical History

Prior and Concomitant Medications

Subject Incidence of Adverse Events

Treatment Emergent Adverse Events by SOC and PT

TEAE SOC and PT by Maximum Severity

Laboratory Tests by Visit

Change in Vital Signs by Visit



EXTEND ARM

• Prospective focus on 
automation, traceability, and 
creation of data displays

• Linked, modular, flexible and 
tool agnostics  

• Supports meta-programming

• Serves a different purpose 
than ARM for Define-XML
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*Work in progress
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Reference: PHUSE US 2022, “CDISC Analysis Results Standard Workshop”.



CDISC 360: Extended Analysis Results Metadata 
Sample
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Draft Analysis Results Dataset Specification (ARDS)
Metadata Describing the ARDS
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Analysis Result Dataset: OCCDS Structure Example
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Analysis Result Dataset: OCCDS Structure Example
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WHAT’S NEXT



FUTURE DELIVERABLES

Formal model/technical specification 
that describes analysis results metadata 

Analysis Results Dataset Specification

New Model and Implementation Guide 
to represent analysis results 

Terminology

Identification of Conformance Rules 



FUTURE DELIVERABLES: SUPPORT NEW FDA GUIDANCE
“FDA STANDARD SAFETY TABLES AND FIGURES INTEGRATED GUIDE”

Make packages freely available on the CDISC website 

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 



QUESTIONS?



THANK YOU ;)



KEEP IN 
TOUCH!

JABOLAFIA@PINNACLE21.COM

JEFF ABOLAFIA


