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Current State: 
Analysis Results 
Deliverables



Poll Summary*

* Results from the live poll 
(n=253 responders) 

conducted during the TFL 
Designer Virtual Design 

Thinking Workshop (Part I), 
13th Sep 2022, Bhavin Busa



CDISC Analysis Result Standards – Releasing April 2024!
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DS04: Getting Started with the New 
CDISC Analysis Results Standard
Bess LeRoy, Head of Standards Innovation, CDISC

PHUSE US Connect 24



ARS Logical Model Schema Diagram



ARS Logical Model Schema Diagram: Reporting Event

A set of analyses and outputs 
created to meet a specific 
reporting requirement, such as a 
CSR or interim analysis



Model Components 

Summary of Demographics Summary of TEAE by SOC and PT

Reporting Event



ARS Logical Model Schema Diagram: Analysis Set

The analysis sets 
(subject populations) 
defined for the 
reporting event



Model Components 

Summary of Demographics Summary of TEAE by SOC and PT

Analysis Set



ARS Logical Model Schema Diagram: Data Subset

A subset of data 
identified by selection 
criteria for inclusion in 
the analysis



Model Components 
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ARS Logical Model Schema Diagram: Analysis Grouping

A subdivision of the subject 
population based on a defined 
factor (e.g., subjects whose 
treatment is Drug A, subjects 
whose gender is male)



Model Components 

Summary of Demographics Summary of TEAE by SOC and PT

Analysis Grouping



ARS Logical Model Schema Diagram: Data Grouping

A subdivision of the 
analysis dataset 
records based on a 
defined factor



Model Components 

Summary of Demographics Summary of TEAE by SOC and PT

Data Grouping



ARS Logical Model Schema Diagram: Analysis Method

A set of one or more 
statistical operations



Model Components 

Summary of Demographics Summary of TEAE by SOC and PT

Analysis Method



ARS Logical Model Schema Diagram: Results

The result of an analysis 
method operation performed on 
a subdivision of subjects or data 
records



Model Components 

Summary of Demographics Summary of TEAE by SOC and PT

Results



Creating Analysis Results Metadata: JSON



Leveraging ARS Metadata to Drive Results Automation

ARS Metadata ADaM Dataset

Analysis Results Dataset 



Analysis Results Standard Model and User Guide

https://cdisc-org.github.io/analysis-results-standard/

https://wiki.cdisc.org/display/ARSP/Analysis+Results+User+Guide



ARS Model Representation using CMAP
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ARS model is complex! 

How do I operationalize it 
and generate analysis 

results metadata 
prospectively? 



Analysis Results Workflow w/ TFL Designer
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SDTM, ADaM, 
ARS Model, & 
TFL Templates
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s

SDTM, ADaM, 
ARS Model, & 
TFL Templates

API

API



■ Web-based solution

■ Digitizes your analysis results (TFL)

■ Aligned with CDISC Analysis Results 
Standards

■ Central repository for your TFL standards, 
display templates, conventions and 
metadata

■ Automates generation of TFL shells and 
provides machine-readable metadata

■ Community & Enterprise versions

TFL Designer – Key Highlights
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Key Functionalities
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■ Central repository for your TFL 
standards/templates, conventions and 
metadata

■ Access to library of TFL templates (community* 
and user generated) by disease areas, TA, and 
indication

■ Access to CDISC Standards (SDTM, ADaM, CT) 
via API to CDISC Library

■Develop new mock-up shells, edit/delete 
items   

■Automatically populate items based on user 
inputs 

■Export TFL shells in RTF & PDF formats

■Export analysis results metadata per the 
CDISC ARS model in JSON and Excel formats

®

* including FDA STF-IG
[Will include PMDA, & PHUSE display templates in future updates]



TFL / Analysis Results – Clymb’s Development
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TFL Designer

TFL Code 

Generator

CDISC 
Analysis 

Results Data

TFL Display 
Generator

TFL Publishing 
(CSR)

= Automated Process

Metadata

Codes

Metadata 
+ Results

Displays



■ Build an industry leading software solution 
that automates TFL design and generation 
process [community & enterprise versions]

■ Partner with companies to improve their 
internal TFL standards and processes 

■ Quantify process improvements and continue 
to build future state automation (target 40-
50% efficiency)

■ Accelerate study timelines to allow your team 
to get data quicker

■ CDISC 360 Vision: From PoC to Reality

What are we trying to accomplish?
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Live Demo
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Clymb Website
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CONFIDENTIAL 32



TFL Designer (Community version)
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CONFIDENTIAL 33

https://tfldesigner.org/



Download files
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CONFIDENTIAL 34

http://bit.ly/3uKMAAv



WEBSITE

www.clymbclinical.com
EMAIL

info@clymbclinical.com
PHONE

781-692-3613

Bhavin Busa, Principal & Co-founder 
bhavin@clymbclinical.com
631-220-5446

Navin Dedhia, Director of Technology 
Solutions & Engineering 
ndedhia@clymbclinical.com
631-576-9596


