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Use Case 1:  Selecting standards concepts and linked metadata needed for a study
Use Case 2:  Adding study design, concept configuration & generate artifacts
Use case 3:  Automatic population of data into artifacts



Use Case 3 : Execute

EDC Extract

Database

ADaM 

Creation

Analysis 

Results
Creation

Clinical

Study
Reports

Operational 

Database

CDASH

Tabulation 

Datasets

SDTM

Analysis 

Datasets

ADaM

ePRO

EDC

eDT

eHR

Process

Study 
Data 

Endpoints

TFL

Configured 

study 

metadata

Automatic population of data into artifacts

Data Collection Scope



Use Case 3 : Execute

EDC Extract

Database

ADaM 

Creation

Analysis 

Results
Creation

Clinical

Study
Reports

Operational 

Database

CDASH

Tabulation 

Datasets

SDTM

Analysis 

Datasets

ADaM

ePRO

EDC

eDT

eHR

Process

Study 
Data 

Endpoints

TFL

Configured 

study 

metadata

Automatic population of data into artifacts
Analysis Results Scope





CDISC 360: The Art of the Possible

6Reference: ‘CDISC 360 - The Journey so Far and the Road Ahead’, Peter Van Reusel, 28th April 2020
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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

S



CDISC Analysis Results Standard – Coming Soon!

9

All You Need to Know about the New 
CDISC Analysis Result Standards!

PharmaSUG 2023: Paper # MM327

Bhavin Busa, Richard Marshall, Bess LeRoy

https://docs.google.com/presentation/d/1raV9wSroMdMUQzOtaAkGMV87vWLZZMy5/edit
https://docs.google.com/presentation/d/1raV9wSroMdMUQzOtaAkGMV87vWLZZMy5/edit
https://drive.google.com/file/d/1F0oGjDB5jx42jsuIL4FdZE-ZykRLfdgV/view?pli=1


Analysis Results Standard Public Repo on GitHub

• https://github.com/cdisc-org/analysis-results-standard 

Model: 
representations of 
the model (YAML, 

JSON, Mermaid ER, 
YUML, SVG)

Project:
Auto-generated 
content (Python 

classes/API, 
documentation, 

model structures)

Workfiles: CMAP, 
examples

To come:
Utilities, API 

Dev

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


ARS Model Representation using CMAP*

11*Analysis Results Standard Model Documentation: https://cdisc-org.github.io/analysis-results-standard/

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


Future State: Analysis Results Deliverables

12



13

s



Streamlining Analysis Data Flow 
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■ Software as a Service (SaaS) 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

16CONFIDENTIAL

■ 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 and import analysis results metadata 
in various machine-readable formats

®



Visit Clymb or COSA Booth for TFL Designer (Community) Demo
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Thursday, 19th Oct (Day 2) 
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■ 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?

18



Challenging the Status Quo

"copy-paste programming” to "meta-programming" 
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#CDISCUS  |   #ClearDataClearImpact



TFL / Analysis Results – Clymb Vision

CONFIDENTIAL 20
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WEBSITE

www.clymbclinical.com
EMAIL

info@clymbclinical.com

PHONE

781-692-3613

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

631-220-5446

mailto:bhavin@clymbclinical.com
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