
How to change date format:
- Go to the “Insert” tab in the top ribbon
- Click on “Header & Footer”
- Choose the desired date format from the dropdown and save your changes

A Git-Driven Automated Workflow for 
Efficient ADaM & TLF Validation and Quality 

Control Documentation

PHUSE EU Connect 2025, Hamburg

Xavier Chénedé, Paulin Charliquart



PHUSE EU Connect 2025

Aim
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• Implement a structured framework for automated 

deployment of ADaM/TLF Validation and QC Documentation 

• Replace traditional QC workflows based on manual tracking 

with a modern, automated approach

• Leverage innovative technologies

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

Unit tests 
for code 
review

GPP checks
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Git-based Repository
Management Platform

Local program
development

Statistical Computing
Environment

Concept
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Metadata-driven
code review

Unit tests 

<HTML/>
tracker

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

AI-powered review 
(LLM fueled with

internal GPP rules)

GPP check
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Process
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3. Deploy on SCE, ie:
1. Copy files to target
2. Run Scripts and checks
3. Generate tracker

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

GitHub and the GitHub logo are trademarks of GitHub, Inc.
This presentation is not affiliated with, sponsored, or approved by GitHub, Inc.

1. Build datasets/TLF 

2. Develop unit tests locally

1. According to QC plan

2. Functions specifically developed for the study

3. Push and trigger workflows

1. Check style and execute all tests

2. Merge with main branch

Git-based Repository
Management Platform

Local program
development

Statistical Computing
Environment
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Unit Tests
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Apply QC plan strategy

➔ Risk-based QC

Unit tests 
for code 
review

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

Example based on phase 1 oncology trial
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Unit Tests
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Unit tests 
for code 
review

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

Create unit tests with following conventions

Apply QC plan strategy

➔ Risk-based QC

test_that("Check ADEX.DOSREDFL", {  #i.e., Dataset.Variable

# write the derivation

# capture the reference data

# code to compare

# capture comparison result in .md file

})
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Unit Tests
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• QC results file

➔ Example of adex.md

Dataset Variable Results

ADEX DOSESCFL Test not passed

ADEX DOSREDFL Test passed

• Tracking
➔Merge with QC plan

• Functions/TLF: equivalent process

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

Unit tests 
for code 
review
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Good Programing 
Practice

What did we try/explore?

GPP check

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion
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GitHub Copilot and the GitHub Copilot logo are trademarks of GitHub, Inc.
This presentation is not affiliated with, sponsored, or approved by GitHub, Inc.

CRITERIA LOCAL LLM
GITHUB COPILOT CODE 

REVIEW

Model availability Downloaded Integrated

Customization Customizable​ Customizable​

Setup complexity Tricky Setup​ Easy setup​

Performance Slower​ Fast​er

Sensitive data handling Local control​ Risk of exposure​

Code review - Supported 

Not retained Solution
developed
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Copilot code review

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion
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• GitHub Settings

• On change proposal

• Customization

GPP check

Good Programing 
Practice
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Good Programing 
Practice

Copilot code review

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion
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• Copilot-instructions.md ➔ GPP rules (Excerpt)

…
Identify and clearly highlight bad practices, including but not 
limited to:

o Absence of header.

o Using print instead of base::stop/warning/message.

o Using paste0 instead of file.path for constructing file paths.

…

GPP check
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Good Programing 
Practice

Copilot code review

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

• Some review examples 
o Typo
o Header
o Specific rule

GPP check

New code submitted

What if I want to review my full code?

➔A change proposal review with 
copilot only checks on changes!
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Copilot code reviewGood Programing 
Practice

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion
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➔ GitHub Copilot coding agent 

• Knows your GitHub repositories
• Customization with prompts

…

For code review you will use the 
instructions that are in ".github/copilot-
instructions.md". 

…
GPP check
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Good Programing 
Practice

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion
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• GitHub Copilot coding agent for full code review
➔Let’s go:

Could you perform a full code review of the R scripts from the ADAM_PGM folder from the Branch 
Phuse2025 of the STUDYID Repository ?
Draft a GitHub issue summarizing these problems, file by file.
The issue will group common problems and give actionable suggestions as described.

XXXX

GPP check

Copilot code review
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Good Programing 
Practice

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion
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• GitHub Copilot coding agent for full code review
➔Issue creation:

GPP check

Copilot code review
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Final QC reporting
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Tracker

Local report
production
• Unit tests
✓QC plan
✓ Functions

Deployment
• Gather QC 

components
✓Unit tests 

results
• Produce HTML 

tracker

On change proposal
• Code review/GPP
✓ Automatic with 

Coding Agent
• Unit tests
• Deployment

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

Git-based Repository
Management Platform

Local program
development

Statistical Computing
Environment
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Final QC reporting
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Tracker

• HTML dashboard

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

</html>

STUDYID Overview Specifications ADaM-QC Functions-QC
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CONCLUSION

• Next steps

• Logs/SDTM

• Dataset comparison

• Editable standalone tracker

• Challenges

• Use of HTML with JavaScript

• Bring people into a new mindset

• Be careful in the use of LLM, let’s be critical!

1. Aim
2. Concept
3. Process

• Unit tests

• GPP

• Final QC reporting

4. Conclusion

This work is the first step towards a more integrated project
aiming to gather even more QC elements.

This workflow reduces repetition of manual intervention,
minimizes human error, and substantially reduces turnaround
time from data availability to delivery, all while maintaining
rigorous quality standards.
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Thank
you

Contacts:
Xavier.chenede@sanofi.com
Paulin.charliquart@sanofi.com
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