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❑ Controlled R ecosystem with secure infrastructure and enterprise governance

❑ Reproducible environments using renv to lock R and package versions per study

❑ Audit-ready logging via logr, providing SAS-like execution traceability

❑ Reusable automation enabling standardized, inspection-ready validation workflows

Compliant R Programming Framework
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Overview of the R Programming Framework

• Standardized Structure

— Predefined folders enforce consistent 
organization of data, outputs, and logs across 
studies.

• Controlled Packages

— Locked R and package versions ensure 
reproducible results over time.

• Audit-Ready Logging

— Standardized logs capture execution details to 

support regulatory traceability.

• Streamlined Templates

— Validated templates reduce manual coding and 
variability.

• Streamlined Validation

— Built-in workflows support consistent ADaM and 
TLF validation.

• Compliance Metadata

— Study-level metadata enables governance and 
inspection readiness.
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Practical Technical Example
ADaM/TFL Validation Using the R Programming Framework

Secure Infrastructure

Controlled execution in a centrally managed environment 

(e.g., Posit Workbench) with validated R versions and enforced 
project paths.

Reproducible Environment (renv)
Exact R and package versions restored using 
renv::restore() to guarantee reproducibility across reruns 

and audits.

Audit-Ready Logging

One standardized log per run capturing study metadata, 
inputs, datasets processed, timing, warnings, and results.

Standardized Structure
Predictable folders for inputs, outputs, metadata, and logs 

enabling plug-and-play validation.

Reusable Automation

Dataset discovery by domain name (e.g., ADSL), independent 
of file format (.xpt, .sas7bdat, .csv).

PROC COMPARE–Like Reports

Standardized comparison summaries showing metadata 
differences, record-level differences by keys, and value-level 

discrepancies.

Standard Output Artifacts

Single summary CSV per domain, combined dashboard CSV, 

optional top-difference listings, and one finalized audit log.
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Questions!
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If you have any questions, please contact

Mangesh Kalsekar Mangesh.Kalsekar@bms.com

Thank You !!!
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