
The next frontier in clinical analytics is the successful fusion of Agentic AI with established polyglot environments: SAS, R, and Python. Here, we present our experience in deploying GxP-Compliant Agentic Framework that provides audit-trails with version 
control, traceability and reproducibility. The framework deploys AI agents (Skills and Workflows) to automate complex, multi-language pipelines, from generating SAS code to executing quality reviews. It also bridges skillset gaps by enabling conversion of SAS 
assets for modern R workflows, accelerating submission readiness. To guarantee reproducibility and a verifiable chain of custody, the architecture maintains the “Human in Control” for clinical judgement. This ensures all analytical outputs are fully auditable 
and traceable, version controlled and prepared to withstand rigorous inspection. By integrating open-source and legacy code with governed AI, the framework scales reproducible clinical trial data analysis workflows and accelerates submissions.
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Data is attributable, legible, contemporaneous, accurate, 
complete, consistent & available for inspection.

Data is protected with role-based access control. 

The reported artifacts are versioned.

Every reported output is traceable back to source data.

Analyses can be repeated and produce the same results.

All actions and changes are recorded and reviewable. 
Audit trails must be dynamic and  immutable.
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Agentic AI is not just automation. It is intelligent, goal-driven execution 
within a modern Statistical Computing Environment (SCE). 

Unified Analytics Engine

✓Hybrid Integration: Seamlessly 
bridges traditional SAS 
architectures with modern open-
source languages (R, Python).

✓Cohesive UX: Data scientist & 
clinical programmer 
consolidated user experiences 
without the friction of 
environment switching.

+

Unbroken GxP Compliance

✓Regulatory Rigor: Built-in 
frameworks to guarantee data 
integrity, strict access control, and 
absolute security.

✓Audit Readiness: Fully traceable, 
version-controlled, and reproducible 
pipelines that automate end-to-end 
auditability.

+

✓  

Governed Agentic AI

✓Intelligent Workflows: Safely layers in advanced AI skills and automated 
agentic flows to optimize repetitive tasks.

✓Built-in Guardrails: Protects study integrity with lineage tracking, 
contextual isolation, & mandatory Human-in-the-Loop validation.

Data Integrity

Context
Deep domain awareness – 
from CDISC standards to 
study-specific metadata
 and protocols 

Constraints
Eliminating hallucinations. 
Non-LLM primitives ensure 
deterministic, reliable outputs

Compliance
Built-in GxP rigor supporting 
21 CFR Part 11, EU Annex 11 
for regulatory-grade 
quality

Agentic AI Flow Example: SDTM 
Generation & Review

#1. Standards 
Mappings Agent

Instant Pre-Built 
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Review Agent
Reviews SDTM
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