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INTRODUCTION

• Translating clinical dataset specifications into executable derivation code is typically a manual, 

interpretation-heavy task, often hindered by complex logic and evolving rules. To streamline 

this, we introduce an offline, automated framework that converts derivation descriptions into 

validated, reproducible R code, handling mappings, derived variables, and optimized logic.

• The system uses a locally deployed code-generation model with rule-aware preprocessing, 

ensuring traceability, repeatability, and alignment with CDISC standards. It also offers 

controlled endpoint support for rule retrieval and modification, serving as a supplementary 

capability.



OBJECTIVES OF FRAMEWORK

• Automate the conversion of clinical dataset specifications into executable R code.

• Ensure reproducibility and traceability of endpoint derivations.

• Handle derivation logic, dataset dependencies, and optimized mutation logic.

• Ensure alignment with CDISC standards throughout the process.
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1. Framework for R Code Generation

• Automates translation of clinical documents into executable R code, reducing manual effort.

• Ensures standardization and traceability aligned with CDISC ADaM principles.

2. Hybrid Automation Approach

• Combines deterministic rules and a lightweight code generation model.

• Balances automation with regulatory compliance and auditability.

3. Governance with Customization

• Separates rule governance from code generation to prevent logic drift.

• Allows study-specific customization within clear boundaries.

CONCLUSION: KEY TAKEAWAYS
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