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CORE ACCESS CHALLENGES
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STUDY DATA ACCESS CHALLENGES

•Centralized data

•Fragmented access

•Expert-dependent systems

•Ethical and Legal Sensitivity

•Low usability, High Investment
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Delays in insight slow down 
critical development decisions

A governed AI approach 
enables faster, trusted, and 
compliant decision-making

Limited access reduces the 
value of expensive clinical data

WHY IT 

MATTERS?1

2

3
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CORE COMPONENTS
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VISION: CONVERSATIONAL RAG FOR BIOPHARMA 
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RAG: THREE–LAYER ARCHITECTURE
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HIGH LEVEL ARCHITECTURE

The system ensures AI-driven answers are always grounded in validated, governed data, 
preserving compliance at every step.
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QUERY PROCESSINGDUAL MODE
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RAG CONVERSATIONAL CHAT INTERFACE
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PREVENTING HALLUCINATION AND RISK

DATA

INFERENCE

MODEL

SCOPE

AI answers only from 
retrieved, validated data.

Unsupported inferences 
or guesses are not 
allowed.

Smaller, domain-specific 
models are preferred 
over generic LLMs.

Clear scope boundaries 
ensure predictable, 
explainable behavior.
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A D
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GOVERNANCE 

PRINCIPLES FOR 
REGULATED AI

Identity-based access 
control: Only authorized 
users can access the 
conversational AI.

Validated processing 
boundaries: No AI-
driven calculations 
occur outside SOP-
controlled, validated 
pipelines.

Role-aware responses: 
Answers are tailored to 
the user’s role and 
permitted data scope.

Human-in-the-loop for 
high-risk queries : 
Experts review sensitive 
or ambiguous queries 
before finalizing 
responses.

C F
Full audit trail : Every 
query and response is 
traceable for 
compliance and 
inspection readiness.

Governance by design : 
Controls are embedded, 
enabling innovation 
without compromising 
compliance or 
oversight.
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Improved Query Resolution Speed

 Faster query resolution in pilots.1

KEY 

LEARNINGS

Conversational Access Benefits

 Simpler access increased adoption.2

Challenges with Semantic Mismatches

 Terminology gaps reduced accuracy.3

Importance of Data Freshness

 Outdated data risk reliability
4
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FUTURE ENHANCEMENTS

DYNAMIC KNOWLEDGE 

UPDATES
Will enable AI to adapt to 
evolving regulatory guidance 
through dynamic knowledge 
updates.

ADVANCED ANALYTICAL 

INSIGHTS

Will provide longitudinal 
and cross-study insights, 
enhancing research depth 
and accuracy.

WORKFLOW 

INTEGRATION
Deeper workflow 
integration will support 
submission processes, 
streamlining regulatory 
and research tasks
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                                                                                                                       Lakshmi B K                                                      
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THANK YOU
ANY QUESTIONS?
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