


MLO6: The Al-Powered Scribe: An
Agentic Framework for Automated for
CSR Generation
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The Challenge: CSR Generation
as a Systemic Bottleneck
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The Waterfall Trap:

Writing waits for final stats
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Friction Points:

« High Friction: Long
timelines & late-stage
rework.

« Disconnected Process:
Writing is isolated from
scientific inquiry.

« Scale Issues:
Incremental template
changes fail against
concurrent study volume
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The False Start: Why Standard GenAl Fails )

Standard LLM Approach Agentic Approach

Efficacy - Efficacy Data
Section Section Artifact 1

gfficacy: 85 /° | Safety Data,

Data

Dis¢ cco
. St Ction,, ~
Udy ReSUItS Dranung Sains Artifact 2
Patlent Outcome... VS Safety 3 Clinical Document
¢ Profile Study Data Becibbitor
Drafting... e Data

Rework...

ont e
& Final Stats# Artifact 3

Methodology Conclusion

« Contextual Memory: Retains facts across the document.
« Single Source of Truth: Data is linked, not hallucinated.
« Traceability: Every sentence links to a source.

« Amnesia: Lacks persistent memory across sections.
« Inconsistency: Numbers drift between Efficacy and Safety.

« Black Box: No audit trail for derivation.
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The Solution: What Constitutes an Agent?

Defined role for specific outcome
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Goal
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Memory

Context retention across tasks
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Tools

Structured inputs and resources
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Planning & Validation

Assess results & plan next steps

Controlled Workflow

© 2026 Saama



The Architecture:
A Multi-Agent Workforce

Gonslstency
Data Sources Final Draft
(Protocol, SAP) - -
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Contract-Based Communication

Agents exchange structured data objects, not free-form chat.

Contract

Endpoint: Primary Endpoint

Population: Intent-to-Treat (ITT) \

Effect: HR=0.72

Significance: p <0.05

’ Confidence: High
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Orchestration & Control Logic
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@ Consistency-Checking Agent
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Multi-Agent System Architecture )

Four-layer design enabling scalability, parallel processing, and maintainability

INGESTION & SDTM Connector © ADAM Connector @ Protocol Parser & SAP Parser @ Define.xmi Extractor
PROCESSING @ Orchestrator Agent @ Section1-8 Agents @ Section9-12 Agents @ Statistical Narrative @ Safety Narrative
VALIDATION ® MedDRA Validator ® WHO Drug Validator ® Cross-Reference Checker @ |CHE3 Compilance ® Consistency Checker
ASSEMBLY Layout Agent Table Generator Figure Generator Appendix Compiler * Final Assembly
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Layered Memory Prevents Hallucinatio'ns )

' Data Inputs

Immediate Task Context

: | Consistent
(e.g., current endpoint) ‘ Na

rrative Output

Study-Wide Facts &
Cross-Sectional Data

Approved Decisions
(Benefit-Risk) & Locked Stats
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Traceability as a Living Graph
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Table 14.1

The primary analysis for the primary endpoint,
Overall Survival (OS), demonstrated a
statistically significant improvement with the
investigational drug compared to placebo (HR
SAP 0.75; 95% C1 0.65-0.87; p<0.001). This finding Dataset
Section 3.2 was consistent across all pre-specified ADSL
subgroups, including age, sex, and baseline
disease severity. The median OS was 18.4 months
in the investigational arm versus 14.2 months in

the placebo arm.
k Source: Table 14.1

Protocol
Amendment 2
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Operational Opportunities ( )

Decoupled Drafting

Draft narratives using interim
data before DB lock. Auto-

update when final data arrives.

)

7N

Early Detection

Identify inconsistencies
between SAP and Tables

weeks before the deadline.
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Audience Views

Tailor outputs for Statisticians
(Technical) vs. Clinicians
(Outcome-focused) from one
source.
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Governance & GxP Compliance
Transparency Over Autonomy

/@Fina;(ﬁory

Report

). Drafting Agents

No content is finalized without explicit expert approval.
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Future Outlook: Scientific CoOrdination

Clinical Study
Reports (CSR)

Safety Reports

Protocols

Statistical Analysis
Plans (SAP)

Integrated Summaries
(ISS/ISE)

Shift from ‘Writing Text’ to ‘Engineering Reasoning’.
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Scan the QR code
to learn more about
Saama

Allwyn Dsouza

allwyn.dsouza@saama.com

Saama Technologies
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