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Clin»i‘cal Research Data Sharing Alliance

2026: What’s Ahead?
Al data harmonization




CRDSA Milestone Timeline

Tool: Data Sharing Technology
Assessment Framework

Standards:

Report: “FDA Draft External

Global Impact
18.UUU+ CRDSA resource downloads from over 90 countries

Standard for Sharing
Clinical Study Data”

Controls Guidance Situation
Analysis and Recommendations”

Standard for Secondary
Analysis of Clinical Stucly Data”

Report: “A Review of
Biopharma Sponsor Data
Sharing Policies and

Protection Methodologies”

1st Meeting of
CRDSA Work Groups

2022

% CRDSA

Clinical Research Data Sharing Alliance

Publication: “Establishing a

Basis for Secondary Use
Standards in Clinical Trials”

FDA External Controls
Draft Guidance:
Expert Rounditable

2023

Report: Updated Analysis - “A
Review of Biopharma Sponsor
Data Sharing Policies and
Protection Methodologies”

Tool: Data Sharing

Shiny Application

Technology Assessment R

Whitepaper: “Data ,

Reuse in Regulatory
Submissions: The Role

| — 17

of Data Platforms”
Infographic: “Navigating Data . Tool: Data Sharing
Protection and Privacy” 2025 CRDSA Summit: Assessment App

2024 CRDSA Summit: “The
Patient Data Revolution: From
Promise to Realization”

2024

Data Reuse: Navigating the
Regulatory Environment”

“Demystifying the EU Data
Sharing Space”

Whitepaper: “External

Controls”- Evolving
Reqgulatory Approaches

2025 2026




The data is (mostly) findable and accessible...

% CRDSA
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...but it’s not FAIR data
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Three development principles % CRDSA

1. Limit the scope (80/20): harmonization focuses on delivering a high utility, high confidence
user experience

2. Be transparent: the harmonization transformation report is clear on what was and wasn’t
done with the data

3. Practical Al development: employ a modular and precise application of agentic Al in a
process workflow



Human in the loop

% CRDSA

User

New trial: data and documents

Upload/download
Data and documents

Harmonized dataset, orig. documents, harmonization report

Model Layer
Agent; Agent, Agents Agenty Agents
Ingestion & Semantic Mapping & Transformation & Quiality, Provenance, Documentation &
Cataloging Standardization Alignment & Audit Delivery




Business rules and operating guardrails % CRDSA

User

Upload/download

New trial: data and documents Data and documents Harmonized dataset, orig. documents, harmonization report

Information Layer

Harmonization Standard MCP/API Calls Transformation Report Business rules
(domains, variable, rules) CDISC, MedDRA, Who-DD Standard (e.g., non-retention)
Model Layer
Agent; Agent, Agent; Agent, Agents
Ingestion & Semantic Mapping & Transformation & Quiality, Provenance, Documentation &
Cataloging Standardization Alignment & Audit Delivery




Reference and learning

% CRDSA

User

Upload/download
Data and documents

New trial: data and documents

Harmonized dataset, orig. documents, harmonization report

Information Layer

Harmonization Standard MCP/API Calls Transformation Report Business rules
(domains, variable, rules) CDISC, MedDRA, Who-DD Standard (e.g., non-retention)
Model Layer
Agent; Agent, Agent; Agent, Agents
Ingestion & Semantic Mapping & Transformation & Quiality, Provenance, Documentation &
Cataloging Standardization Alignment & Audit Delivery
M Retention
Source (pre-processed) trial data Harmonized (post-processing) trials allowed
Standard (SDTM) and non-standard (CSV, etc.) data and documents Harmonized datasets, documents, and report

@ @ Vector db / RAG

=




Putting it all together % CRDSA

User

Upload/download

New trial: data and documents Data and documents Harmonized dataset, orig. documents, harmonization report

Information Layer

Harmonization Standard MCP/API Calls Transformation Report Business rules
(domains, variable, rules) CDISC, MedDRA, Who-DD Standard (e.g., non-retention)
Model Layer
Agent; Agent, Agents Agenty Agents
Ingestion & Semantic Mapping & Transformation & Quiality, Provenance, Documentation &
Cataloging Standardization Alignment & Audit Delivery
M Retention
Source (pre-processed) trial data Harmonized (post-processing) trials allowed
Standard (SDTM) and non-standard (CSV, etc.) data and documents Harmonized datasets, documents, and report
@ @ Vector db / RAG @
Infrastructure
» Cloud-based deployment with SOC2 Type Il certification « Multi-factor authentication and single sign-on (SSO) integration
« MCP/ APl integration * Role-based permissions (Admin, Developer, Reviewer, Viewer). .,



Impact % | CRDSA

Reduced cost and resource burden for research teams

Compresses time-to-research (and publication)

Uniform data interpretation that enhances results reproducibility

Reduces data management of trials that aren’t “fit for purpose”

Reduces project abandonment (due to data management burden)
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Thank youl!

Aaron Mann

Chief Executive Officer

+1 917-520-2346
aaron.mann@CRDSAIliance.org
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