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To achieve our mission, we will focus on delivering a cloud 
platform that aims to allow for exchange of structured data in 
alignment with changing regulatory needs.

The platform plans to allow customers the ability to:

• Store validated regulatory data in a common format

• Automatically map terminology across jurisdictions

• Construct templated filings from common data

• Exchange structured filings with global regulators

• Flexibly import/export data through key integrations

The Vision for Data Exchange

CMC Clinical Pre-clinical Safety

Cross-Functional Application and Scalability
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Accumulus Synergy Platform Capabilities

Accumulus Synergy aims to provide a managed platform for life science organizations and 
regulators to securely exchange and collaborate on structured regulatory information
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Leveraging the Accumulus Platform, DataX Application and Structured 
CMC Content Model Aims to Enable Future State Interoperability

Present State
Accumulus Synergy 

Planned Future State

Accumulus Synergy’s Module 3 Content Model aims to establish a data model and information 

architecture to support the transition from the present state to the future state.

Transition State
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The CMC Content Model Organizes CMC Information Into Core Content 
Blocks and Sub-Content Blocks

Core Content Block

Sub-Content Blocks

Core Content Block

Sub-Content Blocks
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FHIR as an Enabler for Structured Data

• FHIR – Fast Healthcare Interoperability 

Resources

• Healthcare data exchange standard with 

accompanying application program 

interface (API) 

• Accepted formats include XML, JSON, 

HTTP, REST, UML

• Capability to manage structured and semi-

structured data, as well as file attachments

• Compatible with external controlled 

terminology lists for codable elements

• Standardized templates with customization 

options 
http://hl7.org/fhir/index.html

Medicinal Product (Resource)

FHIR is increasingly being adopted to support Regulatory Affairs activities to enhance data interoperability, 

searchability, accessibility, and standardization
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FHIR-Based Structured Data Transformation

Proposed Future StateCurrent State

DRAFT
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Future Vision – Application of CMC Standards 
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Workflow Function: 

Aims to enable exchange of standardized regulatory 

information between sponsor and health authority

ILLUSTRATIVE
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Project Timeline and Activities

• April 2023 – Private Testing Event 1
− Scope: Stability, Specification, Batch 

Analyses, DS/DP Identifiers

• July 2023 – Private Testing Event 2
− Scope: Manufacturing Process, Analytical 

Procedures, Process Validation, 
Container Closure System

• Sept. 2023 – Public Testing Event: HL7 
FHIR Connectathon

− Scope: Full IG

Anticipated Testing Schedule

• Linked here is an early draft version of the 

Pharmaceutical Quality Data Exchange IG
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HL7 FHIR

https://build.fhir.org/ig/HL7/uv-dx-pq/toc.html


Potential for Collaboration Between Accumulus and Allotrope 
Foundation

• DX-PQ Data Standard Development

− Ensure DX-PQ alignment with Allotrope Data Format and Data Models 

− DX-PQ standard is open for public contribution

• DX-PQ Controlled Vocabulary Lists 

− Examine content areas of overlap and leverage any relevant Allotrope products (Ontologies, Taxonomies) 
where applicable
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