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Trial Complete

Finalise eTMF and ensure 
completeness

Archive

Lock eTMF and import with 
CARA Archivist

Store

Secure, readable, accessible 
archive for 15-25+ years

Retrieve
Leverage AI for inspection 
ready information search on 
demand

Decommission

Shut down active archives when 
this is due

eTMF Archive Process

The CARA Life Sciences Platform offers a comprehensive Electronic Trial Master File 
(eTMF) Archive, designed to enhance the management, accessibility, and compliance 
of your clinical trial documentation. By integrating advanced automation, seamless 
collaboration, and robust compliance features, CARA empowers life sciences 
companies to efficiently manage trial records from inception through long-term 
archival.

With CARA, organisations benefit from a user-based pricing model rather than being charged per site or per 
study—significantly reducing costs. CARA’s AI Assistant also makes it easier to find the information you need, 
with the ability to ‘ask’ the system a question in natural language. 



Benefits

Secure Long-Term Archival

Ensures documents are stored securely with controlled access, maintaining integrity and 
compliance over required retention periods.

Comprehensive Metrics and Analytics

Offers dashboards and reports, including missing document reports, to monitor trial documentation 
status and ensure completeness.

DIA Reference Model Compliance

Aligns with industry standards for structured documentation, ensuring consistency and regulatory 
adherence.

User-Friendly Interface

Provides a consistent and intuitive user experience across all modules, reducing training time and 
enhancing user adoption.

Seamless Information Flow

Provides a unified platform for clinical trial management by connecting eTMF with CTMS, enabling 
real-time data sharing and reducing redundancy.

Simple Integration 

Connect CARA to your other systems and easily pull the TMF data from external environments to
archive in CARA.
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Why CARA Life Sciences Platform? 

Enhanced Compliance

Stay aligned with regulatory requirements 
through standardised processes and 
comprehensive audit trails.

Operational Efficiency

Streamline document management processes, 
reducing administrative burden and 
accelerating trial timelines.

Improved Collaboration

Facilitate seamless communication and 
document exchange between internal 
teams and external partners.

Scalability

Adapt to the evolving needs of your 
organisation with a flexible platform that 
grows with you.

Experience a transformative approach to clinical trial documentation with CARA's 
eTMF Archive module, designed to optimize your trial management processes and 
ensure regulatory success.

www.generiscorp.com

ETMF 
ARCHIVE



www.generiscorp.com

Copyright © 2024 Generis Enterprise Technology Limited, all rights reserved 

Contact us for a demo or evaluation
sales@generiscorp.com

www.caralifesciences.generiscorp.com


