
Submission 
Documents

Regulatory

Modern Content
Management

Managing submission documents on the CARA Life Sciences Platform is 
based on the DIA Reference Model, including all document artifacts and 
metadata, with some adjustments based on industry best practices. Create 
a Global Dossier and then regional derived dossiers, with re-use of content 
to ensure maximum efficiency of process.
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Maximise the User Experience

A modern interface makes the CARA Life 
Sciences Platform easy to use and personalised 
to the user's work.

Access and Manage Content in One Place

A single content management platform 
simplifies workflows and collaboration.

Meet Corporate & Regulatory Standards

Built for industry best practice, but flexible 
enough to suit your business.

Total Lifecycle

From creation to access, search, review, 
approval, publication and archival.

Automate Manual Processes

Powerful and flexible workflows bring digitise 
business process across the organisation.

Find Everything Instantly

With filters, folders, reports, dashboards and a 
'google-fast' search engine, users can find their 
work instantly.

Securely Share Content with Partners

Better security models and time-limited, secure 
access mean you can work seamlessly with 
affiliates and other partners.

Benefits
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Features

• Document classification and metadata based on the DIA Reference Model
• Creation of content based on templates
• Collaborative authoring – multiple users simultaneously
• Review and approval of content including eSignature
• Create submission structure in CARA and assign content
• Drag and drop CARA structures or individual documents to publishing tools
• Build submission structures automatically from submission planning tools in CARA• Build submission structures automatically from submission planning tools in CARA
• Archive submissions from publishing tools to CARA, including automatic traceability to the source 
   components used for publishing
• View submissions from CARA using partner tools such as Dossplorer
• Manage Master Data in CARA IDMP module, or pull in from external tools to use on document metadata
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DIA Reference Model

Data structure based on the DIA EDM 
reference model. 

Template Based Approach

Fully configurable templates 
for document creation, eTMF structures 

and additional sites.

Portal

CARA Portal enables third party viewing for 
simple and secure access by CROs, 
investigators and trial sites.

E-signatures

Our eSignature capabilities apply user 
information into a signature page that can 
be added to documents automatically 
depending on business processes.

From study initiation and patient recruitment to monitoring and drug supply management, eTMF on the 
CARA Life Sciences Platform consolidates data across all critical workstreams. Experience the benefits of a 
unified system built on a single information lake, with the flexibility to integrate external systems as 
needed. With the CARA Life Sciences Platform, you're not just managing trials – you're optimising them for 
success.

Manage the creation, review, and approval (including 
eSignature), of eTMF documents using the DIA 
Reference Model.  Use our master data dictionaries  
for industry picklists and product or study data.

Standard eTMF document features

CARA provides an extensive dashboard and analytics 
capability, which allows management to track things 
like the status by country, site, or study, metrics over a 
particular time period, as well as the all-important 
“Missing Documents Report”.  All dashboards in CARA 
provide clickable graphs, which show you the items or 
documents that make up the data points on the graph.

Metrics & Analytics

The power of an eTMF system is in the automations 
and solving pain points – for example, eTMF is 
seamlessly connected to CTMS as it’s all based on a 
single information lake (or can be integrated with 
external systems), automated site and trial plan setup, 
and easy de-duplication of documents.

Automations

Use the simplified CARA Portal for sites and 
investigators to access and upload eTMF content, and 
work on content during collaboration, without the 
need to involve IT in setting up network IDs.

Investigator and Site Portal
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Contact us for a demo or evaluation
sales@generiscorp.com
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