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The challenges for emerging pharma

Floating 
Stat

Expensive, siloed 
solutions

Solution unable to 
grow with the 

business.

Poor functionality and 
lack of information 

flow

Underlying repository 
costs

No path to the full 
product



What needs to be done

A simple, easy to deploy system with all the core functionality for a regulated 
landscape available in one place.

“Emerging Pharma/Biotechs face the same regulatory challenges as 
multinationals, without the budgets to match… they are driven by the same 

fundamental business objectives and therefore must manage the same 
categories of content ”



CARA Emerge – what we offer

- Multiple systems in one repo – we do not charge license fees per use case

- Preconfigured/ OOTB

- Helps emerging pharma move away from legacy systems/ file systems/low functionality 

offerings on the market 

- Cloud Solution – no additional hardware or separate repositories required.

- Comprises R&D/Reg Submissions, Quality, and eTMF – core elements for compliance. 

- Preferred partner/reseller



CARA Emerge – User Management
Internal AND external users and 

groups managed through a 
simple admin portal. 



CARA Emerge – Preconfigured

Preconfigured = no additional 
costs for configuration tweaks

Minimises implementation 
time, validation effort

Predefined data model based 
on DIA reference models and 
best practices learned over 20 
years from global Life Science 

leaders

3 in 1 system



Customer Generis or customer Generis

CARA Emerge – Pre-validated

URS

UAT

FRS

Installation Qualification

Operation Qualification

Migration Qualification

Validation Plan

Validation report Test plans, Test Reports
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Regulatory

R&D/ Reg Submissions

- Full Content Authoring, Review, Approval and Pre-publishing
- Submission Planning & tracking
- Dossier Management
- Correspondence Management 
- Post-Approval Commitments / Studies

Correspondence & 
Commitments

Regulatory 
Submission 
documents
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Quality

• SOPs, templates and other Quality documents
• Including full lifecycle and workflows
• Watermarks and Signature Pages and Controlled Printing

• Full QMS
• Quality Events (Audit findings, Deviations, Compliants etc)
• CAPA (Corrective Actions / Preventive Actions)
• Change Requests
• Quality Event Effectiveness Evaluation

• Training management
• Manage training matrices, training roles, training workflows and completions and 

certificates in CARA
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eTMF

Link to Submission 
documents (±32 are 
used in submissions)

Investigator / Trial 
Site Portal

DIA eTMF Reference 
Model

- eTMF structure templates
- Including templated set up of new site folders / documents in a single click)

- Link eTMF docs to submissions (about 32 types are used in submissions)
- Create contexts for docs included in multiple studies to have different metadata
- Dashboards e.g.

- Missing documents / TMF completeness)
- Link in QA documents (SOP, production of batches) from QA system
- CRO or Investigator or Site access via portal



Full ECM – full cloud

No Documentum or 
other License Required

No additional hardware 
required



Regulatory + 
RIM

CARA 
Emerge

eTMF

Quality + 
QMS

1 CARA Emerge



Regulatory + 
RIM

CARA 
Emerge

eTMF

Quality + 
QMSe.g. Labeling

e.g. Regulatory 
Correspondence

2 Additional Modules 
as Needed



The end (to end) goal.. 3 The End (to end) Goal
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Thank You
www.generiscorp.com

info@generiscorp.com


