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TAKE Solutions’ Life Sciences Division  
Announces Enhanced PharmaReady Product With  

Paper Submissions Module 
 

Award Winning PharmaReady™ Suite of Products Now Includes 
Paper Submissions Capabilities 

Raleigh, N.C. – October 8, 2008 — Today, TAKE Solutions’ Life Sciences division 
announced the addition of a Paper Submissions Module to its PharmaReady suite of 
Document & Submission Management products. This new module is in response to 
consumer demand to support paper submissions until the market has completely converted 
to electronic submissions.  

“We had multiple companies come to us looking for an interim solution,” stated Suren 
Dheenadayalan, Director Product Strategy, TAKE Solutions. “We know how important it is 
for global pharmaceutical companies to have a comprehensive solution that addresses 
regulatory submissions across different global agencies. Now, with the PharmaReady Paper 
Publishing Module, these global bio pharmaceutical companies can prepare submission 
documents once and submit the dossier across different global regulatory agencies without 
significant changes compared to duplicating the entire effort for every new agency,” 
continued Dheenadayalan.  

The variations in submission modes (electronic/paper/hybrid) and submission formats 
(CTD/eCTD/NEES/non-CTD) accepted by different regulatory agencies can be largely 
mitigated with a centralized document management system supported by publishing 
modules that cater to the specific agency’s requirements. “Paper or electronic, create it once, 
submit it many times” is the preferred solution the industry is looking for, and PharmaReady 
promises to serve this need.  

The Paper Publishing Module key features include: 
 

1. Assemble & organize submission documents based on volumes, modules  and 
agency-specific classifications 

2. Accept the following submission dossiers: 



 2 

a. eCTD 
b. NEES (Non-eCTD electronic submissions) 
c. Non-CTD 

3. Accept all common Microsoft Office document formats as well as PDF 
4. Create agency-specific submission structure and compile documents 
5. Create volume and module headers and separators 
6. Create global, volume & module table of contents 
7. Create continuous/volume/module-based page numbers 
8. Preview the print-ready documents to avoid last minute corrections 
9. Print final submission-ready dossier 

 
“We are excited that through the release of our paper publishing module we’ll be able to 
address the full life cycle needs of global pharmaceutical companies striving to meet the 
various regulatory submission demands. TAKE Solutions’ vast knowledge and experience 
with global regulatory agencies, life sciences domain, and enabling technologies makes us 
uniquely qualified to deliver high value to our customers in this mission-critical business 
area,” stated Suren Dheenadayalan.   
 
About PharmaReady™  

PharmaReady is a fully integrated web-based product and services solution suite including 
Document Management, Training Records Management, Structured Product Labeling and 
Submission Services.  PharmaReady is specifically designed for life science organizations 
where ease of installation, ease of use, Part 11 compliance, and affordability are the primary 
business drivers. The PharmaReady solution suite is designed for management of SOPs, 
work instructions, training records, submission documents and all other documents within 
business areas regulated by the FDA. PharmaReady is a fully 21 CFR Part 11 compliant 
solution based on Microsoft Windows technology.  
 

www.PharmaReady.com  
 
About TAKE Solutions 

TAKE Solutions is a leading international technology company with products and services 
in life sciences backed by strong domain expertise to provide cost-effective regulatory 
compliant business solutions. With more than 650 current employees, TAKE Solutions 
Global Life Sciences headquarters are in Princeton, N.J., USA. 
 
TAKE Solutions is CMM i5 certified, a Microsoft Gold Certified Partner, a Business 
Objects Gold Partner, a Charter Member of the Microsoft BioIT Alliance, and it’s 
subsidiary, Applied Clinical Intelligence (ACI) is a Registered CDISC Solutions Provider. 
TAKE Solutions conducts business today in 12 countries with more than 150 FORTUNE 
1000 customers 
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