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65% of the fDa’s 2017 warning letters cited 

Data integrity

Consequently, this has put pressure on drug sponsors and their CDMOs to implement compliant data management systems 
that provide transparency, preserve customer confidentiality and meet regulatory guidelines. There is a new demand for 
sharing more granular data, with more frequency, in a more usable form for reporting purposes. Some CDMOs have realized 
the additional value opportunity that comes along with introducing these technologies into service offerings. 



how do these  
new technologies

iMProVe Data 
Sharing anD 
tranSParency? 
These solutions are enabling companies to 
establish a “single source of the truth” early in 
product development that can be enhanced 
and made more valuable as product knowledge 
grows during characterization, development 
and robustness initiatives. They offer a central 
knowledge repository that enables collaboration 
among internal and external teams across global 
supply chains. The resulting data transparency 
drives business efficiency and compliance. 



What featUreS 
do these new technologies offer?

•	 Facilitate cloud-based collaboration

•	 Provide a secure data portal for sharing of 
manufacturing data with sponsor companies

•	 Easily deployed in hours

•	 21 CFR Part 11 compliant

•	 Manage disparate data types: continuous,  
discrete, replicate and paper

•	 Aggregate data from various proprietary systems

•	 Retain or provide the appropriate context for data

•	 Manage data generated in multiple sites, at different 
companies with various levels of automation

•	 Provide full audit trail of changes to specifications 
and limits

•	 Electronic approvals 



the UPSell            oPPortUnity

With new technologies come new opportunities. Companies who are taking steps to increase data transparency and 
collaboration in their production processes are securing higher value contracts, gaining recognition as innovators in the space 
and growing their sales pipeline. Additionally, CDMOs are reducing enterprise risk for their sponsors/customers by providing 
better data visibility and reporting. Sponsors looking for strategic, long-term partnerships will gravitate towards CDMOs who 
can provide these benefits. 



as the cDMo market 
consolidates and 
becomes more 
competitive, those that 
tap into the real value 
of data can use it as a 
strategic differentiator 
to provide market 
leadership and improve 
their bottom line. 
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