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firms in the Bio/Pharma and medical device industry, an IT infrastructure company (Kendall IT Solutions) and 
was a co-founder and managing partner in a Venture Capital firm. Kosal graduated with a B.S. degree in 
Biotechnology from University of Massachusetts at Lowell. 
 
 
PART 2: Software Vendor Roles and Responsibilities in the Life Sciences Industry 
Meeting regulatory requirements, (both Part 11 as well as the relevant GxP regulations) in laboratories requires 
excellent knowledge of the tools (software and instruments) supplied by outside vendors.  As the compliance 
expert for a vendor of CDS and software (with over 40,000 users, mostly in regulated pharmaceutical 
laboratories) for over 25 years, Heather regularly receives questions from laboratories about the vendor's roles 
and responsibilities in that environment.  Regulated labs, additionally, are leveraging other critical GxP 
services, such as Infrastructure or “compute” to outside service providers.  Clearly defining how a vendor, such 
as a cloud services provider, can support a regulated company is critical for life sciences customers. This 
presentation will highlight example questions that get asked of vendors and service providers, and suggest 
possible answers or approaches to get the information needed to answer regulatory questions. 
 
SPEAKER:  
Heather Longden, Senior Marketing Manager, Waters 
After a number of years in training, supporting and selling Waters Software, Heather's current role is as a 
specialist in compliance to e- record regulations, acting as a resource to the global informatics community at 
Waters and the users of all Waters informatics products. This involves helping design the compliance into our 
informatics products and services, attending and presenting at specialist conferences, keeping up to data on the 
latest interpretations and amendments to the regulations and disseminating this information to the Waters field 
and corporate organizations. 
 
Heather also manages the global Empower Product Management team. This team has significant responsibility 
for supporting our global customer base and managing the backlog of feature enhancements and defect fixes 
requested by our customers for inclusion in future releases.  
 
MEETING MANAGERS: 
Christopher Ciampa, Young Professional Meeting Manager, Thermo Fisher Scientific 
Bob Wherry, Shire, Lexington, MA 
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