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November 21, 2002

To whom it may concern:

Dear Sir/Madam:

Validation Plus, Inc. was contracted to provide validation services for a newly
constructed Vaccine Development aseptic vaccine formulation area. Mr. Jeffrey
Gassman was the leader of the validation effort and he and his company
developed and executed the validation protocols to support the qualification of the area.
The facility consists of a critical Grade A area with supporting Grade B, C and D
areas and support equipment designed to meet EU environment for producing
clinical trial materials.

Validation Plus personnel independently worked on this project, outlining the validation
approach and writing the required 1Q, OQ and PQ protocols. Upon approval of the
protocols by site personnel, Validation Plus personnel successfully executed the
protocols and completed the final reports.

I found the Validation Plus personnel worked well with our internal and
consulting personnel and made numerous constructive suggestions to
enhance the program. I considered them experts in their field and relied on their
advice in troubleshooting the process issues encountered during the execution phase.
All Validation Plus personnel working on the project were hard working individuals
who took the project very seriously to complete on schedule and on budget. They
produced quality pro’,ocois and reports meeting our expectations. All personnei were
courteous and professional and I have no hesitation to recommend Validation
Plus to you. If you need more information, please feel free to call me at [845] 602-
4166.

Sincerely,

Sudhakar Barik, Ph.D.



