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SATISFACTORY FINDINGS: 
Reviewed validation of TPA module invent. The validation is documented on Software Validation Report 
(SVR) No. 3 in accordance with TOP-018 paragraphs 5.8.4, 5.8.7, and 5.8.8. Technical review of this 
and other SVR’s is pending completion, review and approval of the TPA software validation plan (SVP). 
The SVP is approximately 90% complete. The SVP and software requirements description are also 
being updated with five “new” requirements identified by the client. 

~ ~~ 

UNSATISFACTORV FINDINGS: 
TOP-018, paragraph 5.6.2 requires that acceptance testing be conducted on each intended computer 
platform and operating system. This testing is intended to identify any problems related to how the 
developed software interacts with the target operating system and/or hardware. For TPA, this requires 
acceptance testing to be performed on a PCNVindows XP platform and a UnixlSolaris platform. 
However, TPA acceptance testing and module level validation testing is typically only run on a PC 
platform or a Unix platform, but not both. 

To address this TOP-018 requirement, the SVP will require that the software be subjected to a 
“significant” system level test once module level validation testing is complete. This system level test will 
exercise all TPA modules and will be run on each intended computer platform. No CAR/NCR was 
issued since this plan of action will address the intent of the TOP-018 requirement. See 
recommendation. 

RECOMMENDATION WACTIONS: 
Clarify TOP-018 to allow computer platform level testing be performed during acceptance test or 
validation testing as long as it is completed prior to release and use of the software. 
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