QA Surveillance Plan Score Sheet

CAGE:_______  COMPANY:________________________________________   CMO:_______________

QAR:____________________________________________    DATE:__________

	[bookmark: _GoBack]Fully Satisfactory: Meets all criteria


Score: 97 to 100
	Marginal: 
Meets all the “Essential Elements” & 10 or more of the remaining elements are met
Score: 96 to 91
	Unsatisfactory: 
One or more “Essential Elements” are not met or less than 10 of the remaining elements are met
Score: Below 91

	16 pts





15 pts
each








 3 pts
 each

	· Essential Element: All potential risk causes identified on the Risk Profile & Plan have surveillance methods identified
· Process Risks include as a minimum Process Review as a method
· Product risks (characteristics/features) include as a minimum Product Examination as a method
· System risks include Systems Audit as the method
· Essential Element: CSIs are appropriately addressed (if applicable)
· Initial and on-going critical characteristic surveillance
· Important manufacturing process surveillance
· OEM vs. Non-OEM Significant Characteristic Surveillance 
· Essential Element: FAT surveillance addressed Contractor Test vs. Government Test
· Essential Element: Plan includes Data Collection and Analysis and addresses:
· Data to be collected
· Frequency to be Collected
· Method of Analysis
· Frequency of Analysis
· Plan addresses if facility wide, program or contract specific
· Surveillance methods are clearly linked to the potential risk causes identified in the RP&P
· Plan is sufficiently detailed that when compared to the surveillance records, an objective determination can be made as to whether the plan was fully executed
· All necessary frequencies/intervals, intensities, and schedules are identified in the plan
· The plan clearly shows increased surveillance scope for high impact risk ratings
· The plan clearly shows increased surveillance frequency/intensity for high and moderate likelihood risk ratings
· The plan shows the planned and appropriate technique (Inspect, Test, Witness, or Verification) for each Product Examination surveillance method 
· Product Examination includes identification or links to the planned product characteristics
· Process Review addresses whether full or incremental and identifies process outputs
· Process reviews of special processes or high impact processes are reviews at least once a year
· Processes are scheduled for semi-annual review when rated moderate or high for likelihood or process review is the only surveillance method
· System Audit identifies whether full or partial
· Full QMS does not exceed 3 years


NOTE: One missing or inadequate sub-element constitutes the major element to not be met
               If the sub-element is not applicable, then the plan gets credited for the points.
