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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional 
obse~ations, and do not represent a final Agency deteimination regarding your compliance'. If you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or submit tills information to FDA at the address above. If you have any 
questions, please contact FDA at the phone n\nnber and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

This FDA 483 was modified from the original document issued on July 25, 2008. The header has been updated to include the 
FBI, which was hand written on the original fonn. 

OBSERVATION 1 

Written standard operating procedures including all steps to be followed in the processing of blood and blood components for 
homologous transfusion are not always maintained. 

Specifically, 

(b) (4) (b) (4)that "Formal CAPs must be developed for all trends (including trends associated with
(b) (b) (4) ••••• investigations ... " 

(b) (4)
(b) (4)(b) (4) (b) (4)

(b) (4)
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