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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. Ifyou 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 reprcsentative(s) during the inspection or submit this information to FDA at the address above. Ifyou have any 
question~. please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 

Your written SE prevention plan lacks appropriate SE prevention measures. 

Specifically, your biosecurity plan does not include cross contamination prevention measures from the transfer of equipment 
and personnel. 

OBSERVATION 2 

The presence of rodents is not monitored by appropriate monitoring methods. 

Specifically, your fum has not established an acceptable level of rodent activity to act as a standard for rodent monitoring. 
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