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This document lists observations made by the FDA representativc(s) during the inspection of your facility. They are inspectional 
ob$orvations, and do not represent n final Agency determination regarding ya,ur compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implemcnt,,corrccl'ivc netion in response to nn observ!ltion, you may discuss the objection or 
aetion with the FDA rcpresentative(s) during the inspection or submit this infom1ation to FDA at the address above. If you have any 
questions, plca~c conmcr FDA at the phone Dumber and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Recall records for distributed product arc not complete. 


Specifically, 25 B positive units being imported on import session 62843 into the Southwest Region pomponeut lab on 

1/28/1.0 were left out eif controlled storage for more tlJan 30 n:Unutes an.d subsequently recalled by.the Donor and Client 

Support Center (DCSC)', Charlotte, NC beginning on 2/12110. When the case file for this' problem (case file 

201002122115o5m, E-0784767, and BPDR 2q09) was requq;ted for review on 7/27/10 by FDA Investigator Hickok, there 

were no product dispositions for five Whole Blood Numbers (WBNs) involv.cd in the recall and no second notification had 

been sent to the consignee. No second notifications were sent for WBNs 001 Q 35750, 001LP04986, 00 1LP04983, 

001LH:00108, and 001GL53602. Per SOP 11.3.011 Version 1.5, ifproduct dispo:-itious are not received from a consignee 

within 30 day.s, a final notification letter must be sent to the coll!!ignee. for this recall, the final notification letter should 

have been .sent on or before 04/03/2010, but was not sent until 07/2812010. 


Two additinal WBNs had a fmal disposition sbown on the Component Status Change Record as "Q" for quarantine. Per SOP 

ll.4.frm9, Version 1.1 and Job Aid # 11.4.jaJ 5 Version 1.0 Valid Disposition Codes, quarantine is not considered a valid 

final disposition. WBNs OOlQ35742 and 001H31375 were changed from a final disposition status ofquanmtine to a 

disposition ofdestroyed ·after updated information on tl1eWBNs status was received from the consignee on 7/28/J 0 . 


., DATESOFINSPECTJON: 

07126/20 IO(Mon), 07127/201 O('fue), 07/28/20 I O(Wcd), 07/29/20 I O(Thu), 071301201 O(Fri), 0 8/02120 JO(Mon), 08/03/20 l O(Tuc), 

08/04/20 1 O(Wcd), 08/05/20 1 O(Thu ), 08/09/201 O(Mon) 
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