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THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACIUTY. THEY ARE INSPECTlONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPlIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION. OR HAVE IMPLEMENTED, OR PLAN TO IMPlEMENT CORRECllVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTION OR ACTION WITH THE FDA REPRESENTATlVE(S} DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

DURING AN INSPECTlON OF YOUR RRM (I) (WE) OBSERVEO: 

3. This region is not performing required and thorough reviews of the manufacturing records 
before distributing blood components and, as a result, distributed non conforming blood 
products. Additionally, when the region discovers these violations, it fails to adequately 
investigate and correct the proble~s. Some examples include: 

a. On 12/31/07, the region discovered that 10 leukoreduced red blood cells were irradiated 
and distributed on 11/22/07 without the required second party review of the irradiation 
batch record being performed prior to distribution. The region logged the problem into the 
APMS on 1/7/08, assigned it Exception Report and performed a 
investi ation. Tne region did not,do a root cause analysis as required in 

did the re ion develop a formal Corrective 
Plan (CAP) as required 
Quality Assurance (QA) 
fact the' investigation did not determine why it took the supervisor nine days 
that this review had not been performed when the Irradiation Batch Record specifically 
states that "Review must be performed prior to the distribution of components." 
Additionally, QA did not address the failure to notify consignees of the distribution of an 
unsuitable blood component within 48 hours as required in Paragraph X.E of the April 15, 
2003 Amended Consent Decree. The,reqion did not notify consignees until 1/8/07, eight days 
after discovering the release of ~ese ~suitable blood components. 

b. On 5/14/07, the region discovered an ABO discre ancy blood 
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TO: Gary J. Ouellette, Chief, Executive Officer, Greater Ch7sapeake and Potomac Region 

THiS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) OURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION, OR HAVE IMPlEMENTED, OR PlAN TO IMPlEMENT CORRECTIVE AcnON IN RESPONSE TO AN OBSERVATION. YOU MAY DISCUSS THE 
OBJECl10N OR ACTION WITH THE FDA REPRESENTATIVE(S} DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF 
YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE. 

OURING AN INSPECTION O' YOUR ARM (I) (WE) OBSERVED: 

c. During a supervisory review of (Quarantine) Report on 5/2/07, 
it was discovered that a Report was not generated for 11 whole blood 
numbers for whole blood collected on 3/28/07, nine whole blood numbers for whole blood 
collected on 4/10/07 and 37 whole blood numbers for whole ,blood collected on 4/11/07. The 
region assigned it Exception Report _ performed a nvestigation and 
developed a formal CAP. However, the investigation was inadequate because it did not 
address the reason for a late supervisory review when 

states that"the supervisory reV1ew 1S 

on these reports occurred 21 to 35 after 
components were distributed prior to the 
the closure of this investigation on 6/14/07. 

4. The region has not implemented an effective corrective action to prevent whole blood 
number mix ups that are occurring at various stages in the manufacturing process and that 
are not being identified during the region'S batch record reviews before distribution of 
affect.ed blood products. For example, 
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THIS DOCUMENT USTS DBSERVATIONS MADE BY THE FDA REPRESENTAnvEIS) DURING THE INSPECTIDN OF YOUR FACILITY. THEY ARE INSPECTIONAL 
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DURING AN INSPECTION O~ YOUR FIRM II) (WE) OBSERVED: 

6. The regioD is not following IIIIIIII
11II in that the· region is not developing a formal CAP for all the leve ~nvest~gat~ons
 
~ were the focus of this inspection including, but not limited t , Exception Report
 

in FOA 483 Item 3a above, Exception Report in DA 483 Item 3b above, 
Exception Report in FDA 483 Item 3d, Exception Report in FOA 483 Item 4a . 
above, and E:xception Report_in FDA 483 Item 4.b.ii. ave . 
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