


DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
6000 Metro Drive, Suite 101 5/5/08 - 6/23/08
Baltimore, Maryland 21215 FEI NUMBER

Phone: 410-779-5443 1173011

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

TO: Gary J. Ouellette, Chief, Executive Officer, Greater Chesapeake and Potomac Region

FIRM NAME STREET ADDRESS

American Mational Red Cross 4700 Mount Hope Drive
CITY, STATE AND ZIP CODE . TYPE OF ESTABLISHMENT INSPECTED
Baltimore, Maryland 21215 Blood Bank

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTA'I‘IVE(S) DURING 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 ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE
OBJECTION 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.

DURING AN INSPECTION O™ YOUR FIRM (I} (WE) OBSERVED:

c. During a supervisory review of the (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 [[EEIE rvestigation 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 review 1s e B
“on a daily basis.” The supervisory review on these reports occurred 21 to 35 days after
the whole blood wds collected and 114 blood components were distributed prior to the

supervisor’s review on 5/2/07. QA approved the closure of this investigation on 6/14/07.

iscovered that the pre-labeling verification step required inq

- for 122 Platelets Pheresis Leukocytes Reduced products was not performe
therefore, no one identified the failure to perform equipment quality control on three
scales. The region performed a_ investigation (Exception Report but did
not perform a root cause analysis as required in
The region ‘only determined a probable cause which was “sta
inattention to details” and did not. devélop a formal corrective action plan as requ:.red in
N gy " (0 ci0n211y; the regions
investigation did not address the reason this failure was no ound before the distribution
of 12 products between on 9/30/07 and 10/1/07 when a supervisory review of the equipment and
supply QC records is to be performed “before releasing the components to labeling.” QA
approved the closure of this investigation on 1/27/08.

r

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
affected blood products. For example,
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American National Red Cross 4700 Mount Hope Drive
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Baltimore, Maryland 21215 Blood Bank

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING 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 ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE
OBJECTION 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.

DURING AN INSPECTION OF YOUR FIRM (1) (WE) OBSERVED:

6. The region is not following [N — RICEN
F in that the- region is not developing a formal CAP for all the leve investigations

that were the focus of this inspection including, but not limited tg4 Exception Report
in FDA 483 Item 3a above, Exception Report i DA 483 Item 3b above,

Exception Report [[SJNSNEM in Fo2 483 Item 3d, Exception Report in FDA 483 Item 4al

above, and Exception Report -in FDA 48B3 Item 4.b.ii. abhdve.
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