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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND F HONE NUMBER DATE(S) OF INSPECTION »

6000 Metro Drive, Suite 101 February 5, 2008 - Ju!' 3, 2008
Ballimore, Maryland 21215 FEINUMBER ”

(41 0) 779-5454 . J 122335

NAMIE AND TITLE OF INDIVIDUAL T' > WHOM REPORT IS ISSUED

. - . - =%
TO: ! ib[ [5:‘0 Nne. M i)ﬁlﬁcd ‘ ;'f oL tﬁ— ‘
EIRMNAME STREET ADDRESS i

Armérican Red Cross Biomed cal Services Headquarters 2025 E. Street, N.W.

CITY.STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED -

Washington, DC 20006 ARC Blood Bank Headquarters

DURING AN INSPEGTION OF YOUR FIRM | OBSERVED: o

L. The American Red Cross Biomedical Services failed to promptly investigate, correct, and prevent .t pervasive failure

to control non-conforming an: potentially non-conforming blood products. A review of records from twen! »- four ARC Blood
Service Regions for the perioi| December 2006 through April 2008, revealed that ARC logged into SmartC 4.2 A approximately
116 exception reports juvolvi g the distribution of blood products that ARC identified as non-conforming : jotentially non-
conforming, but had failed to srevent from being distributed. These problems resulted in retrieval of 218 1« -conforming
blood products. (This is not a1 all-inclusive number because ARC also logged problems jnto DTS during I.1.: period.)

For example:

. ARC logged into_approximatcly 29 exception reports involving donor snitability, sucl: . s health history or
Blood Donation Record devia-jons that were detected by ARC but the assocmted blood products were pot: v utolle.d to prevent

the;r rhsmbuhcm pending 4 de ‘erminarion regarding thei_r suxtabxlu:y f g

. ARC Jogged into [N oproximately six exceprion reports involving ABO/Rh discrepanc s and one HLA
discrepancy that were detectec by ARC but the associated bload products were not controlled to prevent th: i1 disxibution

pending a determination regar ling their s

i inati i ir suitability for trapsfusion. These problems resulted in retrieval of . suroximately five
blood products. The excaptan reports - AN

. ARC logged into approximately two exception reports involving whole blood numbe. « iscrepancies that
were detected by ARC but the associated blood products were not controlled to prevent their distribution p 'm.ing a

determination regarding their ! vitability for transfusion. These problems resulted in retrieval of approxime &l 7 nine blood
products. The exception reporis are: H

. ARC logged into (SN pproximately thiee exception reports involving potential air conta: i stion during the
blood collcction process that v erc detected by ARC but the associated blood products were not controlled 1 revent their
distribution pending a determi \ation regarding their suitability for transfusion. These problems resulted in i+ deval of

approximately 12 blood produts. The exception rcports are: ([} NG

. ARC logged into [ NSI:orroximately six exception reports involving incomplete or unrevir.v: 2d Apheresis
Procedure Records that were datected by ARC but the associated blood products were not controlled o pré et their

distribution pending a determi ation regarding their suitability for wransfusion. These problems resulted in rs deval of
appecimuey nie biood rod s, Ti sxception vepars re A
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

- December 21, 2005, at the New York Penn Region, an FDA 483 issued on August 4, 2004, at the Southen. C alifornia Region,

— =

DISTRCT OFFICE ADDRESS AND *HONE NUMBER DATE(S) OF INSPECTIO}

6000Metro Drive, Suite 101 February 5, 2008 - J: |+ 3, 2008
Bak tnore, Maryland 21215 FE| NUMBER i

(41 0)779-5454 1122335
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NAMEAND TITLE OF INDIVIDUAL 12 WHOM REPOAT IS ISSUED
[ s

FIRM NAME STREET ADDRESS

Am €Tican Red Cross Biomec ical Services Headquarters 2025 E. Street, N.W.

CrTY’, STATE AND ZIP CODE : TYPE OF ESTABLISHMENT INSPECTED

Washingron, DC 20006 ARC Blood Bank Headquarters

. ARC logged l.nto_ approximalely scven exception reports involving failure to complel - all required

product testing or failure to rvicw validation records. These deviations were detected by ARC but the as:oe iated blood
products were not controlled 1o prevent their distribution pending a determination regarding their smm

Theseproblems resulted in re wicval of approximately 22 blood products. The exception reports are:

ARC was previously cited by FDA for similar violations on a Form FDA 483 Inspectional Observations ( [°+A 483) jssued on

and FDA 483 issued in Deceraber 2002 at ARC’s Biomedical Headquarters. ARC was also cited by FDA . - this same
violation in‘a letter issued pw snant to Paragraph VIA. of the Consent Decree entered on May 12, 1993, ir u : Adverse

Determination Letter (ADL) issucd on March 28,2005, and in an ADL issued on November 21, 2006.

Z American Red Cross Biowedical Services failed to submit biological product deviations (BPDs) vii'dn 45 days as
required in Paragraph X.D. of the April 15, 2003 Cousent Decree of Perroanent Injunction. The decree sta' us in part that ARC
must notify the FDA Baltimoi e District and report the identification of all known distributed units and the.* !>t numbers, scrial
numbers, unit pumbers, whol¢ blood numbers, and expiration dates; the name and address of involved fac i1 25, and a
descriplion of the cvent that c..used the unsuitability to occur 45 days after initially learning thal an unsuiti I/ « umit was

distributed.

)

A review of American Red Cr >s¢ Biomedical Services region exception reports, logged from December 2t X through April
2008, revealed that ARC did r-ot submit approximately 10 biological product deviation reporis (BPDRs) - ¥ DA within 45
days after initially learning the t approximately 27 non-conforming blood products, as jdentified by ARC, v 2 disuibured,

For Example:

» ARC logged inm_approx{t:l:lgélyihme exception reports involving donor suitability E < »d Donation
Record deviatons that were ul imately detected by ARC after failing to gain control of the product prior tc 1.rforming the

200% review. The following « xception rcports are:

was discovered on 4/19/2007 and reported to FDA on 6/12/2007.
was discovered on 7/22/2007 and rcparted to FDA on 11/9/2007.
as discovered on 5/1/2007 and rcported to FDA on 11/19/2007.

These problems re wilted in the retrieval of approximately 5 blood products.
. ARC logged into [{ENNEEINN-:pproximately one exception report involving the distribution of nc. --onforming blood
products with unacceprable req peratures. Exccpﬁoniwas discovered 9/19/2007 and was submil v.!to FDA asa
BPDR on 3/11/2008.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND | ‘HONE NUMBER DATE(S) OF INSPECTION

6000 Metro Drive, Suite 101 February 5, 2008 - Ju.n 3, 2008
Baltimore, Maryland 21215 FEINUMBER P

(410) 779-3454 1122335

NAME AND TITLE OF INDIVIDUAL T ) WHOM REPORT IS ISSUED h
o ' .

FIAM NAME STRAEET ADDRESS B
American Red Cross Biomed.cal Services Headquarters 2025 E. Street, N.W.

CITY, STATE AND ZIP CODE ‘ TYPE OF ESTABLISHMENT INSPECTED
‘Washington, DC 20006 . ARC Blood Bank Headquarters

This problem resulted n t 12 retrieval of approximately 14 blood products.
3. The American Red Cross Biomedical Services failed to submit 48 hour consignec notifications as : ired in

Paragraph X.E. of the April 17, 2003 Consent Decree of Permanent Injunction. The decree states in part th. t “Within 48 hours
of initially leamning thal an un ;uitable unit was distributed, ARC must notify consignees and the BLT-DO. '

A review of American Red Cioss Biomedical Services region exception reports, logged from December 201 through April

2008, revcaled that ARC did 1 ot submit approximately 20 consignee notifications (o FDA within 48 hours .{ initia]ly learning
that approximately 61 non-corforming blood products, as identificd by ARC, were distributed.

For Example:

. ARC Joggzed int approximately five excephon reports invalving donor suitability Bl & | Donation
Record deviations that were uj limately detected by ARC after failing to pain conrrol of the product prior tc 3 rforming the
200% review. The following =xception reports are:

was discovered on 8/17/2007 and reported to FDA on 8/23/2007.
was discovered on 4/19/2007 and reported to FDA on 5/7/2007.
was discovered on 6/27/2006 and reported to FDA on 7/18/2007.
was discovered on 7/22/2007 and reported to FDA on 9/13/2007.
was discovered on 5/1/2007 und repotted to FDA on 9/10/2007.

These problems re;ulted in the retrieval of approximately 9 blood praducts.

. ARC logged into [{SI NI <pproximately ove exception report involving the distribution of no « anforming blood
products with unacceptable ten peraturcs, Excep«ﬁonwg diseovered 9/19/2007 and was reporte:l 0 FDA ina 48

hour notification on 10/4/2007
This problem resulted in th : retrieval of approximately 14 blood products.

. ARC logged into pproximately two excepiion reports involving ABO/Rh discrepanc « relared 1o blood

products and blood product lub:ling. Exception report djscovered on 5/23/2007 and the 48 ..ur notification
was submitted to FDA on 6/22/ 2007. Exception report as discovered on 11/8/2007 and the 4¢ he ur notificalion

was submitted to FDA on 1 1/2(/2007.

These problems resulted in he retrieval of approximately 3 blood products.
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