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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG AOMINJSTRAT10N 


INSPECTION 

FPl,rn:~rv5, 2008- Ju::• 3, 2008 

TYPE OF 

ARC ~lood Bank Readquaners 
AN INSPECTlON OFYOUR FIRM I OBSERVED: 

The American Red C1·oss Biomedical Serv}ces failed to proniptly Investigate, correct. and prevent . b· ~ pervasive failure 
to c<llltrol non-conforming ani potentially nan-conforming blood products. A review ofrecords from tweor _.,. four ARC Blood 
Ser'ilice Regions for rhe perio•l December 2006 through April2008, reve<Jled that ARC logged into SrrtartC .1. ,,A ~tpprox.lmately 
116 exception reports involvi" tg the distribution ofblood products that ARC identified as non-conforming ~ ?Otentially non~ 
con'forming, but had failed to ?revem from being distributed. These problems resulted in retrieval of 21 8 1 •t -conforming 
blood products. (This is not a :tall-inclusive number because ARC also logged problems into DTS during 1·. :.: period.) 

(b) (4)

(b) (4)
(b) (4)

(b) (4)

(b) (4)

(b) (4)
(b) (4)

(b) (4)

example: 

ARC logged into~pproxima.tely 29 exception reports. involving donor suitability, sueI, . s health history or 
Donation Record devja.jons that we,re detected by ARC but the associated blood products were not • '!' d:rolJed to prevent . 

distribution pending a de ~ermination regarding their suitability 
a~·ro):imJateJ.y 43 of those · 

ARC logged into- approximately six exception reports involving ABO/Rh discrepanc ·:1; and one HLA 
lrfi'c:,...,·"n :::.nc"' that were detecte<; by ARC but the associated blood products were not controlled to prevent tl:• i1 distribution 

a determination regar ling their for transfusion. resulted in retri~::val of . five 
products. The exception reports are:-­• ARC logged into - approximately two exception reports involving whole blood numbe. r. rsctepancies that 

wen:: detected by ARC but the associated blood productS were not controlled to prevent their distribution p ·r... .ing a 
determination regarding their l uitabili
products. The exception repo1 ts are: (b) (4)

~oblems resulted in retrieval ofapproxim~ !!I 1 nine blood 
~ · 

ARC logged into (b) (4)- approximately three exception reports involving potential air conta: ri .ation during the 
blood collection process that v ere detected by ARC but the associated blood products were not controlled · • .>revem their 

distribution pending a determi:1ation regarding their swtabil.ityi
(b) (4)
fiioritran ifi on. Tihi liiiiiriiiisusiii.j esiie iesultcd in r:· rieval of 

approximately 12 blood prod!vts. The exception reports are; 

ARC logged into- pproxllnlllely six exception reports involving jncomplete or unrevi•.1; ad Apher~is 
F.rocedore Records that were d·~tected by ARC .but the associated blood products were not contrOlled to pr~; ·'<:r1l their 
distribution pending a determi1ration regarding their suitability 
approximately nine blood prod .lCls. The exception reportS are: 

(b) (4)

(b) (4)
· 

(b) (4)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADM1N1SiRATION 

OATE(S) OF INSPECTIDI' 
February 5, 2008- J; I ~ 3, 2008 

TITlE OF INDIVIDUAl. 1 ::>WHOM RePORT IS ISSUED 

FEINUMBER 
1122335 

STREETAOOAESS 
2025 E. Street. N.W. 
TYPE INSPECTED 
ARC Blood Bank Headquarters 

.. ­ _____:___-I 

(b) (4)

(b) (4)

(b) (4)

ARC \Vas previously cited by FDA for similar violations on a Foou FDA 483 Jnspectional Observations C·t · A 483) jssued on 
DeceJllber 21, 2005, nt the Nt·w YorkPeon Region, an FDA 483 issued on August 4, 2004. at the South en . C allforoia Region. 
and FDA 4S3 ~ed in December2002 at ARC's Biomedical Headquarten;. ARC was_also cited by FDA .t: · this same 
violation in·a letter issued pw ;uant to Paragraph VI.A. ofthe Consent Decree entered on May 12. 1993, ir 3 t Adverse 
Dete.J'lllinationLetter (ADL) i-;sucd on March 28,2005, aud ill an ADL issu~ on November 21, 2006. 

2 . American Red Cross Biomedical Services failed to submit biological product deviations (BPPs) , ,- j ;· l dn 45 days as 
required in Paragraph X.D. of the April 15, 2003 Consent Decree ofPenuanent Jnjunction. The decree sta· ~: 1: in part that ARC 
must notify Lhc FDA Baltimo1 e Ojstrlct and report the identification ofall known distributed units and the. · !1>t numbers, serial 
numbers, unit numbers, wholt blood numberS.~iind expiration dates; the name and address of involved facJ it :~. and a 
description of the event that c. !USed the unsuitability to occur 45 days after initially learning thal an unsuitl h.t : unit was 
distributed. 

A review of American Red Cx )SS Biomedical Services region exception reports, logged from December 21 J< through April 
2008, reyeaJed !bat ARC did r-ot submit approximately 10 biological product deviation Teport.s (BPDRs) tc··:: JA within 45 
days after initially learning t.ht t approximately 27 non-conforrojng blood products, as jdendfied by ARC, , . 1:1 ~ disl:l'ibuted. 

For Example: 

• ARC logged into (b) (4)-appro~~ly~ee exception reports involving donor suitability E C• 1d Donation 
Record deviations that were ul :imately detected'by AR.C after failing to gain control of the product prior tc ~uforming the 
200% review. The following I xception reports are! 

discovered on 4/19/2007 and reported to FDA on 6/12/2007. 
discovered on 7122/2007 and reported to FDA on 1119/2007.

(b) (4)
(b) (4)
(b) (4)(iiiiiiilvas discovered on 5/1/2007 and reported to FDA on 11/19/2007. 

These pTO'b_lems re :ulted in the retrieval of approximately 5 blood products. 

A.RC logged into (b) (4)•••••:apt>rolC.tClllll~~~~.2!l~ 
(b) (4)

el<CCJPtiCin report involving the distribution ofnc .. -1 ·onforming blood • 
products with unacceptable reo .petarures. Exception discovered 9/19n.007 and was submil t .l to FDA as a 

.Bl'DR on 3/ll/2008. 


Tl ,reISSUED 

l ly 3, 2008 
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Thls problem resulted in t 1e retrieval ofapproximately 14 blood {lroducrs. 

3. The American Red C;oss Biomedical Services failed to submit 48 hour co~;~signec notifications as : ~' tuired in 
Paragraph X.E . of the Aprlll i, 2003 Consent Decree ofPetme.nent Injunction. The decree states in part til, t 'Within 48 hours 
of initially learning that an un ;uitable unit was distributed, ARC must notify consignees and the Bl-T-DO. · 

A review of Americ:m Red C1 oss Biomedical Services region exception reports, logged from December 2(1 ) • through April 
2008, revealed that ARC did 1ot submit approxjmately 20 consignee notifications lo FDA Within 48 hours ..r initially learning 
that approximately 61 non-conforming blood products, l\S identified by ARC, were distributed. 

(b) (4)

ARC logged int~approximately five exception reports involving donor suitability Bl •;1 I Donation 
deviations that were ul tim.ately detected by ARC after failing to gain comrol of the product prior tc ' ' rforming the 

200% review. The following •.:xccption reportS are: 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

FOOD AND DRUG ADMINISTRATION 

D~ICTOFFice ADDRESS I'HONe NUMBER 
6000 Metro Drive, Suite 101 3,2008 
Baltimore, Maryland :21215 
(410) 779-5454 

TO: 
FlAM STREETADDRESS 

2025 E. Street, N.W. 
------------~------------~TY~PE~O-F~ES~T~AB~U~S~H~Merr~~INS~P~E~~~~-

ARC Blood BankHeadquarters 

American Red Cross Biomed.cal Services .1-leadquartcrs 

(b) (4)

was discovered on S/17!2007 and reported to FDA on 8/23/2007. 

was discovered on 4/l9/20(]7 and reported to FDA on sn12007 . 

was discovered on 6127/2006 and reported to FDA on 7/18/2007. 

was discovered on 712?fl007 and reported to FDA on 9/13/2007. 

was discovered on 5/1/2007 :md reported to FDA on 9/1012007. 


These problems re ;tilted in the retrieval of approximately 9 blood products. 

• ARC logged into
(b) (4)

approxitnatd~on report involving the distribution of no ·: :mfonning blood 
products with unacceptable 

(b) (4)-
t® tperalurcs. Exception._.,as discovered 9/1912007 and was reportt· :l oFDAina48 

hour notiflcatlon on 10/4/2007 

This problem resulted in th ~retrieval of app-roximately 14 blood products. 

"'""""P••vureporrs involving Al30/Rh disc:repanc ·~; related ro blood 
products and blood product lab.!ling. Exception djscovered on 5/2.3/2007 and the 48 ,._.ur notification 
was submitted to FDA on 6/22J 2007. Exception report discovered on l l/812007 and the 4~ h• ur notification 

ARC logged into-(b) (4) pproximately two 
(b) (4)
(b) (4)

was submitted to FDA on 1112< •/2007. 

These problems resulted in he retrieval ofapproximntely 3 blood products. 
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