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Telephone: (410) 962-3396
FAX: (410) 962-2219

Christopher P. Healy, President
American Blood Resources Association
147 Old Solomon's Road, Suite 100
Annapolis, Maryland 21401

Dear Mr. Healy:

During an inspection of your facility located in Annapolis, Maryland, on June 18 through 22, 2001, Food and
Drug Administration (FDA) investigators determined that you manufacture and distribute, Blood Bank Deferral
Software. This software is a device within the meaning of section 201(h) of the Federal Food, Drug and
Cosmetic Act (the Act). The device is considered adulterated within the meaning of section 501 (h) of the Act,
in that the methods used in, or the facilities or controls used in the manufacture, processing, packaging, storage,
or distribution of this software are not in conformance with the Quality System Regulation for Medical Devices,
as specified in Title 21, Code of Federal Regulations (CFR), Part 820, as follows:

Failure to document and validate design changes in that the National Donor Deferral Registry (NDDR)
software was changed with regard to year 2000 update, modification of program files JSMNB and

S ithout documenting the design changes, testing, validation, and verification as r;q{nred by
standard operating procedures (SOPs) (21 CFR 820.30(1)).

Failure to maintain a complete Device Master Record (DMR). For example, the DMR lacked complete
specifications for software installed on the host server and deferral record activity codes (21 CFR
820.181). ‘ '
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Failure to follow SOPs with regard to the evaluation and documentation I
For example, Contact Management Forms were not fully completed. The forms fail to docu
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whether the contacts numbered as "Inquiries" had been fully evaluated as to whether they were MDR
reportable, an inquiry, a complaint, or whether there was an investigation or anv conclusion or follow-up

iy s 1 Js 1 5 1 TR EVIL UL QLY VULLIRSIVIL UL iUl VW Sup
(21 CFR 820.198).

atlure to conduct and document gualitv andits to assure the guality svstem ig in comnlisnce with aiialis
FELNL ALY VUARULL QUL BUMLRLLAL uGiiny QUL WU QoS wib judiiny Sy swiil 15 1l COMp1iancc wiul quarity
qvstem reaunirements (21 CFEFR 820 22) and to daciiment the avaliiatinn af canfrantare (01 OLD
DY OIRAL AVHRAIMALLVIIO (42 A AR DLV L4 ) QiU WU UUULRLL Wb VValuauunl Ul LUUalilis (41 uIi'nn
820.50(a)). For example. there was no documentation available to show that either internal aualitv

SVLSU G s AV DAGLUPAL, WIVIL WAS LU BULVLLIRGLUIVLL GV aLiaUIv W oSHU W uidr Ciuill HCITidl Gudlity
audits or an evaluation of the contract software develoner had ever been nerformed

LS Ul QAL VVALUGUVLL UL ULV VUL AVL SULLVW ALY UV VLIUPLL Lialu vyl ulal PbllUllllCU.

Mo arlnawlodaoe rersint nf vnnr lattar datad Tnlvuy 10 90NT wwhinh ragmnnde #4 tha Thawas TTMA A0 -1
¥V U GURAIIUWITUET ICLTIPL Ul yUul ibull bawCl suty 1v, svuvi, WillCil ICSPOIIas 10 i€ r'Oifl riJA 46) 1SSued
at tha rlhca nftha incnartinn Vanr lattar virill ho mada mart aftha Affaial £1a Wt wence o mme oo X,
dat Uit LiUst Ui Uil ispllulil. 1 Ul 18Ul Wi 0€ 11iaGe part 01 ui€ O11iCiai 111€. Y Our résponses are undaer
ravianr and unll ha addvraccad 1ymdar cannvrata Anrase
IeVICW aiiQ wii 0C€ aaaressea unaclr séparai€ Cover
Thio latiar 10 1t s;mtandad +4 lha am all toalisicivre lict AR A ninmnias ad srmcese Fa~tlla. Yo 0
LIS ICUCT 15 01 HIICIIACA 10 0C all an-incCiusive 1ist 01 aCiiCiencies at your racuity. It 1s your

anlh wa i iensan e + ~F
1

Federal agencies are advised of the issuance of all Warning Letters about devices so that they may take
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this information into account when considering the award of contracts. Additionally, no premarket
submissions for Class III devices to which the Quality System/GMP deficiencies are reasonably related
will be cleared or approved until the violations have been corrected. Also, no requests for Certificates to
Foreign Governments will be approved until the violations related to the subject devices have been
corrected.

You should take prompt action to correct these deviations. Failure to promptly correct these deviations
may result in regulatory action being initiated by the Food and Drug Administration without further
notice. These actions include, but are not limited to, seizure, injunction, and/or civil penalties.

Please notify this office in writing within 15 working days of receipt of this letter, of the specific steps
you have taken to correct the noted violations, including an explanation of each step being taken to
icentify and make corrections to any underlying systems problems necessary to assure that similar
v.olations will not recur. If corrective action cannot be completed within 15 working days, state the
reason for the delay and the time within which the corrections will be completed.
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Your reply should be sent to the Food and Drug Administration, Northern Virginia Resident Post, 101
West Broad Street, Suite 400, Falls Church, Virginia 22046, to the attention of Gerald W. Miller,
Compliance Officer. Mr. Miller may be reached at (703) 235-8440, extension 504.

Sincerely,
=

Lee Bowers
Director, Baltimore District



