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Refer to: CFN 1173808 Food and Drug Admlnlstratlon
Baltfmom Distdct OffIce
900 Madiaon Avenue
Baltimore, MD 21201-2199
Telephonw (410) 962-3396

FAX: (410) 962-2219

October 29, 1999

WARNING LETTER

CERTIFIE DMAIL
RETURN RECEIPT REWESTED

Thomas A. Fleury, M.D.
Director, Laboratory Services
Sibley Memorial Hospital
5255 Loughboro Rot@ Northwest
Washingtq D.C. 20016

Dear Dr. Fleury:

During a Food and Drug Administration (FDA) inspection of your hospital blood bank located in
Washington, D.C. on September 28 through October 4, 1999, our investigator documented
violations of Section 501(a)(2)(B) of the Federal Food, Drug ad Cosmetic Act ad Title 21, Q&

of Federal Remdations (21 CFR), Parts 600-680, as follows:

1. Failure to document permanent and temporary patient deferrals per 21 CFR 606. lo?
in that you failed to reeord in the blood bank deferral list the permanent deferral of Donor ~
for whom unit #SOl 869 tested HIV-1/2 initially reactive, repeat reactive, and Western Blot
indeterminate. Also, Donor _ was not temporarily deferred for whom unit #SO0753 tested
HIV p24 Antigen initially reactive, repeat reactive, and indeterminate by neutralization.

2. Failure to follow standard operating procedures per21 CFR 606. 10O(b),as follows:

● Your procedures require that donors meeting the deferral criteria described in Item 1 be
deferred and that such deferral be documented in the donor deferral list. The deferrals
were not documented.

. Your procedures require that the physicians of autologous donors be notified in writing of
reactive viral test marker results. Donors ~ and ~ tested initially and repeat
reactive for HIV p24 Antigen and HBc, respectively; however, there was no
documentation that their physicians were ever notified of these test results.

. Your procedures require that donors be notified when tested and found positive for Anti-
HIV- 1/2 and FTA. Donors ~ and ~ested initially and repeat reactive for FTA and
Anti-HIV-l/2, respectively; however, there was no documentation that they were ever
notified of these test results.
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3. Failure to establish scientifically sound and appropriate “specifict%ons, standards, arid h%,
procedures to assure that blood and blood components are safe, pure, potent and effkctive per
21 CFR 606.140(a). For example, your procedure for reentry of donors allows for rekmtryof
those found to be Anti-HIV-l/2 licensed Western Blot indeter@nate. Additior@ly, the dorior
deferral proced~es do not address donor deferrals when the Westerg Blot test resd~ @ ‘.
“indeterminate.
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4. F@~ to maintain equipment and to document the ,~te~~ of equipment .wed @ &e

proce@ng of hod and blood ,wmponents-@r 21 CFR.606.60(a). For ex~ple, $e
~@ance of Helmer platdet incubati~ ~d InstaC@l’’&i&b ~~ e@ipment was”not
Ipng performedin accordance with the equipment @@@@@+s maniifd~nor wastheti any

~ d@iiitexitation to show thatsuch maintenance~ beii @xforme@..,.,:....

l’he.above violations are not intended ~ be an all-inclusive ~ of deficiencies at your facility. It is your., :.,.
~~~.;”re~’hs?,iility to assure that your establishment is in mmpliance +ith all requirements of the federal.......... ... ..

“: @ulations... .. .

You should,take prompt measures to correct these deviations. Failure to do so may result in regulatory
action without tier notice. Such action includes seizure and/or injunction.

You should notify @is office in writing, within 15 working days of receipt of this letter, of the specific
steps you have taken to correct the noted violations and to prc,vent their recurrence. 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.

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 can be reached at (703) 235-8440, extension 504.

Sincerely,

Carl E. Draper ‘
Acting Director, Baltimore District


