DEPARTMENT OF HEALTH & HUMAN SERVICES all33d

m New York Districtﬁ
r Food & Drug Administration
— 158-15 Liberty Avenue
Jamaica, NY 11433

CERTIFIED MAIL
April 12, 2001

Sigurd Ackerman, MD

President and CEO

St. Luke’s Roosevelt Hospital Center
1000 Tenth Avenue

New York, NY 10019

Dear Dr. Ackerman:

During an inspection of your blood bank facility located at 1000 Tenth Ave., New York, NY, on
March 8,12,13,15, and 21, 2001, our investigator documented violations of Section 501 (a)(2)(B)
of the Federal Food, Drug, and Cosmetic Act and Title 21, Code of Federal Regulations (21
CFR), Parts 600-680 as follows: '

Failure to follow written standard operating procedures [21 CFR 606.100(b)], namely, the
Transmissible Disease Testing protocol, in that:

a) Directed unit WlS#I, which tested repeatedly reactive for Hepatitis C Virus and was
processed into components which were transfused into two patients, was not discarded as
required by the procedures;

b) The donor of the above unit was not deferred and notified in writing of the repeatedly
reactive test results as required by the procedures;

The above violations are not intended to be an all-inclusive list of deficiencies at your facility. It
is your responsibility as President and CEO to assure your establishment is in compliance with
all requirements of the federal regulations.

You should take prompt measures to correct these deviations. Failure to promptly correct these
deviations may result in regulatory action without further notice. Such action includes seizure
and/or injunction.
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Please notify this office within 15 working days of receipt of this letter, of the specific steps you
have taken to correct the noted violations and to prevent 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, 300 Hamilton Ave., White
Plains, New York 10606, Attention: Richard T. Trainor, Compliance Officer, telephone 914-682-
6166, extension 34.

Sincerely,

Ceth st

Edward W. Thomas
Acting District Director
New York District

cc: Jeanne V. Linden, M.D., M.P.H.
Director, Blood and Tissue Resources
New York State Department of Health
Empire State Plaza
P.O. Box 509
Albany, NY 12201-0509



