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November 21, 2000
serious violations of Section 501(a)(2)(B) of the Federal Food, Drug, and Cosmetic Act
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1519 Jefferson Highway
During dn inspection of your blood bank on September 25-29, 2000, our investigators documented

Alton Ochsner Medical Foundation Blood Bank

FEDERAL EXPRESS
Frank A. Riddick, Jr., M.D.
Chief Executive Officer
Dear Dr. Riddick:
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Page 2 - Alton Ochsner Medical Foundation Hospital Blood Bank, New Orleans, Louisiana

Your blood bank continued to use“ microhematocrit centrifuge readings to make donor
suitability determinations for some whole blood donations and for all apheresis donations, even though
an investigation revealed significant, widespread discrepancies between theAljf il reading and the
_ expected range for these readings [21 CFR 640.3]. e

Your blood bank did not establish or follow written procedures for the plateletpheresis donors with
platelet counts less than 150,000 per pl [21 CFR 640.21 (c)]. In April and May 2000, two donors
donated platelets on multiple dates, and both donors had pre-pheresis platelet counts less than the
platelet counts recommended in the blood bank’s SOP. There is no documentation that these donors
were evaluated for their pre-donation pheresis counts to determine their suitability.

The above violations are not intended to be an all-inclusive list of deficiencies at your facility. It is your
responsibility to ensure that all blood and blood components produced and issued by your blood bank
are in compliance with the Act and with the CGMP regulations. You should take prompt action to
correct these violations. Your failure to correct these violations may result in further regulatory action
being taken by FDA without further notice.

We request that you notify this office in writing, within fifteen (15) working days of receipt of this letter
of specific steps you have taken to correct these violations, including examples of any documentat
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showing that corrections have been achieved. If you cannot comnlete corrections within 15 w

days, state the reason for the delay and the time nerlod within Wthh corrections will be completed.
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Carl E. Draper
District Director
New Orleans District

Enclosure: Form FDA 483

cc: F. Robert Rodwig, M.D.
Blood Bank Medical Director
Alton QOchsner Medlcal Foundation



