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WARNING LETTER

Ms. Jane A. Mackey, President and CEO
Responsible Head :
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Topeka Blood Bank, Inc.

During an inspection of your blood bank facility located at the
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and Drug Administration Investigators from this office documented
violations of Sections 501(a) (2) (B) of the Federal Food, Drug and

Cosmetic Acé) and Titleizl Code of Federal Regqulations, Parts
600-680. The deviations found include, but are not limited to,
the following:
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1. On 1-22-97 Unit K07883 tested initially reactive
for Hepatitis (HBsAg), yet subsequent testing in
duplicate was not performed.

een invalidated and re'tested.

Failure to follow certain Standard Operating Procedures

(SOP’s), and failure to have a written SOP for use with
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DISTRIBUTION:
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bece: LF; FF (1971S34); HFA-224; HFM-EIO; HFI-35/DIB(via FOI);
HFC-210; GDD; WMR; HFR-SW400 (Breen); KDHE (Posic); IBRF;
CRP-ak



G : o - %, for 1)
not performlng subsequent testing in dupllcate on
unit found initially reactlve, and 2) re-reading

HBsAg test run when it should have been
n ed based on aberrant control
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SOP E 009 ﬁiv l p24 Antlgen ELISA Test for re-
readlng 1n1t1al test runs when they should have

prlnt screens were not alwavs don
test scenarios.

Failure to provide supporting documentation to explain the
reasons why at least 10% of each vxral marker assay

and (b) (2) (1)1].
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Hepatltls, of at least 12 months af
employment in such areas [21 CFR 64
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u51ve list of the deficiencies which may be present at your
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federal regulatlons.

We have received and reviewed your letter dated June 24, 1997,
which is a response to the Form FDA 483 observations. The letter

was reviewed prior to the issuance of this letter. It appears
from the letter that proper steps are being taken to correct the
noted deviations.



Prompt action should be taken to correct the violations. Failure
to promptly correct the violations may result in regulatory
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action without further notice. Such actions may include license
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You should notify this office in writing, within fifteen 5)
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working days of receipt of this letter, to inform us i tﬁe June
24 letter will suffice as your response to this letter, or you
may expand on that letter with additional information concerning
corrections being made. If corrective action cannot be completed

within 15 working days, state the reason for the delay and the
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Your reply should be sent to Clarence R. Pendleto Camnl ianma
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Sincerely,

W. Michael Rocersae
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District Director



