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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented. or plan to implement, corrective action in response to an observation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:
OBSERVATION 1

The phlebotomy site is not prepared by a method that gives maximum assurance of a sterile container of
Whole Blood.

Specifically,

During the observation of a whole blood collection of unit W0107 25 000454, phlebotomist "®® failed to
ensure that non sterile items do not touch the venipuncture site after disinfecting. Phlebotomist
scrubbed the venipuncture site for the specified = (B) (4) . Once the phlebotomist finished scrubbing

the site, she (b) (4) . Once the phlebotomist was
ready to perform the phlebotomy, (b) (4) , then (b) (4)
OBSERVATION 2

Written standard operating procedures including all steps to be followed in the distribution of blood and
blood components for allogeneic transfusion were not always followed.

Specifically,

According to the standard operating procedure titled (B) (4) 01 Donor Lookback and Deferral, page 66,
section #4, titled Tranfusion Service Investigation of Recall/Transmissible Diseases, statement #3 states,
“if [units] transfused, the Medical Director will determine if recipient notification is required. If
required, the Medical Director will notify the recipient’s physician of record." During the review of
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Lookbacks 2024-1301 and 2024-01402, it was noted both lookbacks had units that were transfused:
however, there was no accompanying Medical Director’s determination or recipient notification with the
lookback record. Upon further discussion with the Blood Bank Supervisor, it was stated that once the
lookbacks were received from the collecting establishment, blood bank staff completed the form and

sent 1t back to the (b) (4) without notifying the Medical Director for determination.
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The observations of objectionable conditions and practices listed on the front of this form
are reported:

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or

2. To assist firms inspected in complying with the Acts and regulations enforced by the
Food and Drug Administration.

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides:

"Upon completion of any such inspection of a factory, warehouse, consulting
laboratory, or other establishment, and prior to leaving the premises, the officer or
employee making the inspection shall give to the owner, operator, or agent in charge a
report in writing setting forth any conditions or practices observed by him which, in his
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1)
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has
been prepared, packed, or held under insanitary conditions whereby it may have become
contaminated with filth, or whereby it may have been rendered injurious to health. A copy
of such report shall be sent promptly to the Secretary."






