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Tag
D5401 PROCEDURE MANUAL

CFR(S): 493.1251(a)

A written procedures manual for all tests, assays, and examinations performed by the
laboratory must be available to, and followed by, laboratory personnel. Textbooks
may supplement but not replace the laboratory's written procedures for testing or
examining specimens.

This STANDARD is not met as evidenced by:

. Based on record review and interview with the Technical Consultant (TC), the
laboratory failed to have awritten procedure manual available to laboratory personnel
for 1 (April 2022 to May 2022) of 1 month reviewed. Findingsinclude: 1. A review of
the laboratory's documentation on 5/19/22 revealed alack of procedure manual. 2. An
interview on 5/19/22 at 9:50 am with the TC revealed the procedure manual was at
their office during the creation of the laboratory's allegation of compliance and was
not present at the laboratory.



