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DO0000 The findings were reviewed with the technical consultant at the conclusion of the
survey. The laboratory was found to be in compliance with standard-level deficiencies
cited.

D5409 PROCEDURE MANUAL

CFR(S): 493.1251(e)

The laboratory must maintain a copy of each procedure with the dates of initial use
and discontinuance as described in 493.1105(a)(2).

This STANDARD is not met as evidenced by:

Based on areview of the policy and procedure manual and interview with the
technical consultant, the laboratory failed to ensure that a written procedure no longer
in use had been discontinued. Findings include: (1) At the beginning of the survey, the
surveyor reviewed laboratory procedure manuals. The following procedure was
identified: (a) "Semen Collection” procedure (2) The surveyor reviewed the procedure
with the technical consultant who stated the above procedure should have been
indicated as discontinued. NOTE: 493.1105(a)(2) requires that discontinued
procedures be maintained for at least 2 years.



