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Tag
D5481 CONTROL PROCEDURES

CFR(s): 493.1256(f)(g)

(f) Results of control materials must meet the laboratory's and, as applicable, the
manufacturer's test system criteriafor acceptability before reporting patient test
results. (g) The laboratory must document all control procedures performed.

This STANDARD is not met as evidenced by:

Based on the review of several patient sampling (which included: test orders, test
report, quality control records), the laboratory failed to record the Makler counting
chamber controls results when performing a patient semen count. Findings included:
a. On Janurary 10, 2019, the laboratory performed a semen chamber count on patient
#011019-358). b. For the above patient testing, the laboratory also ran two levels of
quality control materials (#170103181, expiry 3/19; and #170103351, expiry 3/19) on
that day. c. The laboratory was unable to produce records of the above quality control
testing results. d. The Technical Supervisor affirmed (January 31, 2019, 9:10 A.M.)
that the quality control testing for the above was performed, but confirmed the
documentation could not be presented.



