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Summary Statement of Deficiencies

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(5)

The laboratory director must ensure that the quality assessment programs are
established and maintained to assure the quality of laboratory services provided and to
identify failuresin quality asthey occur.

This STANDARD is not met as evidenced by:

Based on review of the written procedure manual, interview with the testing person,
and the office administration person, the laboratory director did not maintain quality
assessment programs for all areas of the laboratory. Findings: 1. The laboratory
autoclave spore log was not reviewed and signed by the laboratory director to ensure
the quality of laboratory services provided for patient care. 2. The laboratory
administration person prepares and performs the spore checks in house. The date of
the spore test, spore test type, ot number/expatriation date, time placed in incubator
/time removed from incubator, temperature, test and control results are documented
on the log sheet. 3. The laboratory director did not review the spore test log sheets
during the year 2017 and the testing person confirmed that 1og sheets were not
reviewed and signed by the laboratory director.



