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Summary Statement of Deficiencies

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(1)

The laboratory director must ensure that testing systems developed and used for each
of the tests performed in the laboratory provide quality |aboratory services for all
aspects of test performance, which includes the preanalytic, analytic, and postanalytic
phases of testing.

This STANDARD is not met as evidenced by:

Based on review of quality assessment records and interview with Office Manager
(OM) and histotechnician (HT), the laboratory director did not ensure that test
systems used for all aspects of testing were reviewed by qualified personnel. Findings:
1. Laboratory Quality Assessment Review Chart which documented quality indicators
for pre-analytic, analytic and post-analytic phases of testing was available but there
was no evidence found of director review for 2017 and 2018. The OM and HT could
not sign this document the Technical Supervisor or Laboratory Director. . 2. Quality
Chart Logging Checks were found which documented accuracy of patient test
management. The checks were performed using the information from 5 patient charts,
3X per year. There was no evidence of director review of these documents for 2017
and 2018. 3. Daily H & E Stain Quality Control was documented by HT. However,
there was no evidence of director review for 2017 and 2018. 4. Various temperature
charts documenting room temperature, Cryostat temperature, and humidity, plus eye
wash and general maintenance charts were found. However, there was no evidence of
director review. 5. The OM and HT agreed that the documents were not signed as
reviewed by the Laboratory Director/Technical Supervisor.



