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Summary Statement of Deficiencies

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:

A Follow-up/Validation survey was performed at The Urgent Card Veteran's Blvd,
CLIA ID 19D2247047, on April 15, 2024 through April 16, 2024. Based on review of
the laboratory's policy and procedure manual, and interview with personnel, the
laboratory failed to establish a complete policy and procedure manual. Findings: 1.
Review of the laboratory's policy and procedure manual revealed the laboratory did
not include the following policies: a) Twice ayear instrument comparison of test
results for the same tests performed on multiple instruments b) Maintenance
procedures and frequency of performance for PCR hoods 2. In interview on April 16,
2024 at 12:38 pm, the Technical Supervisor stated she did not update the laboratory's
policies to include twice a year instrument comparison and PCR hood maintenance
procedures.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(S): 493.1445(e)(14)

The laboratory director must ensure that an approved procedure manual is available to
all personnel responsible for any aspect of the testing process.

This STANDARD is not met as evidenced by:
A Follow-up/Validation survey was performed at The Urgent Care Veteran's Blvd,



CLIA ID 19D2247047, on April 15, 2024 through April 16, 2024. Based on review of
policies and interview with laboratory personnel, the Laboratory Director failed to

ensure that a complete and approved procedure manual was available to al personnel.
Refer to D5401.



