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D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on review of Standard Operating Procedures (SOPs), CAP Drug Monitoring for
Pain Management (DMPM) records, CAP DMPM test menu, as well asinterview
with the Technical Consultant (TC), the laboratory failed to successfully participate in
atoxicology specialty PT program for three analytes. FINDINGS: 1. There was no
documentation of Phencyclidine, Ritalinic Acid, and Tricyclic Antidepressants
(TCAS) PT performance or twice year verification for 2023 and 2024. 2. Thisis
contrary to instructions indicted in the current, approved SOPs. 3. It was noted that
guality control and assessment was performed for the respective analytes. 4.
Approximately 333 patients were tested for the respective analytesin 2023 and 2024.
5. The TC confirmed the findings on April 23, 2025, at 12:00 P.M.

D6076 LABORATORY DIRECTOR
CFR(S): 493.1441

The laboratory must have a director who meets the qualification requirements of 493.
1443 of this subpart and provides overall management and direction in accordance
with 493.1445 of this subpart.

This CONDITION is not met as evidenced by:

Based on review of SOPs, lack of PT documentation, aswell as interview with the
TC, the Laboratory Director (LD) failed to provide overall management and direction
of the laboratory services. Refer to D5217.



