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Summary Statement of Deficiencies

D5401 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:
Based on surveyor review of laboratory records and procedures and interview with 
testing personnel, the laboratory started amphetamine testing on March 5, 2021 and 
did not have an approved procedure for the test. Findings include: 1. Review of 
laboratory testing records showed the laboratory started testing specimens for 
amphetamine on March 5, 2021. 2. Review of the laboratory procedure manual 
showed no evidence of an approved procedure for amphetamine testing. 3. Interview 
with the testing person on August 26, 2021 at 11:00 AM confirmed the laboratory 
added amphetamine testing to the test menu on March 5, 2021 and confirmed the 
laboratory did not have an approved procedure for amphetamine testing available to 
laboratory personnel.

D5409 PROCEDURE MANUAL
CFR(s): 493.1251(e)

The laboratory must maintain a copy of each procedure with the dates of initial use 
and discontinuance as described in 493.1105(a)(2). 

This STANDARD is not met as evidenced by:
Based on surveyor review of laboratory records and procedures and interview with 
testing personnel, the laboratory procedure for methadone was not maintained with 
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the May 7, 2021 date of discontinuance. Findings include: 1. Review of laboratory 
testing records showed the laboratory discontinued testing specimens for methadone 
on May 7, 2021. 2. Review of the laboratory procedure manual showed no evidence 
the laboratory discontinued testing for methadone. 3. Interview with the testing person 
on August 26, 2021 at 11:00 AM confirmed the laboratory discontinued methadone 
testing on May 7, 2021 and confirmed the procedure was not maintained with the date 
of discontinuance.

D6054 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b)(9)

The technical consultant is responsible for evaluating and documenting the 
performance of individuals responsible for moderate complexity testing at least 
annually, after the first year.

This STANDARD is not met as evidenced by:
Based on surveyor review of laboratory records and interview with testing personnel, 
the technical consultant did not evaluate and document the performance of one of one 
testing personnel in 2019 or 2020. Findings include: 1. Review of competence 
evaluation records for the only testing person showed no evidence of evaluation in 
2019 or 2020. 2. Interview with the testing person on August 26, 2021 at 10:08 AM 
confirmed the records did not show evaluation in 2019 or 2020.


