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Summary Statement of Deficiencies

A recertification survey was conducted on December 8, 2022. OHM Labs Inc clinical
laboratory was not in compliance with 42 CFR 493, requirements for clinical
laboratories.

TEST SYSTEMS, EQUIPMENT, INSTRUMENTS, REAGENT
CFR(s): 493.1252(d)

Reagents, solutions, culture media, control materials, calibration materials, and other
supplies must not be used when they have exceeded their expiration date, have
deteriorated, or are of substandard quality.

This STANDARD is not met as evidenced by:

Based on observation, review of the Reagent Calibration Log, and interview, the
laboratory failed to ensure the Synermed Negative DAU (Drugs of Abuse) Calibrator
used on the Synermed |R-500 toxicology analyzer was not expired prior to performing
the calibration for the analyte Buprenorphine on 11/22/2022. Findings: Observations
made during atour of the laboratory on 12/08/2022 at 9:55 AM, revealed the opened
bottle of Synermed Negative DAU Calibrator |ot number 122111-0 expired on 11/12
/2022 Review of the Reagent Calibration Log revealed the calibration of
Buprenorphine was performed on 11/22/2022 using the expired Synermed Negative
DAU Calibrator lot number 122111-0. On 12/08/2022 at 10:04 AM, the General
Supervisor stated she used the expired calibrator for the Buprenorphine calibration.



