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Summary Statement of Deficiencies

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 record review and interview with the Technical Consultant (TC), the
laboratory failed to verify the accuracy at least twice annually for 1 (2018) of two
yearsreviewed. Findingsinclude: 1. A record review of the laboratory's " Split
Specimen Analysis Reports' revealed the following analytes did not have verification
of accuracy performed in 2018: a. Buprenorphine b. Cannabinoid c. Creatinine d. pH
2. A record review of the laboratory's established "Proficiency Testing (PT) and Split-
Specimen Testing" procedure revealed a section stating, " Split-Specimen testing is
required on five specimens twice each year for all unregulated analytes not enrolled in
PT." 3. Aninterview on 11/25/19 at 9:47 am with the TC confirmed the laboratory did
not perform verification of accuracy for the analytes listed above.

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 record review and interviews, the laboratory failed to ensure expired
calibration materials were not used for the current lot in use. Findingsinclude: 1. An
observation by the surveyor on 11/25/19 at 9:18 am revealed cannabinoid calibration



materials with the lot number 73207055 and expiration date of August 2019 in use. 2.
Aninterview on 11/25/19 at 9:18 am with Testing Personnel #1 revealed the last
cannabinoid calibration took place on 11/20/19. 3. An interview on 11/25/19 at 9:18
am with the Technical Consultant confirmed calibration materials had exceeded the
expiration date.



