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Summary Statement of Deficiencies

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 I of this part.

This STANDARD is not met as evidenced by:
Based on review of the laboratory proficiency testing performance reports and 
interview with the laboratory director (LD) and technical supervisor (TS), it was 
determined that the laboratory failed to verify at least twice annually the accuracy of 
the Brucella Microagglutination Test (BMAT) the laboratory performed, which is not 
included in the subpart I of 42 CFR part 493. The findings included: 1. On the date of 
the survey 11/16/2020 at approximately 2:00 p.m. during proficiency testing and 
verification of accuracy of test results review, the LD failed to provide documentation 
for BMAT verification of test results accuracy for two consecutive years: 2018 and 
2019. 2. The LD affirmed (11/16/2020 at approximately 4:30 p.m. that no documents 
were available for the evaluation of the accuracy of BMAT results for the years 2018 
and 2019. 3. According to the laboratory testing declaration submitted on the day of 
the survey (11/16/2020), the laboratory performed General Immunology in 15,030 
patient's samples annually including BMAT testing.

D6094 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(5)

The laboratory director must ensure that the quality assessment programs are 
established and maintained to assure the quality of laboratory services provided and to 
identify failures in quality as they occur.

This STANDARD is not met as evidenced by:
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Based on review of laboratory documentation records and interview with the 
laboratory director, it was determined that the laboratory director failed to ensure that 
the verification of the accuracy of test results of non-regulated analytes program was 
established and maintained to assure the quality of laboratory services provided and to 
identify failures in quality as they occur. The findings included: See D-5217

D6118 TECHNICAL SUPERVISOR RESPONSIBILITIES
CFR(s): 493.1451(b)(5)

The technical supervisor is responsible for resolving technical problems and ensuring 
that remedial actions are taken whenever test systems deviate from the laboratory's 
established performance specifications.

This STANDARD is not met as evidenced by:
Based on the deficiency cited (D5217), the Technical Supervisor is herein cited for 
deficient practice in his responsibilities for resolving technical problems revealed 
through the lack of at least twice annually verify accuracy of the Brucella 
Microagglutination Test for two concecutive years (2018 and 2019). See D5217.


