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Summary Statement of Deficiencies

D5211 EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(s): 493.1236(a)

The laboratory must review and evaluate the results obtained on proficiency testing 
performed as specified in subpart H of this part.

This STANDARD is not met as evidenced by:
Based on review of College of American Pathologists (CAP) proficiency test records 
and interview with testing personnel on 11/30/2022 at 10:45 a.m., the laboratory 
failed to review and evaluate its 2021 FH1-A survey ungraded blood cell 
identification result. The findings included: a. There was non-consensus among 
participant responses for blood cell identification sample BCP-10. The targeted 
response was "blast". The laboratory reported "malignant lymphoid cell". Evidence of 
laboratory review and evaluation of this result was not documented.

D6047 TECHNICAL CONSULTANT RESPONSIBILITIES
CFR(s): 493.1413(b(8)(i)

The procedures for evaluation of the competency of the staff must include, but are not 
limited to direct observations of routine patient test performance, including patient 
preparation, if applicable, specimen handling, processing and testing.

This STANDARD is not met as evidenced by:
Based on record review and interview with the laboratory technical consultant on 11
/30/2022 at 11:45 a.m., the laboratory failed to have procedures for evaluation of the 
competency of 4 of 4 testing personnel to include direct observations of routine test 
performance, including patient preparation, specimen handling, processing and 
testing. The laboratory performed 534 chemistry and 2993 hematology tests annually. 
The findings included: a. The laboratory failed to include direct observation of iStat 
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8+ chemistry, microscopic urinalysis and hematology test performance in 2020. b. 
The laboratory failed to include direct observation of iStat 8+ chemistry, microscopic 
urinalysis and hematology test performance in 2021.

D6091 LABORATORY DIRECTOR RESPONSIBILITIES
CFR(s): 493.1445(e)(4)(iii)

The laboratory director must ensure all proficiency testing reports received are 
reviewed by the appropriate staff to evaluate the laboratory's performance and to 
identify any problems that require corrective action.

This STANDARD is not met as evidenced by:
Based on review of CAP proficiency test records and interview with testing personnel 
on 11/30/2022 at 10:45 a.m., the laboratory director failed to ensure all proficiency 
testing reports were reviewed by the appropriate staff to evaluate the laboratory's 
performance and to identify any problems that require corrective action. See D211.


