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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 An onsite complaint visit, #2020003843 was conducted on 06/23/20 at Beach Care

PLLC. The laboratory was not in compliance with 42 CFR 493, Requirements for
Clinical Laboratories.

D2093 ROUTINE CHEMISTRY
CFR(s): 493.841(d)

Failure to return proficiency testing results to the proficiency testing program within
the time frame specified by the program is unsatisfactory performance and resultsin a
score of O for the testing event.

This STANDARD is not met as evidenced by:

Based on CLIA records reviewe and interview, the laboratory failed to notify to the
proficiency testing Agency that the laboratory was not testing before the due date to
submit the proficiency testing results for 1 out of 1 event for Routine Chemistry (3rd
event 2019). Findings include: Record review revealed the laboratory was enrolled in
proficiency testing with American Academy of Family Physician. Review of CLIA
Casper report 096 CLIA Application and Summary revealed a score of 0% for
Arterial blood pH (PH Blood Gas), Partial pressure Oxygen (PO2), Partia pressure
Carbon dioxide (PCO2), Chloride (CL), Creatine Kinase Total, Creatine Kinase (CK)
Iso, Creatine, Glucose, Potassium (K), Serum Sodium(NA), Blood Urea Nitrogen
(BUN) and an overall score of 0 % for Routine Chemistry for the 3rd event of 2019.
During an interview on 6/23/2020 at 2:30 PM, the owner confirmed that the
laboratory failed to notify to the proficiency testing agency that the laboratory was not
testing within the timeframe for the event of reference.

D2123 HEMATOLOGY
CFR(s): 493.851(C)

Failure to participate in atesting event is unsatisfactory performance and resultsin a



score of O for the testing event. Consideration may be given to those laboratories
failing to participate in atesting event only if-- (1) Patient testing was suspended
during the time frame allotted for testing and reporting proficiency testing results; (2)
The laboratory notifies the inspecting agency and the proficiency testing program
within the time frame for submitting proficiency testing results of the suspension of
patient testing and the circumstances associated with failure to perform tests on
proficiency testing samples; and (3) The laboratory participated in the previous two
proficiency testing events.

This STANDARD is not met as evidenced by:

Based on CLIA records review and interview, the laboratory failed to notify to the
proficiency testing Agency that the laboratory was not testing before the due date to
submit proficiency testing records for 1 out of 1 event for Hematology (3rd event
2019). Findings include: Record review revealed the laboratory was enrolled in
proficiency testing with American Academy of Family Physician. Review of CLIA
Casper report 096 CLIA Application and Summary revealed a score of 0% for platel et
and an overall score of 0 % for the Hematology 3rd event of 2019. During an
interview on 6/23/2020 at 2:30 PM, the owner confirmed that the laboratory failed to
notify to the proficiency testing agency that the laboratory was not testing within the
timeframe for the event of reference.



