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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
DO0000 The laboratory was surveyed on May 18, 2022 and found to be in compliance with the

conditions of participation found in the CLIA regulations at 42 CFR 493 and
recertification is recommended. The laboratory ceased testing moderate complexity
chemistry testing. Therefore, the specialty will be closed.

D2121 HEMATOLOGY
CFR(s): 493.851(a)

Failure to attain a score of at least 80 percent of acceptable responses for each analyte
in each testing event is unsatisfactory analyte performance for the testing event.

This STANDARD is not met as evidenced by:

Based on review of laboratory policy, review of the laboratory's American Proficiency
Institute (API) proficiency testing records, and confirmed in interview of laboratory
personnel, the laboratory failed to attain a score of at |east 80% for leukocyte count
and white blood cell differential for one of four testing events reviewed. The finding
were: 1. Review of the laboratory's policy titled 'Proficiency Testing' approved by the
laboratory director on May 20, 2012 stated, "...Successful performance is considered
to be passing 80% of all analytesin a subspecialty.” 2. Review of the laboratory's API
proficiency testing records found the laboratory received the following unsatisfactory
analyte scores: 2022 (event 1) WBC Count 60% WBC Differential 33% 3. An
interview with the technical consultant on May 18, 2022 at 14:00 hours in the break
room confirmed the findings. Key: WBC - white blood cell

D2122 HEMATOLOGY
CFR(s): 493.851(b)

Failure to attain an overall testing event score of at |east 80 percent is unsatisfactory
performance.



This STANDARD is not met as evidenced by:

Based on review of laboratory policy, review of the laboratory's American Proficiency
Institute (API) proficiency testing records, and confirmed in interview of laboratory
personnel, the laboratory failed to attain a score of at least 80% for overall testing
score for one of four testing events reviewed. The finding were: 1. Review of the
laboratory's policy titled 'Proficiency Testing' approved by the laboratory director on
May 20, 2012 stated, "...Successful performance is considered to be passing 80% of

all analytesin a subspecialty.” 2. Review of the laboratory's API proficiency testing
records found the laboratory received the following unsuccessful overall event score:
2022 (event 1) Hematology 78% 3. An interview with the technical consultant on May
18, 2022 at 14:00 hours in the break room confirmed the findings.



