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Summary Statement of Deficiencies

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 record review, the federal data base, and an interview with the technical
supervisor (TS), the laboratory failed to attain a score of at least 80 percent of
acceptable responses for each analyte in each testing event in the subspecialty of
Hematology. Findings: 1. The CASPER Individual Laboratory Profile (Report 155)
and the American Proficiency Institute (API) proficiency testing (PT) reports for the
years of 2018, 2019 and 2020 were reviewed. 2. The federal Report 155 showed the
laboratory received unsatisfactory performances for the following analytes in Event
#2 of 2019: *Fibrinogen received a score of 60%. * Partial thromboplastin Time (PTT)
received a score of 60%. * Prothrombin Time (PT) received a score of 60%. 3. The
laboratory's PT reports confirmed the above PT scores. 4. The laboratory failed to
determine the cause of the PT failures; to establish and implement corrective action(s)
to prevent reoccurrence; and to perform patient chart reviews to identify possible
affected patients tested during the period of event 2 of 2019. 5. On a Recertification
survey conducted on 12/22/2020 at 2:45 PM, the TS confirmed the above findings.



