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Summary Statement of Deficiencies

FACILITIES
CFR(S): 493.1101(c)

The laboratory must be in compliance with applicable Federal, State, and local
laboratory requirements.

This STANDARD is not met as evidenced by:

Based on review of the laboratory's American Proficiency Institute (API) proficiency
testing (PT) records and interview with the Laboratory Director (LD), the laboratory
failed to maintain acceptable ranges statistically determined by the PT agency (API)
for 2 of 3 events of Hematology/Coagulation PT performed in 2025. Findings include:
1. The PA State regulation 5.62(a) states, "Results of proficiency tests shall be
maintained in the acceptable ranges statistically determined for each evaluation.
Failure of alaboratory to satisfactorily perform in a proficiency test may be cause for
revocation of approval of the specific testsinvolved." 2. On the day of survey, 03/12
/2026 at 1:00 pm, review of API PT records revealed the laboratory scored 0% for
urinalysis analytesin the following 2 of 3 events:. - 2025: 2nd event (Glucose) - 2025:
3rd event (Glucose) 3. The LD confirmed the findings above on 03/12/2026 at 1:20
pm.



