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Summary Statement of Deficiencies

EVALUATION OF PROFICIENCY TESTING PERFORMANCE
CFR(S): 493.1236(b)(2)

The laboratory must verify the accuracy of any analyte, specialty or subspecialty
assigned a proficiency testing score that does not reflect laboratory test performance
(that is, when the proficiency testing program does not obtain the agreement required
for scoring as specified in subpart | of this part, or the laboratory receives a zero score
for nonparticipation, or late return or results).

This STANDARD is not met as evidenced by:

Based on Surveyor review of laboratory's proficiency testing (PT) records and
interview with the laboratory director on March 22, 2022, at 12:10 pm, the laboratory
failed to provide any evidence showing that the laboratory director had reviewed not
graded PT results. The findingsinclude: 1. The laboratory participated in the
American Proficiency Ingtitute's (API) PT program in 2021. APl did not grade the
laboratory's reported results for the sample VKP-03 and RH-15 at the 3rd event. The
laboratory must have a mechanism for routine review of its proficiency testing results
that are evaluated by its PT providers. Thisincludes areview of its actual PT results
against the PT provider's participant summary results for the particular PT event and
when the PT provider notifies the laboratory that its results were not eval uated.
Therefore, the test accuracy can not be assured. 2. The laboratory director on March
22,2022, at 12:10 pm, affirmed that the laboratory did not evaluate its not graded PT
results. 3. The laboratory's testing declaration form, signed by the laboratory director
on 3/21/2022, stated that the laboratory performs approximately 2,096 Rh tests,
annually.

LABORATORY DIRECTOR RESPONSIBILITIES
CFR(9): 493.1407(e)(4)(iii)

The laboratory director is responsible for the overall operation and administration of



the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. (€) The laboratory
director must-- (€)(4)(iii) Ensure that 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 Surveyor review of laboratory's proficiency testing (PT) records and
interview with the laboratory director on March 22, 2022, at 12:10 pm, the laboratory
director failed to ensure that 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. The findings include: See D5215.



