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(X4) 1D Prefix Summary Statement of Deficiencies
Tag
D5217 EVALUATION OF PROFICIENCY TESTING PERFORMANCE

CFR(S): 493.1236(c)(1)

At least twice annually, the laboratory must verify the accuracy of any test or
procedure it performs that is not included in subpart | of this part.

This STANDARD is not met as evidenced by:

Based on record review and interview with the laboratory director, the laboratory did
not have awritten policy describing the system used for verifying the accuracy and
reliability of interpretation of the histopathology specimens for which proficiency
samples are not available. Findings: 1. The procedure did not have awritten policy for
evaluating the proficiency of the testing personnel at least twice ayear. 2. On 06/14
/18 at 2:15 PM the laboratory director confirmed that the procedure did not have a
written policy for evaluating the proficiency of the testing personnel at least twice a
year. 3. The procedure should include, but is not limited to: the details of whom the
samples will be exchanged with; how often samples will be exchanged; what the
acceptable limits of the comparison and remedial actions to be taken when the results
are not within acceptable limits.



