Proficiency Testing Attestation

Subpart H—Participation in Proficiency

Testing for Laboratories Performing Nonwaived Testing

SOURCE: 57 CFR 7146, Feb. 28, 1992, unless otherwise noted.
§ 493.801 Condition: Enrollment and testing of samples.
Each laboratory must (b) Standard; Testing of proficiency testing samples. The laboratory must examine or test, as applicable, the proficiency testing samples it receives from the proficiency testing program in the same manner as it tests patient specimens.

(1) The samples must be examined or tested with the laboratory’s regular patient workload by personnel who routinely perform the testing in the laboratory, using the laboratory’s routine methods. The individual testing or examining the samples and the laboratory director must attest to the routine integration of the samples into the patient workload using the laboratory’s routine methods

(2) The laboratory must test samples the same number of times that it routinely tests patient samples.

(3) Laboratories that perform tests on proficiency testing samples must not engage in any inter-laboratory communications pertaining to the results of proficiency testing sample(s) until after the date by which the laboratory must report proficiency testing results to the program for the testing event in which the samples were sent. Laboratories with multiple testing sites or separate locations must not participate in any communications or discussions across sites/locations concerning proficiency

testing sample results until after the date by which the laboratory must report proficiency testing

results to the program.

(4) The laboratory must not send PT samples or portions of samples to another laboratory for any analysis which it is certified to perform in its own laboratory. Any laboratory that CMS determines intentionally referred its proficiency testing samples to another laboratory for analysis will be sanctioned accordingly. Any laboratory that receives proficiency testing samples from another laboratory for testing must notify CMS of the receipt of those samples.

Attestation Statement: I have read CFR 493.801 sections 1-4 pertaining to proficiency testing. 

· I attest that I will test proficiency samples in the same manner as patient samples. 

· I will not engage in communication concerning proficiency results with any testing facility until after the proficiency survey submission deadline. 

· I will not send proficiency samples to another testing facility for any reason. 

· I will not perform testing on any samples received from another testing facility which are known to be proficiency samples.  Samples suspected of being proficiency samples will be investigated and declared acceptable, prior to any testing being performed.

· I will notify a supervisor immediately if asked to engage in inter-laboratory communication or if any suspect/known proficiency samples are received from another testing facility.

In addition, I am aware that all samples received for Method Comparison/Split Sample at NPL will be ‘Stopped’ upon receipt and reviewed by appropriate staff prior to processing.

Printed Name: ___________________________________________________

Signed: _________________________________________________________   Date _________
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