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I. Purpose:
A. The CLIA'88 legislation requires that each laboratory performing nonwaived testing must participate in an external proficiency testing (PT) program (CFR: Subpart H:493.801) that is approved by the US HHS.  Each test in the nonwaived category must be tested.  The CLIA regulations state that "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." (§483.801(b)).  While waived tests (e.g., urine pregnancy, hemoglobin and whole blood glucose) are exempt from external proficiency testing, they may be included at the discretion of the laboratory director.

B. Each laboratory is required to return the results of proficiency testing within ten (10) days of receipt and must maintain satisfactory performance. Satisfactory performance is defined as a test score of 80% or better on each challenge.  Unsatisfactory performance is defined as:

1. Failure to maintain a score of 80% for an individual analyte.

2. Failure to return the results of proficiency results within ten (10) working days of receipt.  A score of 0 is awarded if the results of proficiency testing are submitted after the due date.

3. Failure to participate in proficiency testing for an analyte for which they provide clinical results.
C. Each laboratory must demonstrate successful performance for each analyte on their test menu.  Successful performance is defined as achieving a score of 80% or better on each challenge in two consecutive testing events or two out of three consecutive testing events.  

D. Corrective action must be undertaken and documented whenever unsatisfactory participation is identified.  Corrective action may include retraining of staff members and employment of the appropriate technical assistance to correct the problems associated with the proficiency testing failure.  The intent of the corrective action is to identify and correct errors in the testing process.  It may be necessary for either the CLIA surveyor or the laboratory director to stop testing immediately should it be determined that laboratory operations pose a serious and immediate hazard to the health of the client.  
E. Each regional laboratory is responsible for enrolling in appropriate proficiency testing programs for analytes which are not provided in the regional laboratory internal proficiency program (eg., rapid strep A antigen). Separate deemed authorities such as the College of American Pathologists (CAP), the American Association of Bio‑analysists (AABA), the Wisconsin State Laboratory of Hygiene (WSLH) and American Proficiency Institute (API) will send sample sets to the participating laboratory(s).

F. In contrast, "internal proficiency testing" (RQA-19) is a process evaluating a remote location's ability to correctly generate a result from an unknown test sample; the process is operated by the central regional laboratory. 

II. Personnel:

A. Persons performing clinical tests are required to exercise good judgment in protecting themselves, their clients and co‑workers.  All proficiency tests will be performed by routine testing methods as specified in the laboratory manual without consultation with other testing personnel.

B. It is the site coordinator's responsibility to monitor compliance and assure that proficiency tests are performed according to instructions.

1. Upon receipt, the supervisor for the site assigned to perform the PT test will              immediately open the PT shipment and distribute the test samples to the appropriate sections.  

2. Upon completion, the site coordinator will sign the response form attesting that specimens were tested by routine clinical procedures.  Completion of testing and reporting of results to must be performed in the time frame specified by the instructions that come with the samples.  Failure to submit results within the required timeframe will result in a score of 0.

C. The Laboratory Director will designate the site(s) that will participate in external proficiency testing.  It is the Laboratory Director's responsibility to determine the appropriate proficiency testing program for their region and arrange for shipment of test samples to the designated testing site.

III. Interval:
A. The designated site will participate in the entire year's proficiency testing.  Proficiency testing materials will be shipped three times per year.  Each sample set will contain five (5) specimens for each analysis (eg 5 sera for Total Cholesterol and HDL‑Cholesterol).  Thus, for each moderately complex analyte, there will be 15 proficiency test challenges over the entire year.  If the director has elected to include waived tests in the external proficiency testing program, the number of samples will be variable and usually less than five samples per shipment.

IV. Specimen:

A. Serum, whole blood, urine or other clinical specimens or quality control material appropriate for the procedure in question may be supplied in the proficiency test. Refer to the specific written instructions enclosed with the sample set for handling and rehydration (if needed).

B. SAFETY NOTICE: Reagents developed from human blood or body fluids may be infectious.  Standard (universal) precautions are required when working with reagents of human origin.

V. Materials:

A. Instruments:

      All instruments must be in working order and of the same type as used for routine clinical determinations.

B. Supplies, Reagents and Standards:

      All reagents and Q.C. materials must be in date and of the same type as used for routine clinical determinations.

VI. Evaluation:

A. All samples are to be tested in the same manner as routine clinical materials without consultation with other testing personnel.  They must be tested and reported within the time frame specified in the instructions enclosed with the proficiency test materials (usually 10 working days). 
B. If for some reason the testing ability of the designated site is impaired to the extent that the test can not be performed;

1. Notify the Laboratory Director immediately, so that appropriate arrangements can be made.  If the Laboratory Director is not available within 36 hours, contact one of the other regional Laboratory Directors or the Coordinator of the Michigan Regional Laboratory System  (906)‑487‑3011 for advice.  Under extraordinary circumstances, it may be necessary to transport the proficiency samples to another site within your regional laboratory, but never across regional laboratory boundaries.  Complete documentation of the situation and it's resolution are required. 

2. Documentation that the test can not be performed and specific reasons why the procedure has been withdrawn from clinical testing (eg, equipment failure, or lack of reagents or control materials) should already exist on site; fax the documentation to the Laboratory Director.  

3. Proficiency tests that are not performed on schedule are given a score of ZERO (0) and could result in revocation of the regional laboratory's CLIA certificate!  (Not just the testing site)

VII. Results:
A. Analysis of test results from each nonwaived proficiency sample set will be reported by to US CMS (HHS) and the State of Michigan by the agency that supplied the proficiency testing materials.  A copy of the analysis of test results will be sent to each participating site.

B. Maintain a separate file for external proficiency testing results and reports.  If there are any corrective action reports that address deficiencies (incorrect results) they should be filed with the proficiency set to which they refer. 

C. The site coordinator will do the following;

1. Review the results with the person(s) who performed the proficiency test and have them sign the report. 

2. Sign and date the report 

3. Send the report to the Laboratory Director or designee for review and signature within 30 days. 

4. When the Laboratory Director or designee returns the report, file the report in an "External Proficiency Test" section with the monthly quality control records; all of the external proficiency test records must be kept together for review.  ("Internal Proficiency Test" records will have their own file, but will also be kept with the monthly quality control records.)

VIII. Corrective Action:

A.  "Acceptable Results" for nonwaived tests are defined as at least 80% correct test performance as evidenced by test results when a five or more proficiency samples are tested.  If the proficiency test score is less than 80%, the following actions must be initiated:
1. The site coordinator will review the proficiency test results with the individual who performed the test to determine possible reasons for error. 

2. Review the written test procedure and quality control guidelines.

3. The site supervisor will observe the individual while they repeat the test procedure.  If there is sufficient proficiency sample remaining to retest, it is highly desirable to repeat the test with that sample.  Otherwise, other samples of known or unknown reactivity may be tested. The objective is to insure that the correct technical procedure has been followed.

B. Consult with the regional Laboratory Director after reviewing results, and testing procedures.

C. Appropriate training and retesting materials will be provided.

D. All retesting, review and corrective action must be documented. Any time a score of less than 100% is received, a corrective action report must be completed.  A corrective action report must also be completed anytime an analyte is not graded due to nonconsensus.  The corrective action report must be signed, and dated by the testing personnel, site supervisor and Laboratory Director.

E. The corrective action report will be attached to and filed with the proficiency test report.

IX. Records:

A. File all records for two years on site.

B. A separate file of external proficiency test records must be maintained and kept with the Q.C. records from the same calendar year.

C. All records must be signed by the site supervisor and reviewed by the Laboratory Director.

X. References:

Federal Register, 42 CFR Part 74, Wednesday March 14, 1990: Revision of Laboratory Regulations, (Clinical Laboratory  Improvement Amendments of 1988).  Section 493.80 through Section 493.807
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