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Internal Proficiency Testing

I. Purpose:
The CLIA ‘88 legislation requires that each laboratory must demonstrate that tests performed in different sites obtain equivalent results for the same analyte.  An analyte is the material that an assay measures; e.g. hemoglobin or glucose. The samples must be examined or tested by personnel who routinely perform the testing in the laboratory.  Proficiency testing (PT) samples must be tested in the same manner as client samples without consulting with any other personnel.  
The regional laboratory coordinator (MDCH) acquires, assembles and ships proficiency specimens to each participating health district test site.  Each testing site within the regional laboratory system must participate.  The results are returned to the regional laboratory director for evaluation in the time frame specified.

II. Personnel:
It is the responsibility of the laboratory director to determine the appropriate mix of proficiency testing samples for their region and arrange for shipment of test samples to the designated testing site.  The laboratory director or designee will review the results and return an evaluation to the participating health districts.  The laboratory director and site coordinator will identify and implement remedial actions as appropriate.

It is the site coordinator's responsibility to monitor compliance and assure that PT is performed according to instructions.

1.
Receipt:  The site coordinator or designee will immediately open the PT shipment and distribute the test samples to the appropriate test sites.

1. Time Frame:  Completion of testing and reporting of results to must be performed in the time frame specified by the instructions that come with the samples, normally ten (10) working days.  Store unused portions of PT samples for six (6) months according to instructions included with the PT specimens in case re‑evaluation is required. 

2. Completion:  The result form must be signed by both the staff member who performed the analysis and the site coordinator.  This will attest that the proficiency test specimens were tested by routine clinical procedures.  File a photocopy of the test results.  The completed report must be mailed to the laboratory director or designee for evaluation within the time frame specified in the PT shipment.  

3. Follow up:  Upon receipt of evaluation from the regional laboratory, the site coordinator will initiate appropriate remedial action as outlined below.

Testing personnel are required to exercise good judgment in protecting themselves, their patients and co‑workers using established safety procedures.  All PT will be performed by routine testing methods as specified in the laboratory manual by testing personnel who routinely analyze patient specimens.  Results will be recorded according to instructions provided with the proficiency samples.

III. Interval:
 
Internal PT samples will be shipped two (2) times per year.  Each sample set should contain three (3) specimens for each test.  Thus, over the entire year there will be six (6) internal proficiency test challenges for each analyte.

IV. Specimen:
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).  

SAFETY NOTICE: Reagents developed from human blood or body fluids may be infectious.  Standard (universal) precautions must be followed when working with samples of human origin.   
Samples will be labeled with the year, sample set (A or B), and the sample number (1‑3).  For example, the first sample in the second set (set A) for 2006 would be labeled 2006A.  A given sample may be used for more than one test (e.g. cholesterol, HDL-cholesterol, triglycerides, and glucose), but will be identified with the same sample number.

V. Materials:
A. All instruments must be in working order and of the same type as those used for routine clinical determinations. 

B. Supplies, Reagents and Standards:

1. All reagents and quality control materials must be in date and of the same type as used for routine clinical determinations. 


C.
PT challenge panels 




1.
General chemistry (waived) - (American Proficiency Institute, Traverse City, MI)





a.
Urine pregnancy





b.
Hemoglobin by hemocue





c.
Cholesterol (Cholestech)




d.
HDL-cholesterol (Cholestech)




e.
Triglycerides (Cholestech)




g.
Glucose (Cholestech)




h.
Whole blood glucose





2.
Urine chemistry (waived) - (American Proficiency Institute, Traverse City, MI)




3.
Wet mount (nonwaived) - MDCH

VI. Evaluation:
All samples are to be tested in the same manner as routine clinical materials.  They must be tested and reported within the time frame specified (10 working days) in the instructions enclosed with the proficiency test materials.

A. If the site cannot test the PT specimens; 

1. The test must be immediately withdrawn from clinical testing, if it has not already been suspended.  

2. Documentation that the test cannot be performed and specific reasons why (e.g. equipment failure, or lack of reagents or control materials) must be faxed to the Laboratory Director. 

3. If the test procedure has not been validated by an internal proficiency test, it may not be used for clinical purposes at that site until an acceptable proficiency test score has been attained on a PT sample set.  

4. Proficiency tests that are not performed on schedule are given a score of ZERO (0) and could result in suspension of the procedure for clinical use until proficiency test results are received and evaluated.

VII. Results:
A. An example of a Proficiency Test Worksheet is included at the end of this procedure.  Similar worksheets will be enclosed with proficiency samples when they are shipped.  The information required on the worksheet includes:

1. Name and location of health department and testing personnel.
2. The name and location of the laboratory director or designee to whom results are to be sent. 

3. Instrumentation and test manufacturer data; since the correct results depend upon the specific method used, it is essential to record the test manufacturer. 

4. Sample (Analyte) Result record.  This consists of a tables on which all results must be recorded. 

5. Signature of the person(s) performing the test procedure and the date testing was performed.
6. Signature of the site coordinator and the date the test results were reviewed. 

IV. Expected Results

A. The manner in which analytes are evaluated for acceptability will depend upon the complexity of the test procedure being performed.  

B.
Acceptable results for nonwaived tests (e.g., wet mount) are defined by CLIA as being at least 80% agreement with the expected results.   Acceptable test results must be obtained on two out of three consecutive proficiency challenges.  

C.
For waived tests, acceptable results for an individual analyte are defined in the Regional Laboratory System as 66% (2 out of 3) correct test results when a set of three (3) proficiency samples are tested.  An overall score of 80% or greater must be obtained for the entire challenge (general chemistry or urine chemistry).
V. Corrective Action

1. Corrective action is required whenever an incorrect response is obtained.  This applies to all test results with an overall score less than 100%.  
2. Corrective action is required whenever a test result is ungraded due to nonconsensus.

3. If the repeat proficiency analyte test result is incorrect, the site coordinator must initiate and document corrective action.  Specific actions which should be taken include the following:
a. The site coordinator will review the PT results with the individual who performed the test to determine possible reasons for error.   This will include a review of quality control records for the day that the testing was performed and a determination of whether test kits or reagents had exceeded the expiration date on the date of testing.
b. The site coordinator will review the written test procedure and quality control guidelines with testing personnel.  

c. The site coordinator will observe the individual while they repeat the test procedure. If there is sufficient proficiency sample remaining to retest, the test must be repeated with the sample on which the incorrect result was obtained. Additional testing material may be available from the laboratory director.  Otherwise, other samples with a known value may be tested.  The objective is to ensure that the correct technical procedure has been followed.  

d. Consult with the regional laboratory director after reviewing results and the testing procedures with staff members.  

e. All retesting, review and corrective action must be documented.  The corrective action report must be signed and dated by the testing personnel, site supervisor and laboratory director or designee.  

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

VI. Records:

A. Maintain a separate file for internal proficiency testing results and evaluations.  

B. File all records for two years on site.  

C. Any corrective action reports related to proficiency testing must be filed with the proficiency testing.  

D. All records must be signed by the site supervisor and reviewed by the laboratory director, just like all other Q.C. documents.

VIII. References:
A. Federal Register, 42 CFR Part 74, Wednesday March 14, 1990:

B. Revision of Laboratory Regulations, (Clinical Laboratory Improvement Amendments of 1988). Section 493.801 through Section 493.807
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