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	PROFICIENCY TESTING


POLICY
1. VVMC Laboratory participates in external Proficiency Testing with specimens primarily coming from the College of American Pathologists and API.
2. Proficiency testing promotes Laboratory improvement through blind unknown testing and satisfies the regulatory requirements of the Clinical Laboratory Improvement Act of 1988 (CLIA ’88).  
3. Surveys are received throughout the year, analyzed in the same manner as patients, and results submitted within the time identified in each survey instructions.  
4. The CAP Activity Menu is reviewed periodically by the Laboratory Director and each department Lead Tech to verify that the required Proficiency Testing surveys are being performed in each area.

5. Proficiency testing is also performed on all Point of Care tests that are done within the Lab as well as in other departments and nursing units at VVMC. 

6. Separate surveys for Point of Care testing are ordered and performed by Sedona Medical Center Emergency Department and the Ambulatory Surgery Center since these areas fall under a separate CLIA number.
7. When an external Proficiency Test Program is not available for analytes performed in the VVMC Laboratory, those analytes are tested for accuracy and reliability by another means. See the “Proficiency Testing for Analytes without External Proficiency Test Program” in this manual.

8. Survey material is handled in the same manner as patients and tested:

a. as part of the Laboratory’s regular patient work load

b. by personnel who routinely perform the testing in the laboratory

c. using routine methods

d. the same number of times that it routinely tests patient samples (repeated testing only occurs if it would have occurred on a patient sample)
9. There is no inter-laboratory communications pertaining to results of proficiency testing samples and samples are not sent to another lab for analysis. 
10. Proficiency samples are analyzed by a designated primary method. PT samples may be run on the secondary instrument after the deadline for submission has passed.

11. Any failures are addressed in a timely manner and corrective action taken.  
12. Any ungraded or educational results are reviewed and failure to meet expected results also addressed. 

PROCEDURE 
1. Surveys are sent via mail and received through the mail room.

2. When received, write a received date on the survey and give it to the appropriate Lead Tech or staff member covering that department.

3. Store the survey at the appropriate temperature (usually refrigerated).

4. The Lead Tech assigns the survey to a Medical Technologist/Technician to perform.  Specimens are rotated among all staff on all shifts.

5. Run the survey as soon as possible, on the next patient run, using the routine method.  A special run may be done if a routine run for the test is not scheduled.

a. If there is a concern about the specimen integrity, notify the company that provided the specimens immediately for guidance and/or replacement specimens.

6. When finished, submit the instrument printout/log and hospital computer reports to the appropriate Lead Tech.

7. Fill out the appropriate forms for submission.

a. Verify the test, method, and units on the submission

b. Review the computer report to verify accuracy of interface, results, units, flags, etc.  If there are any discrepancies, contact the Lab IS person immediately.

8. Performing tech reviews submission and signs form as “testing personnel.”

9. Medical Director, Laboratory Director or designee reviews and signs submission report.

10. Fax results to the appropriate agency (fax number and instructions on form).

11. Attach fax verification form to results and place in appropriate hanging file.
12. When the results are returned via mail, the Laboratory Director reviews the results within one month of result receipt.

13. If everything is correct, the report is signed/dated and forwarded to the appropriate Lead Tech and Medical Director for their review, signature, and date.  Completed reports are placed in the appropriate binder.

14. If there is a trend identified or an “unacceptable” result, the Lead Tech investigates using the “Report of Analysis of Unacceptable Proficiency Survey” form.  

a. This form evaluates the potential issues related to the failure with appropriate corrective action to avoid future problems.  

b. Once complete, the form, submission data, and the graded report are submitted to the Laboratory Director and Medical Director for review and approval or additional action requirements.

15. If the laboratory does not meet the CLIA ’88 minimum score and is put at risk for a particular test/analyte, CAP notifies the lab and the lab submits the appropriate corrective action to CAP within the time frame outlined in the communication.

16. Ungraded or educational challenge, are evaluated and addressed in the same manner as graded challenges.

17. Results are kept for a minimum of 2 years.

SAFETY

1. All survey specimens are considered infectious and are handled as though they were capable of transmitting disease.

2. When working with Survey specimens, precautions are taken to protect the Tech and other from accidental exposure to infectious material.

3. Precautions described in CDC and FDA recommendations and OSHA airborne pathogen standards are followed at all times when handling test samples, reagents, and equipment.

REFERENCES:      

1. College of American Pathologists (CAP) General Checklist (Sept., 2007).

2. Clinical Laboratory Improvement Act of 1988 (CLIA’88) Regulations: Subpart H – Participation in Proficiency Testing for Laboratories Performing Tests of Moderate or High Complexity, or Both; 493.801.
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