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CAP Proficiency Testing Procedure
I. PRINCIPLE:
A. The quality management of the laboratory is determined in part by the laboratory itself and in part by the agencies that accredit or regulate laboratory work. Accreditation is a voluntary activity sponsored by professional organizations such as the College of American Patholgists (CAP)
B. As part of our accreditation process, the laboratory participates in the CAP’s proficiency testing (PT) program each year.
C. Based on a schedule dictated by CAP, proficiency samples are mailed to us for each assay we perform that requires PT. 
II. RECEIVING PT SAMPLES:
A. Upon receipt, the materials to be analyzed will be given to the lab aide in the accessioning  area. 
B. The appropriate tests will be ordered using the Molecular Genomic Pathology Laboratory Accessioning Procedure.
1. In Order Entry, enter the CAP PT Identifier (e.g., BRAF-01) under “CoPath Number”.

C. The PT instructions will be placed in a folder labelled with the PT name and the folder will be given to the technologist assigned to extractions or the assay to be performed, whichever is applicable.
D. The samples will be incorporated into the routine work. 
E. There is to be no interlaboratory communication concerning proficiency samples or results until after the deadline for submission has passed.
F. Referral of proficiency samples is not allowed.
III. SAMPLE ANALYSIS:
A. All testing will be completed within the time allotted by the College of American Pathologists. Results are submitted per instructions given in the CAP PT Survey.
B. These Proficiency Samples will be treated as patient samples. They will be analyzed by the same personnel who routinely perform patient testing and these samples are analyzed using the same primary method systems as for patient samples. If results are obtained which would have warranted repeating a patient sample, the survey sample should be repeated. Otherwise, they should not be performed in duplicate.
C. The manager will maintain a list of CAP PT participation, ensuring that all personnel participate in PT testing.
D. Once analysis is complete, the results should be assembled and given to the Pathologist/Director. The performing technologists should sign and document all testing they performed.
IV. REPORTING OF RESULTS:
A. The Final Result Form is to be submitted by the Director/Pathologist.

B. Once the result form is submitted, the results will be reviewed by a second individual to check for transcription errors. The form will be printed and the personell who worked on the sample, as well as the Directors, will sign the attestation page. All paperwork will be kept on file until the receipt of the Survey Results.
V. RECEIVING PROFICIENCY TESTING RESULTS:
A. Upon receipt of Survey Results, the packet will be given to the Director for review. 

B. The Director will review and sign the Survey Results.
C. If the survey lists results which are not graded, for any reason— i.e., educational challenge, lack of consensus, etc.—a self-evaluation will be performed for acceptability and the results of that evaluation will be documented.
1. See CAP Proficiency Testing Appendix B: Ungraded CAP Flowsheet
2. Ungraded qualitative results will be evaluated by comparing them to the majority response in the Participant Summary and will indicate that the laboratory’s resonse was acceptable or unacceptable

3. Ungraded quantitative results will be evaluated using one of the following methods:

a. Results are within ±3 SD 

b. Results agree with larger peer group

c. Results are compared to similar methodology and fall within range of that peer group, using that target value or range

d. Target value or range determined by Medical Director
D. If a result(s) is found which is outside the stated “Acceptable Limits”, or unacceptable after a self-evaluations, an action plan to investigate the cause of the aberrant result(s) should be documented and initiated within 10 business days of receipt of the result. In some cases, it may take longer to fully investigate the cause, depending on the action plan which is selected.
1. Elements to be reviewed may include :

a. Review of the QC performed.
b. Review of the worksheet on that discreptant result.
c. Review of instrument maintenance sheets to ensure the instrument was in good working order at the time the assay was performed (if applicable).

d. Review of the primary instrument printouts or worksheets to ensure the integrity of the transcription.

e. Speak to the analyst to determine if they remember anything unusual about the particular challenge.

2. Repeat the assay if leftover material is available.

3. Complete the CAP Proficiency Testing Appendix A: CAP Discrepant Results Worksheet.

4. Notify the Director of any aberrant results.

5. The Director will evaluate the impact on patient sample results and correct any problems identified.
6. All results are reviewed with the staff.
VI. ALTERNATIVE TESTING PROCEDURE:
A. For testing that does not have a CAP PT survey:
B. Twice per year, the manager will create at least one “unknown” case using de-identified previously run samples.

C. This sample will be assigned to the technologist performing the assay.

D. Results are reviewed and interpreted by a Director or Pathologist, as with routine testing.

E. The results are reported on an assay sheet that is created by the manager.

F. A different Director/Pathologist compares the reported results to the expected results.

G. Any discrepancies are documented.
H. All sheets are kept with the other CAP surveys.
VII. ATTACHMENTS:

1. CAP Proficiency Testing Appendix A: CAP Discrepant Results Worksheet.
2. CAP Proficiency Testing Appendix B: Ungraded CAP Flowsheet
VIII. REVISIONS:

A. 1/2/2017: Updated Alternative Testing to include ROS1. ALK is available by CAP so no need for alternative testing.
B. 3/6/2018: Updated Alternative testing procedure to be applicable to any testing that does not have a CAP survey. Also eliminated titles for the Directors.
C. 1/13/2020: Updated with steps for Soft Molecular and updated footer to reflect the new laboratory name.

D. 7/6/2021: Added instructions on adding the CAP ID number under CoPath number.

E. 4/26/2022: Added additional information for ungraded PT’s.
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