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PURPOSE                      

I. College of American Pathologists (CAP)

CAP survey samples are a quality control mechanism and are part of an overall quality assurance program for the laboratory.  One of the functions of the CAP survey samples is to test the accuracy of individual participating laboratories.  Another is to assess the degree of agreement between laboratories.  CAP survey samples are consensus materials evaluated by >50 laboratories

CAP survey samples may be used for:

1. Ongoing monitoring of analytic performance

2. Proficiency testing

3. Interpretative competency assessment

II. Canadian IHC Quality Control (cIQc)
CIQC survey samples are part of an external QC program sponsored by the Canadian Association of Pathologists.  cIQc  samples are:

1. Analysed by >50 labs,

2. Compared to a reference value performed by CIQC, and

3. Re-interpreted by a central testing committee.

CIQC samples may be used for the following assessments of bio-marker IHC, in accordance with ASCO/CAP recommendations.

1. Initial test validation

2. Ongoing monitoring of analytic performance

3. Proficiency testing

4. Interpretative competency assessment

Proficiency testing specimens must be tested as part of the laboratories regular workload using routine methods.

When handling proficiency testing specimens, IHC lab must not communicate results to other participants.  Additionally, referral of proficiency testing to another laboratory is prohibited during the survey period. 
PROCEDURE

Samples:
1. CAP survey samples are provided to subscribing laboratories on an annual or bi-annual basis at times determined by CAP.  The amount and types of samples are determined by the CAP and case histories usually are provided with the samples.

The UW Anatomic Pathology CAP number is 2463708-01-01.

IHC lab subscribes to the following CAP proficiency testing:

· MK series - for general immunohistochemistry markers (twice a year)

· CYH series - for Fish Her2 neu (twice a year)

· Her2 series - for Her2 neu by IHC (twice a year)

· PM2 series - for ER/PR (twice a year)

· PM3 series - for CD20 (once a year)

· G Her2 series- for Gastric Her2 testing ( twice a year)

2. CIQC samples are provided to subscribing laboratories on a periodic basis.  These samples assess performance of ER/PR/Her2, as well as other selected bio-markers and diagnostic protein targets.

Procedure:

I. CAP:
1. The CAP sends the proficiency test sample to Anatomic Pathology.  Upon arrival the sample will be sent to the Immunohistochemistry laboratory lead technologist.

2. Upon receipt, document the received date and check the materials for damaged or broken slides.

3. Refer to the Accessioning Research Cases for IHC procedure and accession the survey set in the computer assigning it a RU number.  The following is a list of conditions specific to CAP survey specimens:

a. The patient name is entered as:

Patient Last Name: CAP proficiency survey

Patient First Name: (type of Test & year) i.e. MK-2 2010 or the name of the survey
Medical Record Number: XRU

b. Referring Physician: IHC director's name

c. Fee schedule: NC

d. Budget number: leave this blank

e. Record the RU number and letter designations on the accompanying paperwork.  Label the specimen or slides with the corresponding RU number.

4. The IHC Director reviews the accompanying CAP paperwork and antibody selections are made, if needed.
5. The antibodies are run according to the protocol using the Immunohistochemistry Bond Polymer Detection Kits procedure, 2000-01-01-03, in batches with daily clinical work. There is a rotation schedule set up for all the Techs to run CAP proficiency slides.
6. Finished slides are reviewed by the IHC Director and the technologists, and the questions on the CAP survey are answered.  No RU report is generated.  The IHC Director will sign-off on the questionnaire check-off sheet that has been reviewed with the material.

7. The Technologist who have handled the sample will sign on the signature page.

8. The results are  entered online , using the CAP website (www.cap.org) or they can be faxed to the CAP at 1-866-329-2227.

9. The date of result submission will be documented on the CAP proficiency documents.

10. For CAP assistance:

a. For replacement materials, contact CAP within 10 calendar days of the ship date for information.  Provide the CAP number and contact information with all correspondence.

b. CAP phone number: 1-800-323-4040 (Mon-Fri 7am-5:30pm Central Time)

c. Email: contactcenter@cap.org
d. Website: www.cap.org
e. Address:  CAP Survey's Program



325 Waukegan Road



Northfield, IL 60093-2750

11. Print labels for the slides that can be archived and file then in the filing cabinet for unstained, labeled as CAP survey.
12. File the paperwork in the CAP binder for the corresponding year. Make sure the paperwork is signed by the IHC Director and the IHC Technologist who performed the tests.

13. When CAP sends the participant's summary, review the results with the IHC Director and have the Director sign the review line.

If there are discrepancies between the reported results and the participant's summary, the PTES (Proficiency Testing Exception Summary) form will need to be filled out for internal documentation.  This form can be found in the Supervisors - UWMC folder on the Pathology shared drive, under CAP Proficiency Testing.  Fill out the form for each discrepancy and file it with the original paperwork in the CAP binder.  The IHC Director has to review any discrepancies from original results and document this on the PTES form.
CIQC (Canadian IHC Quality Control):
This survey, which is based on Canada, will send slides to evaluate for different IHC tests.  The slides are to be returned to the sender for their evaluation.  After the slides have been completed on the Bond III, they need to be reviewed by the Director of IHC.  The director will document them manually on the worksheet provided by CIQC.  Upon director review the IHC Tech will enter the results online.  A copy of the results is saved in the cIQC binder.
Results are entered into the TMA scorer website, http://www.tmascorersystem.ca/login.php.  The score sheet is for internal  use and do not need to be submitted to CIQC.

The contact information for CIQC is:

UBC Department of Pathology and Laboratory Medicine

Room 328A - 2733 Heather Street

Vancouver, BC V5Z 1M9 CANADA

Telephone: 604-875-4685
 or 1-866-579-2678

Fax: 604-875-4100 or 1-866-580-2678
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