Holyolce Medical Center

575 Beech Street

Holyoke, MA 01040 Policy: 401.ADM.4.03

Laboratory
Category 3
Proficiency Testing
Purpose
To define the system used in the laboratory to meet CAP and CLIA regulations.

Principle

It is the policy of the Laboratory to subscribe to proficiency surveys as mandated by CLIA-'88
and the College of American Pathologists (CAP) to evaluate the effectiveness of procedures.

Procedure

1. On an annual basis the laboratory manager will circulate the CAP SURVEY book and the
Wisconsin State Laboratory of Hyglene(WSTH) book to all departmental supervisors
who will deterimine, 10 conjunction with the pathologist who oversees the department,

which surveys are appropriate to cover all testing for their area.

2. The laboratory manager will order the surveys for the year. (See order form which follows
this policy for current year.)

3. Surveys will be delivered to the appropriate department by the pathology secretary.

4. Test will be assigned to tcchﬁologists by the department supervisor.
5. All proficiency materials will be treated the same as patient samples.
6. The technologist or supervisor will complete the answer form (per department policy);

testing technologist will sign the attestation statement and the department supervisor will
also sign the statement as the pathologist's designee. The supervisor will ensure the
response is mailed, or submitied on line, within the time frame indicated for the survey.

7. In order to resolve problems all survey material and a photocopy of responses submitted
will be maintained until the results are received from CAP or WSLH.
8. Technologist's participation in proficiency testing will be documented by the supervisor
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as addressed in the Personnel Assessment policy.

9. All unacceptable survey results should prompt a timely evaluation as to the specific
reason(s) for the unacceptable result, and an action plan should be developed to reduce
the likelihood of recurrence. Survey results should be reviewed for any trends that may
indicate problems. All documentation of the evaluation and the corrective action will be
reviewed and signed by the pathologist and supervisor, and all proficiency survey results
and records will be maintained within the individual laboratory department,

10. For all PT challenges that were intended to be graded but were not, each department must
have documentation of how the PT results were assessed. The “Actions Laboratories
Should Take when a PT Result is not Graded” (Addendum A} lists some of the error
codes and the action required. The information was taken from a March 2010 Paiticipant
Summary.

Procedure Notes

All tests for which there is no external proficiency program will have one patient sample split
twice a year with tests run by two technologists and the resuls compared
(In January and J uly)

There Will be‘ no inter~laboratory communication about proficiency testing samples before
submission of data to the proficiency-testing provider.” Proficiency testing specimens cannot be
referred to another laboratory.

The Centers for Medicare and Medicaid Services (CMS) has directed the CAP and all CMS
approved Proficiency Testing (PT) providers to change primary and secondary instrument
reporting, PT specnnens cannot be run on myltiple analyzers at the same time. One instrument
should be designated as the primary instrument, If multiple instruments are used for testing,
proficiency test samples can be rotated among the other instruments, but all samples for one
analyte within a shipment must be tested with the same instrument. If CAP PT is not reported
for a secondary instrument, biannual correlation studies must be performed. Refer to PT kit
instructions for specific reporting information.

References:

1. Collége of American Pathologists, Secondary Instrument Reporting, 2/12/2014..
2. College of American Pathologists, All Common Checklist, 4/21/2014.
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Addendum A _ Lo o
. Aetions Labaratories Should Take whert a PT Result Is Nat Graded
The Collegs imes ‘

Helyoke Medical Center

575 Beech St.

Holyoke, MA 01040
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