Holyoke Medical Center, Inc
    




         575 Beech St.

     Holyoke, MA 01040



Laboratory

Category 3

INDIVIDUALIZED QUALITY CONTROL PLAN (IQCP)
Purpose:

To provide general guidelines for the implementation of an Individualized Quality Control Plan (IQCP).

Principle:
The Laboratory may implement a Laboratory Director approved  IQCP plan to replace the Equivalent Quality Control (EQC) which is no longer acceptable by CMS.  Those laboratory departments utilizing IQCP will have detailed plans, risk assessments and completed forms.
General Information:
· IQCP is a plan for nonwaived testing to reduce external control analysis to a frequency less than the limits defined by CLIA, CAP and Massachusetts DPH and HHS.  The Laboratory Director must approve all IQCP plans.
· IQCP is limited to nonwaived tests that utilize an internal quality control system and microbiology media and reagents.
· IQCP cannot be used to allow for quality control to be performed less frequently than the manufacturer requires.
· CAP forms are required to be completed for IQCP.
· A risk assessment summary is required which includes supporting data prior to implementation.  Monitoring must occur afterward.
References:

College of American Pathologists, All Common Checklist, pp 45-49, 07.28.2015, COM.50200, COM.50300, COM.50400, COM.50500, COM.50600.

The Commonwealth of Massachusetts, Executive Office of Health and Human Services, Department of Public Health, Circular Letter:  DHCQ 15-12-649, Guidance Regarding Implementation of Individualized Quality Control Plan, December 8, 2015.  
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