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OutlineOutline

• Background

• Scope of the project

• Framework

20012001

• In 2001 the Commonwealth Department of Health and Ageing sought 
proposals to undertake an evaluation of Australian pathology laboratory 
accreditation arrangements. 

• This was the first comprehensive evaluation since the introduction of 
accreditation in 1986. This research resulted in the 2002 Corrs Chambers 
Westgarth report ‘Evaluation of the Australian Pathology LaboratoryWestgarth report Evaluation of the Australian Pathology Laboratory 
Accreditation Arrangements’.
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Report: Report: ChptChpt 5.   External Quality Assurance Programs5.   External Quality Assurance Programs

•• Recommendation 5.1Recommendation 5.1

That the DHA and the HIC seek the cooperation of the RCPA QAP to 
establish explicit external quality assurance performance criteria, initially in 
chemical pathology and gynaecological cytology, and a mechanism for the 
RCPA QAP to identify relatively poorly performing laboratories.

•• Recommendation 5.2Recommendation 5.2

That RCPA QAP and other external quality assurance providers regularlyThat RCPA QAP and other external quality assurance providers regularly 
submit to NATA reports identifying laboratories that are poorly performing 
according to these agreed performance criteria.

KPI ProjectKPI Project

• From this recommendation, in 2004/2005 the KPI project was 
established by the RCPA and RCPA QAP. 

• Key Performance Indicators were setup for Chemical Pathology and 
Cytopathology with the hope that it could be used as a mechanism 
to identify unacceptable laboratory performance.

• In 2006/2007 a collaboration was established between RCPA, RCPA 
QAP and NATA.QAP and NATA.

• Peer Review Committees were established by NATA to review a 
limited amount of KPI data.
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KPI Project conclusionsKPI Project conclusions

• The KPIs and Peer Review Committee process can identify 
laboratories with poor EQA performance but this does not 
necessarily equate to poor ratings at on-site NATA assessment.

• The KPIs for Chemical Pathology have continued to be sent to 
laboratories every 6 months.

• Cytopathology - KPIs are not a valid tool to use for identifying poorly 
performing laboratories and therefore it was recommended that theyperforming laboratories and therefore it was recommended that they 
not be implemented in the existing format. 

Department of Health and AgingDepartment of Health and Aging
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‘The role of External Quality Assurance in identifying laboratory ‘The role of External Quality Assurance in identifying laboratory 
performance’performance’

• Review four years of Chemical Pathology KPI data retrospectively

• Develop and evaluate KPIs for :
– Anatomical Pathology
– Transfusion Medicine
– Cytopathology

• Develop triggers of concern using the external quality assurance data

• Trial the protocols to determine whether early indicators of unacceptable 
performance can be developed around the regular EQA that laboratories 
perform as part of the accreditation process.

• Establish mechanisms to use EQA data to help monitor quality of test kits
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Draft FrameworkDraft Framework

2. Criteria: Identification of results falling outside the criteria 
set for acceptable performance

1. Enrol in QAP.
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3. Criteria: Participants results falling outside the criteria set 
for acceptable performance a second time, will be referred to 

the Program Review Committee.

Action: A copy of the letter and EQA 
results is forwarded to NATA.

Action: Letter 2 is sent to the 
participant and nominated 

supervisor(s) from the Program 
Review Committee Chairperson

set for acceptable performance. 

Action: Non‐Participation – Letter 1 
sent to participant and supervisors by 

the Program Manager.

Action: Performance of test –
referred to Program Review 
Committee. Letter 1 sent.
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4. Criteria: Participants results falling outside the criteria set 
for acceptable performance a third time, will be referred to 

the RCPA QAP Board. 

Action: A copy of the letter and EQA 
results is forwarded to NATA.

Action: Letter 3 is sent to the 
participant, nominated supervisor(s) 

and Medical Director from the 
Chairperson of the RCPA QAP Board.

Review  Committee Chairperson. 

2. Results outside the criteria set for acceptable performance of an Invitro Medical Device 
identified by the QAP Program

1. Enrolment in QAP

4. Manufactoring company or their sponsor informed of findings by the Performance 
Review Committee Chairperson

3. Results outside the criteria set for acceptable performance of an Invitro Medical Device 
reviewed by the Program Performance Review Committee (IVD representative invited)

identified by the QAP Program
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5. Findings and discussions with the manufacturer, their sponsor or TGA referred to RCPA 
QAP Review Committee.
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Review processReview process

• Established a methodology / scoring system

• Retrospective data analysis

• Established criteria
– Test performance

– Participation

• Reviewed criteria against individual reports

• Assessed fit to framework (workability)

Pilot 2012Pilot 2012

• Australian Laboratories

• Programs involved in pilot

– Anatomical Pathology (General and Breast Diagnostic modules)

– Gynaenacological Cytopathology

– Transfusion Medicine (GT Module)

O t b 2011 RCPA QAP l tt t• October 2011 – RCPA QAP company letter to 
participants

• November 2011 – QA Program letter to participants with 
details and criteria



12

AcknowledgmentsAcknowledgments

• Department of Health and Aging - QUPP

• RCPA QAP Program Managers

• RCPA Executive Team

• Program Performance Review Committees


