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Abstract 
 
Clinical and Laboratory Standards Institute document GP29-A2—Assessment of Laboratory Tests When Proficiency Testing Is 
Not Available; Approved Guideline—Second Edition offers methods to assess test performance when formal proficiency testing 
(PT) programs (also known as external quality assessment [EQA] programs) are not available. The guideline includes examples 
with statistical analyses. This document is intended for use by laboratory managers and testing personnel in traditional clinical 
laboratories as well as in point-of-care and bedside testing environments. 
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Foreword 
 
Proficiency testing (PT), also known as external quality assessment (EQA), is an important part of quality 
management in the clinical laboratory. PT complements internal quality control (QC) to help ensure 
patient test results are valid.1 Many agencies and associations, governmental and nongovernmental, offer 
PT for numerous analytes. In many cases, accrediting bodies and governmental agencies that oversee 
clinical laboratories require participation in a formal PT program. 
 
However, formal PT programs are not available for a substantial number of laboratory tests; the reasons 
vary. Some analytes are unstable, precluding the preparation of PT materials, or matrix effects may 
prevent reliable analysis. Some tests are performed in only a few laboratories, so it is not practical to 
develop a formal PT program. PT is not available for certain pathogenic microorganisms because of the 
hazards of transporting the organisms. In some parts of the world, competent PT programs may not be 
available or may not be affordable. 
 
This document offers methods to assess test performance when PT is not available. These methods are 
termed “alternative assessment procedures,” or AAPs.a The document addresses a variety of tests, 
including quantitative analyses of blood, microbiological cultures, morphologic analyses, and in vivo 
tests. The options for some of these tests are necessarily rather limited. 
 
Overview of Changes 
 
This document replaces the first edition approved guideline, GP29-A, which was published in 2002. 
Principal among the changes in this edition are revised/harmonized terminology (see Section 2.1), 
updated examples of tests for which PT is not available, and examples of government comparison 
programs. References were updated throughout. 
 
Key Words 
 
Alternative assessment procedure, external quality assessment, proficiency testing 
 
 

                                                      
a Neither PT nor the procedures described in this document are adequate by themselves to comprehensively validate a test 
method. 
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Assessment of Laboratory Tests When Proficiency Testing Is Not Available; 
Approved Guideline—Second Edition 

 
1 Scope  
 
This document offers methods to assess test performance when proficiency testing (PT), or external 
quality assessment (EQA), is not available. The guidelines in this document apply to clinical laboratory 
tests performed in the traditional laboratory setting, as well as point-of-care testing, and testing in clinics’ 
laboratories. The subcommittee believes assessment procedures (either PT or alternative assessment 
procedures [AAPs]) to validate ongoing performance are important for all laboratory tests.  However, the 
scope of the document does not include home testing (ie, patient self-testing). Quality assessment 
programs for home testing have been described.2 
 
This document makes no distinction between “regulated” and “nonregulated analytes” as defined in the 
United States under the Clinical Laboratory Improvement Amendments of 1988 (CLIA ‘88).3,4 The 
subcommittee believes assessment procedures (either PT or AAPs) to validate ongoing performance are 
important for all laboratory tests. 
 
This document suggests general approaches and provides examples, but does not prescribe specific 
assessment procedures for individual analytes. The responsibility for selecting specific assessment 
procedures lies with the individual clinical laboratory. 
 
The document may be useful for managers, supervisors, and laboratory personnel in traditional 
laboratories, as well as personnel performing point-of-care and bedside testing. 
 
2 Terminology 

 
2.1 Note on Terminology 
 
In many countries, the PT programs for clinical laboratories are called “external quality assurance” or 
“external quality assessment” (EQA) programs. The preferred term now is the latter, and is defined in 
Section 2.2. The recommendations in this document relate equally to PT and EQA. However, in this 
document, only the term “proficiency testing” will be used, for two reasons. First, the committee 
determined that the phrase “PT/EQA” was awkward. Second, CLSI has a policy to use international 
harmonized terminology where appropriate; currently, the generally accepted international terminology is 
“proficiency testing.”5-8 PT is the term currently in use in many countries, including the United States.  
 
2.2 Definitions 
 
accepted reference value – value that serves as an agreed-upon reference for comparison and which is 
derived as a theoretical or established value based on scientific principles; an assigned value based on 
experimental work of some national or international organization; or a consensus value based on 
collaborative experimental work under the auspices of a scientific or engineering group (ISO 5725-1, ISO 
Guide 30).9,10     
 
accuracy (of measurement) – closeness of the agreement between a measured quantity value and a true 
quantity value of a measurand (VIM07).11 

 
analyte – component represented in the name of a measurable quantity (ISO 17511)8; NOTE: In the type 
of quantity “mass of protein in 24-hour urine,” “protein” is the analyte. In “amount of substance of 
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