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. Reference Intervals

m One of the most important studies conducted in the
laboratory

m Up to 80% of medical decisions are made based on
laboratory test results

m Problematic because many laboratories
and in many cases the expertise to

conduct these studies

m Many reference intervals are obtained from either package
inserts or from publications




. Responsibility of the laboratory:

m Mandated for laboratories to publish reference intervals alongside patient test

results.

m Directives from laboratory regulatory authorities have stated that no matter what size
or resources that they need to justify the reference levels they adopt.

= [1SO15189:2007 the international standard that defines quality and competency in
clinical laboratories state that "reference intervals shall be periodically reviewed" and
verified every time a variation in analytical and/or preanalytical procedure takes place.

m Inthe US, Clinical Laboratory Improvements Amendments (CLIA) from 2003 states that
when FDA-approved test systems are adopted unmodified, laboratories should "verify that
the manufacturers' reference intervals are appropriate for the laboratory’s patient
population”



Current Laboratory practices: CAP Q- probe
studies:

= Surveyed 500 laboratories and noted that

= Participating laboratories were asked to supply their adult and pediatric reference intervals (low and high
limits) for four common clinical chemistry parameters (potassium, calcium, magnesium and TSH) and three
equally common hematological parameters (hemoglobin, platelet count and activated partial
thromboplastin time).

= Asked when and how these reference intervals were arrived at, how long since they were last reviewed and
the measuring platform for each analyte.

= Survey results revealed that a range of approaches were used to arrive at selected reference intervals.

- of the laboratories reported analyzing samples from healthy individuals for adult reference
intervals.

VALENSTEINE. ed. Quality Management in Clinical Laboratories; Promoting patient safety through risk reduction and continuous improvement, Chicago, lll. College of American
Pathologists. 2005;99-104.
Friedberg RC, et al. Arch Pathol Lab Med. 2007;348-357.
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