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Abstract

Background: Reliable and precise CA 19-9 testing is required for the long-term follow-
up of patients with pancreatic carcinoma during therapy. The aim of this longitudinal
proficiency study was to evaluate the comparability, linearity, and precision of CA 19-9
determinations performed in different laboratories using currently available test
systems under routine conditions.

Methods: During the one year study period, 15 laboratories applied 7 different tests
and included a liquid BIOREF control serum with pancreatic carcinoma derived CA 19-
9 in their routine testing and quality control procedures. The results were collected
centrally and evaluated statistically.

Results: The comparability of CA 19-9 results is limited especially when different tests
are used, albeit, some tests show a good correlation: The CA 19-9 values obtained by
different laboratories using different test systems vary up to a factor of 2. The precision
of CA 19-9 determinations was acceptable in most laboratories with coefficients of
variation ranging between very low 3.2% and high 17.8%. The imprecision was slightly
increased when automatic dilution procedures of the analysers were used.

Conclusions: The comparability of CA 19-9 test results must be improved. The
precision is acceptable in most cases. In order to monitor key performance parameters,
every laboratory should participate in external quality assessment schemes and should
perform a routine internal quality control with a control serum independent from the
test kit manufacturer.
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