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ABSTRACT

Good external quality assessment (EQA) is necessary to the proper functioning
of Thailand’s tumor marker laboratories and furthermore, it is mandated by the
International Standards Organization. However, international EQA schemes are not
always practicable because of difficulties in transportation, communications, and
financing. In fact, these schemes do not reflect the real situation of tumor marker
quality in Thailand because of inappropriate performance evaluation criteria.
Therefore, a pilot project EQA scheme was established by the Faculty of Medical
Technology, Mahidol University.

Firstly, a number of laboratories were surveyed to establish which tumor marker
tests were most commonly performed. The survey showed, in descending order, AFP,
CEA, B-hCG, tPSA, CA125, CA19-9, CA15-3 and fPSA. Then the project sought to
determine the quality of control materials in two forms of control materials,
lyophilized and 0.2% Bronidox preserved liquid form. Both forms had two levels with
different concentrations and both were kept at 4°C and at room temperature. The
lyophilized serum was found to be a more appropriate sample for tumor marker
detection than the liquid form.

Also, identical lyophilized sera for tumor marker testing were sent to participants
six times a year and 2 specimens of 1 ml per dispatch. Participant performance
evaluation was monitored by means of VIS grades A, B, C, D, F. It was found that
roughly 50-60% of the participants received excellent grades for all markers. Under
10% had poor performance. The comparison revealed that the instrument provided
satisfied performance for AFP is Vitros Eci, CEA and PSA for Beckman Access,
CA125, CA15-3, CA19-9 and B-hCG for BM Elecsys. However, unsatisfactory
performance was observed for AFP, CEA and B-hCG by Cobas core, PSA, CA125,
CA15-3 and CA19-9 for Abbott AXSYM.

In conclusion, the pilot project was an initial attempt to establish an EQA scheme
for tumor markers in Thailand. It has discovered some possible problems in
instrument performance which it would be worthwhile to investigate further.
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