






Call for global initiative for production of reliable, low cost, precision high performance semi automated CLIA (chemiluminescence immunoassay assay) analyzer and reagents to meet the current need of hormonal assay and cancer biomarkers.
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Abstract : 
Despite of several rapid evolution in the field of biomedical instrumentation and laboratory medicine the cost of analyzers used for the assay of harmones, vitamin D, Vitamin B 12, certain cancer biomarkers continues to be high.  The existing ELISA and CLIA methods although  serves the purpose of giving accurate results for the diagnosis and treatment the cost, time taken is the same.  Introduction of POCT ( Point of Care Testing) ensure speedy results with easy accessibility.  But a large scale global instrumentation trial need to be conducted on method validation and necessary accreditation could ensure small laboratories to meet the standards.  Given the global pandemic situation the transport guidelines for serum or plasma is also changing and necessary biological safety methods has to be adopted.  In many developing countries there is a need for testing the hormonal assay, vitamin assay and cancer biomarker assay.  Hence, highly sensitive method of hormone assay is the CLIA is preferred.  The present existing problem is the cost of the lab investigation and the cost of the lab instrument for CLIA ( Chemiluminiscence Assay).  Biomedical instrument companies can seriously and strongly consider the technology behind Chemiluminescence assay and simplified assay tools for semi automated analyzers will certainly make a difference in the cost and price  of the instrument and reagents. So far the biomedical instrumentation pertaining to the development of CLIA assay instrument is very successful in validation.  Further steps of improvements are expected from the bio-medical instrumentation sector in cooperation with the diagnostic scientists in the coming years will in producing new bio-analytical platforms which employ both manual and automation in detection side of the CLIA technique will certainly help small and medium scale laboratories which are large in numbers and if the CLIA reader along with reagents available in affordable cost like the present biochemical semi  automated analyzing system it will be a added advantage for the patients, physicians, laboratory technologists and the whole human society in general.  But considering the cost of the CLIA instrument , it is better to come out with a CLIA semi automated analyzer which utilizes both manual and a dedicated detection panel using the  same CLIA working principle with a good SOP ( Standard Operation Procedure) and a affordable reagents will certainly boost and galvanize the existing system of depending on reference labs for hormone and certain cancer biomarker assay.  Such a technical development will help many small diagnostic laboratories to generate good data will help in evidence based medicine and improve the present scenario of transportation of laboratory samples from small labs to reference labs.  But necessary GLP ( Good Laboratory Practice ) guidelines should be eventually developed for disposal of samples used after the assay procedures.  
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