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Drug abuse affects more than 130 countries worldwide.  The UN estimates that of the 180 million people worldwide who abused drugs in the late 1990’s, 144 million abused marijuana and 14 million abused cocaine.  In the US, approximately 73 percent of users are employed.  At the global level, cocaine is responsible for the most violence and involvement in organized crime.  

To accommodate drug testing in the workplace and criminal justice system, Roche developed OnTrak TesTstik 2 COC/THC.  This new member of the Point of Care DAT products is intended to qualitatively detect cocaine metabolites and cannabinoids in urine.  OnTrak TesTstik 2 is based on microparticle capture inhibition principles.  The test relies on competition between drugs, which may be present in the sample, and drug conjugates, immobilized on the membrane, for the binding of antibody-coated blue microparticles.  The cutoff levels are based on US federal mandatory guidelines of 300 ng/mL for the cocaine assay and 50 ng/mL for the THC assay.  

Accuracy is based on performance of clinical specimens greater than and less than 25% of the cutoff.  Specimens containing drugs within 25% of the immunoassay cutoff concentrations were tested to challenge the product at or near the cutoff.  Differences in clinical correlation between immunoassay cutoff and GC/MS cutoff will be discussed.  Precision may vary for samples containing drugs ranging from 50% to 125% of their respective immunoassay cutoff concentration.  All lots are required to minimally perform with a greater than 95% confidence level that negative results will be attained with drugs at 25% of their respective cutoff concentrations and a greater than 95% confidence level that positive results will be attained with drugs at 150% of their respective cutoff concentrations.  Structurally similar compounds to benzoylecgonine and 11-nor-(9-THC-9-carboxylic acid were tested for cross-reactivity. Results from these studies will be discussed.
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