ONTRAK TESTCUP® PRO 5: A MULTI – ANALYTE IMMUNOASSAY DEVICE FOR ON-SITE DRUG TESTING
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The aim of this abstract is to present the performance and comparison studies of the ONTRAK TesTcup Pro 5, self contained specimen collection and drug testing device intended for the qualitative detection of the drug or drug metabolite in urine.  ONTRAK TesTcup Pro 5 profile (cutoff) consists of Benzodiazepines (100 ng/ml), Cocaine (300 ng/ml), Methamphetamine (500 ng/ml), Morphine (300 ng/ml), and THC (50 ng/ml).  The performance of the cups was evaluated by testing: Precision, Specificity, Clinical Evaluations, Comparative Studies, Adulterants and Interference. 

The precision of the TesTcup Pro 5 assays was determined over 5 days (120 samples per day, 3 lots, totally 1800 tests per assay) using a set of urine controls containing the assay drugs at 0, 25%, 50%, 75%, 125%, and 150 % of their respective cutoff concentrations.  All 5 assays exhibited negative results when cups were tested with urine control containing drugs at 25% of the cutoff levels.  When tested with urine control containing drug at 125% of the cutoff level, results were positive greater than 98 % of the time for all assays.  The cross-reactivity of the structurally related compounds (26 compounds for BNZ, 3 for COC, 26 for METH, 23 for MOR, and 8 for THC) was determined with structurally related compounds to the 5 target analytes and with a panel of structurally non-related compounds (126 compounds).  Clinical performance of the TesTcup Pro 5 was evaluated and compared to the GC/MS and Abuscreen ONLINE immunoassay results.  The studies included positive, negative, and near cut-off clinical specimens. We tested totally 1839 clinical specimens. The clinical performance of the ONTRAK TesTcup Pro 5 was also compared with other On-Site Testing Devices on the market.  

In summary, the ONTRAK TesTcup Pro 5 device is a rapid, reliable tool for multiple drug testing without the use of any laboratory instrument. 
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