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AUTOMATED MICROBIOLOGY SOLUTIONS FOR ON-SITE WATER TESTING

PDS E.coli and Total Coliforms Test Performance
Exceeds all Health Canada Criteria in Internal
Validation Study

Introduction

Pahogen Detection Systems (PDS) has developed a fully automated, on-site solution for rapid microbiological testing of water samples for
E.coli and Total Coliform bacteria. The system, consisting of the Desktop Testing Unit (PDS-DTU-220) and 100 ml pre-sterilized test
cartridges (PDS-CCA-210) has undergone extensive internal validation testing, with performance that exceeds criteria established by
Health Canada for performance of microbiological methods for water testing.

Validation Protocol
A test performance comparison study was conducted using over 500 tests involving samples taken from a wide variety of environmental

sources and laboratory samples inoculated with standard strains of E.coli (ATCC 25922) and coliforms (Enterobacter arogenes) at
concentrations ranging from < 10 CRU/ 100 ml to over 50 CRU/ 100 ml. All samples were split pairwise for analysis in both the PDS
system and by a 3rd party accredited water testing laboratory in Ontario using an approved membrane-filtration technique.

Results
The presence/absence results from both the PDS unit and the 3rd party laboratory were then compared, and key statistical indicators were

compiled from the result data.

Parameter Health Canada 3 P[.)S P.DS Result
performance criteria E.coli test Total Coliforms test
Sensitivity must be $ 98% > 99.6% > 99.8% PASS
Specificity must be $ 90.4% > 98.3% > 96.9% PASS
False negative rate must be < 2.0% < 0.4% <0.2% PASS
False positive rate must be < 9.6% <1.7% <3.1% PASS
Test efficacy must be $ 94% > 99.5% > 99.6% PASS

Test performance summary over 500 results

Conclusions

The results of over 500 microbiological tests indicate that the PDS Combined E coli and Total Coliforms test provides excellent overall
reliability and test performance on both environmental and laboratory-cultured samples when compared to traditional membrane-filtration
methods.

Additional 3rd party validation studies are presently underway to support the regulatory approval process in Canada, the USA, and other
jurisdictions worldwide.
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