
Update on Molecular Diagnostics: GI Pathogens

TOPA Diagnostics is pleased to announce the availability of rapid molecular diagnostic testing for gastrointestinal 
pathogens.

Traditional diagnostic strategies for the laboratory diagnosis of infectious diarrhea require a wide array of assays, 
including culture, ova&parasites, giardia/cryptosporidiosis, C. difficile, and viral antigen testing.  

Newly-developed molecular technology, utilizing nucleic acid amplification methods, allows for identification of a 
wide variety of organisms with a single multiplex assay, with analytical turnaround time of approximately one hour.

TOPA Diagnostics utilizes the FDA-approved BioFire FilmArray assay, a multiplex PCR assay for bacterial, 
parasitic, and viral pathogens.  The following table lists the target organisms, along with sensitivity and specificity 
data.

Sensitivity (positive percent 
agreement) %

Specificity (negative percent 
agreement) %

Bacteria
Campylobacter 97.1 98.4
Clostridium difficile toxin A/B 98.8 97.1
Plesiomonas shigelloides 100 99.0
Salmonella 100 99.6
Vibrio 97.4* 99.9
Vibrio cholera 84.6* 99.9
Yersinia enterocolitica 100 100
Enteroaggressive E. coli (EAEC) 98.8 98.2
Enterotoxigenic E. coli (ETEC) 100 99.4
Enteropathogenic E. coli (EPEC) 99.1 97.2
Shiga-like toxin producing E. coli (STEC) 100 99.7
E. coli 0157 100 97.1
Shigella/Enteroinvasive E. coli (EIEC) 95.9 99.9
Parasites
Cryptosporidium 100 99.6
Cyclospora cayetanensis 100 100
Entamoeba histolytica 88.0* 100
Giardia lamblia 100 99.5
Viruses
Adenovirus F40/41 95.5 99.1
Astrovirus 100 99.9
Norovirus GI/GII 94.5 98.8
Rotavirus A 100 99.2
Sapovirus (genogroups I, II, IV, V) 100 99.1

Sensitivity/specificity data was obtained from a multicenter prospective study of 1556 stool samples (BioFire 
Diagnostics 2014).  Data labeled with an asterisk (*) was obtained from contrived surrogate samples.



TOPA offers options for distribution of collection kits and specimen drop-off, based on physician preferences.  
User-friendly collection kits can be provided to physician offices or directly to patients.  TOPA couriers are 
available to pick up samples from physician offices, or patients may be directed to drop off samples at TOPA.

Analytical turnaround time is approximately one hour, following arrival of the sample in the laboratory.  Positive 
results will be communicated immediately by phone or fax, based on physician preference.

For additional information, please call:
TOPA Diagnostics client service: 805-373-8582
Edward Blackman MD: 818-726-1298 (cell)
Sarah Williams, Director of Sales and Marketing: 805-279-6609 (cell)


