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Reviving In-House Testing: Genetic Signatures' FDA-cleared
solution restores comprehensive parasite detection to the lab

—Julie Ribes, MD, PhD, Director — Microbiology

The FDA clearance of the Genetic Signatures
multiplex PCR parasite panel for the detection of
diarrheal disease is a real bonus for labs wanting
a comprehensive approach to detecting the
clinically significant protozoal parasites causing
diarrhea.In comparison to other assays that
detect only a few of the significant pathogens, the
Genetic Signatures panel provides that one stop
shopping for parasite detection.

During COVID times, our lab needed to make the
dreadful decision to outsource our microscopic ova
and parasite (O&P) examinations to make room for a
huge piece of instrumentation to perform COVID PCRs
24/7.We redeployed our O&P staff to perform plate
reading activities as they were already multi-tasking,
and then hired new staff to learn PCR techniques. The
O&P followed in the footsteps of the Microsporidia
examination that had been outsourced to a reference
lab years earlier. Although it made sense to make
these changes, our lab recognized that we could never
reengage with the traditional O&P testing methods.

The plan was to await FDA approval of a comprehensive
diarrheal PCR panel to address this service gap. The
Genetic Signatures diagnostic solution replaces a
time-consuming manual microscopic assay with a
standardized batch PCR assay that is much faster

to complete. With the microscopic aspects removed,
itis now easier to maintain competence in this
testing. Once fully implemented, we expect the
current turn-around time from sample receipt to
decrease from 5-10 days down to 1-2 days.

Genetic Signatures’assay has worked well with raw
stool, stool in Cary Blair and stool in Total Fix in our
validation experience. Due to the comprehensive
coverage of this panel, we can abandon traditional
O&P for the detection of the 8 key parasite targets and
reserve the O&P wet mount microscopic examination

for the detection of helminth eggs and larvae.
Genetic Signatures’ solution is a much more
sensitive and rapid approach to the detection of
these significant pathogens.

In addition to the big players (Giardia, Cryptosporidium,
Entamoeba histolytica, and Cyclospora) the Genetic
Signatures multiplex assay also detects the two

most common Microsporidia causing diarrhea,
Enterocytozoon bieneusi and Encephalitozoon
intestinalis. Additionally, it also detects Dientamoeba
fragilis and Blastocystis hominis.

This is a game changer for the diagnosis of diarrhea,
especially in immunocompromised patient populations
such as those patients living with HIV/AIDS. Including
Microsporidia, Dientamoeba fragilis, and Blastocystis
hominis will make diagnosing these causes of diarrhea
much easier for practitioners. These organisms are often
overlooked because the testing is not readily accessible.

We see Genetic Signatures’ diagnostic solution

for gastrointestinal parasites as the way forward
to provide rapid and reliable results to better serve
our diverse patient populations in the paediatrics,
the international adoption, international travel,
Ryan White, Gl and oncology clinic settings who
may have parasitic causes for their diarrhea.

We're excited to finally see this FDA 510(k) clearance
being announced.
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