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piloting Cepheid’s Xpert Flu/RSV 
at one hospital because it has mostly 
shared patient rooms, Kiechle said. 
The emergency department uses the 
results to assign beds. POC molecu-
lar diagnostics return faster results 
compared with waiting 8 hours for a 
result from a respiratory viral panel 
on another instrument, he noted. 

According to Cepheid, the 
GeneXpert returns a result in 45 to 
90 minutes, and the company hopes 
to eventually reduce that time to 15 
to 30 minutes on its new instrument, 
the Omni. The Alere i and cobas 
Liat produce a result in as little as 15 
minutes. Though the results are fast, 
the nucleic acid amplifi cation inside 
works exactly the same as on larger 
instruments, manufacturers said.

Roche’s cobas Liat and Cepheid’s 
GeneXpert use real-time PCR, 
while the Alere i uses isothermal 

amplifi cation. “When we start bring-
ing it out, especially the molecular 
directors, they look at the device, 
they look at its size, and they want 
to know the trick,” said Dan Kane, 
lifecycle leader for the cobas Liat 
System at Roche Molecular Systems. 
“It’s real-time PCR. There’s no trick.”

That’s why POC molecular diag-
nostics has the potential to expand 
in so many directions. For infectious 
diseases, the devices could be used 
for multiplex testing, quantitative 
assays for viral load, and antimicro-
bial susceptibility. They also could be 
used for pharmacogenetics, heredi-
tary genetics, and cancer. “We really 
can do anything that any PCR instru-
ment can do, so the sky’s the limit,” 
Kane said.

In the near term, industry is work-
ing to expand the test menus for 
infectious diseases. Roche has already 

Molecular POC Platforms on the Market

Vendor Platform Menu Method

Alere Alere i Flu, strep A Iso NEAR, photodiode

BD Affi rm VPIII vaginitis ID Nucleic acid direct 
probe, card result

Biocartis Idylla* Onco/PGx, fl u/RSV qPCR

Cepheid GeneXpert Express fl u/RSV qPCR, solid state 
photodetector

Enigma Enigma ML fl u/RSV qPCR

Meridian Illumigene C-diff, strep A, GBS, 
myco, pertussis, CT/
NG, HSV 1&2

Iso LAMP, turbidio-
meter/photodetector

Quidel AmpliVue c-diff, GBS, HSV, strep 
A, pertussis, TV

Iso HAD, chromato

Quidel Solana Strep A Iso HDA, CCD/CMOS

Roche Liat Flu, strep A, fl u/RSV qPCR

Spartan Bio Spartan RX PGx (CYP2C19) PCR

*CE regulatory status only. 
Source: The Market and Potential for Molecular Point-of-Care Diagnostics. March 2016. 
Kalorama Information.

Abbreviations: Iso = isothermal; NEAR = nicking enzyme amplifi cation reaction; Onco = oncology; 
PGx = pharmacogenomics; RSV = respiratory syncytial virus; qPCR = realtime PCR/quantitative PCR; 
GBS = group B strep; CT/NG = chlamydia trachomatis (CT) and Neisseria gonorrhoeae (NG); LAMP = 
loopmediated isothermal amplifi cation; HAD = helicasedependent amplifi cation; chromate = immuno-
chromatographic; CCD/CMOS = chargecoupled device (CCD) and complementary metal-oxide-
semiconductor (CMOS) images sensors.

applied for a CLIA waiver for the 
cobas Infl uenza A/B + RSV test. 
“What we’re really trying to focus on 
is how we extend this product for 
the benefi t of that ambulatory care 
segment: primary care, urgent care, 
the retail clinic setting,” Kane said.

Cepheid plans to release the 
GeneXpert Omni in the United 
States in late 2017 with tests for 
fl u/RSV, fl u, and group A strep. The 
Omni menu will eventually “extend 
into many of the other 20 tests avail-
able to moderately complex custom-
ers in the U.S.,” Persing said. “We 
are looking at an exciting women’s 
health menu for obstetrician-
gynecologist offi ces: group B strep, 
trichomonas, CT/NG, and longer-
term, HPV.”

From the clinical laboratory per-
spective, POC molecular diagnostics 
pose management challenges just 

Flu A/B and Strep A assays are CLIA-waived. 
 Flu A /B +RSV assay is pending 510 (k). Not available in the U .S. market.
* Additional follow-up testing by culture is required if the cobas® Liat Strep A assay result is negative and 
  clinical symptoms persist, or in the event of an outbreak of acute rheumatic fever (ARF). 
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His health is your number one concern. So when he presents flu- or 
strep-like symptoms, you want to be able to provide quick, definitive 
answers based on highly sensitive results to help ensure your treatment 
plan is appropriate. 

Now there’s a better way to test.
With the Cobas® Liat® system, the only real-time PCR system designed 
for CLIA-waived point-of-care testing for Flu A/B and Strep A, there’s no 
need to confirm negative test results*—making it even easier for you to 
make the right treatment decision when he needs it most.

To learn more, visit go.roche.com/pcrtest

NO INTERPRETATION. NO TIMERS. NO CONFIRMATION.*


