
Powering clients to a future shaped by growth

By: Atiya Hasan, MD, MBA, Consultant 
and Sudeep Basu, Ph.D., Practice Leader, 
Innovation Services
In partnership with Cepheid

SARS-CoV-2 Diagnostics
Leveraging Point-of-Care Testing 
in Next-Step Strategy

A Frost & Sullivan White Paper



All rights reserved © 2021 Frost & Sullivan      •      www.frost.com

Contents

3  COVID-19 Background

4  Diagnostic Tests for SARS-CoV-2

5  Choosing an Effective SARS-CoV-2 Diagnostic

7  POC Diagnosis for the Future

9  Conclusion

10  Endnotes

http://www.frost.com


3SARS-CoV-2 Diagnostics

COVID-19 Background

COVID-19 caused by the SARS-CoV-2 RNA virus emerged in 2019 and took only a few months 
to reach every country around the world. The World Health Organization (WHO) declared the 
deadly outbreak a global pandemic on March 11, 2020. More than 15 months later, it remains a 
far-reaching healthcare challenge. Multiple variants of the coronavirus are emerging. Currently, 
four variants of the virus—Alpha, Beta, Gamma and Delta—have been termed as Variants of 
Concern by WHO and are closely monitored.1 Centers for Disease Control and Prevention (CDC) 
reports that the highly contagious delta variant is now the dominant strain in the US.2 Four more 
variants—Eta, Iota, Kappa and Lambda—have been identified with high community transmission 
characteristics and have been labelled as Variants of Interest by WHO. The increasing number 
of cases infected with these variants indicates an emerging risk for global public health. This 
underscores the critical importance of accurate and rapid testing in the US, as well as in the 
global community.

In the uncharted territory before vaccines or antiviral therapeutic agents existed, limiting the 
virus’s spread was the primary goal. Delays in diagnosis and treatment resulted in extended 
hospital stays (50% of Hospitalized patients developed dyspnea within a week of infection 
and the more severe cases progress to respiratory distress syndrome in the absence of timely 
treatment3) and needless quarantining of people who were ultimately found to not have the virus. 
Diagnostic tests quickly proved their value in the initial fight and in subsequent waves by enabling 
effective quarantine measures, contact tracing, and clinical management. 

Even with COVID-19 vaccines now available, less than half of the US population (and only about 
13% globally) is fully vaccinated.4 Unknown factors, such as the duration of immunity and efficacy 
of vaccines on variants, mean that diagnostic tests will remain on the front line of the COVID-19 
battlefield for some time. Equipping physicians’ offices, clinics, and urgent care centers with the 
right diagnostic test is imperative.

A diagnostic test ideally features high sensitivity and specificity, ease of use, rapid turnaround 
time, and scalability, as Figure 1 shows. A fast and accurate result allows a clinician to 
promptly make the right treatment decisions. Tests that can be easily run at locations close to 
patients enable early detection of illness, resulting in faster care and lower overall cost of care. 
Higher-accuracy tests also help with reducing the additional costs and resources involved in 
repetitive and confirmatory testing, extended hospital stays due to delayed diagnosis, and 
needless quarantining of individuals. 
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Figure 1: Gold Standard Attributes of a Covid-19 Diagnostic

Diagnostic Tests for SARS-CoV-2

The US Centers for Disease Control and Prevention (CDC) currently recommends a diagnostic test 
for anyone with COVID-19 symptoms, a history of close contact with COVID-19-positive patients, 
or exposure to a high-risk environment. Nucleic acid amplification tests (NAATs) and enzyme 
immunoassays (EIAs) are the most common.

• NAATs detect the presence of RNA sequences (the genetic material of the SARS-CoV-2 
virus) in a nasal or nasopharyngeal swab sample. The predominant reverse transcription 
polymerase chain reaction (RT-PCR) test involves RNA extraction and purification, and 
precise thermal cycles for amplification. Isothermal amplification is an alternative NAAT 
technology that uses constant temperature for the amplification process.

• EIAs are rapid tests that detect the presence of the viral antigen in a sample by using an 
enzyme-bound antibody to convert a substrate into a fluorescing or colored end product. 
Rapid antigen tests detect the presence of viral proteins in nasal or nasopharyngeal swab 
specimens. Rapid antibody tests, on the other hand, detect the host’s response to the 
virus (IgG or IgM) but antibody tests are not used for diagnosis.
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Choosing an Effective SARS-CoV-2 Diagnostic

Because of its speed and accuracy, NAATs are recommended to identify SARS-CoV-2 infection, 
and are considered confirmatory tests by the US CDC. The gold standard is the RT-PCR test, 
but its complexity historically meant that only highly trained technicians could run it at a lab 
certified under Clinical Laboratory Improvement Amendments of 1988 (CLIA) regulations to 
handle moderate- or high-complexity test systems. The centralization of testing resulted in 
turnaround times of multiple days, which delayed containment efforts and discouraged people 
from approaching test centers for fear of quarantine or simply the general anxiety of waiting for 
often delayed test results. 

For these and other reasons, point of care (POC) diagnostics became the modality of choice. 
The benefits of rapid clinical decisions, effective contact tracing, and immediate quarantining of 
patients only when truly needed encouraged testing in the larger population. 

Rapid antigen tests are portable and have a turnaround of just 15 to 30 minutes, but they are less 
accurate than NAATs, as shown in Figure 2. SARS-CoV-2 antigen may naturally clear from the 
body five to seven days after the onset of symptoms and present as a false negative. The high risk 
of false negatives is a major drawback of antigen testing. Because SARS-CoV-2 antibodies persist 
in the blood for a few months after infection, serology tests cannot detect current infection. In 
contrast, NAATs involve the amplification of the viral genetic material, and therefore can detect 
infection even when the viral copy number is low. This reduces false negatives and makes these 
tests suitable for early detection. The use of appropriately designed primers prevents cross-
reactivity and amplification of other types of viral RNA. Redundancy of targets is built into the 
system, so sensitivity and specificity are very high. 

Figure 2: NAAT and Enzyme Immunoassay Comparison
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Consequently, the CDC postulates a complicated algorithm to follow after an antigen test; in 
practice, it is often followed by a NAAT for confirmation.5 Rapid antigen tests used for preliminary 
screening of a population at the point of care are around 100 times less sensitive than RT-PCR 
tests.6 When the rapid antigen results contradict symptoms and exposure history, the patient is 
called back for a retest or confirmatory NAAT, adding to the burden on the patient, the physician, 
and the lab (in some cases reimbursement policies may not allow for payment of this full range of 
tests). Therefore, accuracy plays a major role in the usefulness of a POC test.

Sample-to-answer NAATs with inherent high accuracy, ease of use, and design for POC settings 
will be extremely valuable for the effective management of COVID-19 in the future. Figure 3 
plots sensitivity against the turnaround time of the rapid antigen test, laboratory-based RT-
PCR, POC RT-PCR, and POC isothermal amplification. Despite a slightly longer turnaround time 
when compared with rapid antigen tests, POC RT-PCR and POC isothermal NAAT technologies 
are more sensitive. Although isothermal NAAT technology involves less instrument complexity 
and has a rapid turnaround time of 20 to 30 minutes,2 the World Health Organization declared 
RT-PCR to be the gold standard for SARS-CoV-2 detection because of its higher accuracy.7 An 
infectious Diseases Society of America (IDSA) panel suggests that a rapid isothermal NAAT can 
be accepted when rapid RT-PCR and laboratory-based NAAT are unavailable but recommends 
confirmation with one of the others when a negative result contradicts clinical suspicion.8 

Figure 3: COVID-19 Diagnostic Test Sensitivity and Turnaround Time

As seen in Figure 4, POC RT-PCR surpasses high-throughput, reference laboratory-based RT-
PCR in speed, scalability, ease of use, and overall cost, and outperforms rapid antigen tests and 
POC isothermal NAATs in accuracy. In spite of the low acquisition cost of rapid antigen tests, 
the need for retests and confirmatory NAAT at reference laboratories results in a higher overall 
cost or cost-in-use for COVID-19 diagnosis.9 Enabling accurate diagnosis near the patient, POC 
RT-PCR tests eliminate the need for confirmatory testing at reference laboratories. Transporting 
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the sample to the reference laboratory is avoided, thus saving time; it is cost-effective as well. 
The quick turnaround compared to the laboratory-based RT-PCR tests can enable rapid clinical 
decisions, effective contact tracing, and timely quarantines.

Figure 4: Comparison of COVID-19 Diagnostic Test Features

POC Diagnosis for the Future

Public health experts expect COVID-19 to become endemic. As people return to work, school, 
and public gatherings, and as travel restrictions ease around the world, community POC RT-PCR 
testing sites could complement vaccine distribution as a way to keep the virus in check. Hospitals 
and clinics could routinely screen high-risk staff and patients, and long-term care (LTC) facilities 
would have another resource to ensure residents’ safety. 

With the resumption of elective clinical procedures, rapid and accurate diagnosis of COVID-19 
infection at hospitals will increase the operational efficiency. Better patient management will 
ensue in LTC centers when POC RT-PCR equipment is available on-site or at a nearby clinic. 
Furthermore, POC devices of scalable formats will be advantageous at the point of care when the 
number of tests vary every day in a vaccinated population.10 

The lower accuracy with rapid antigen tests compared to NAATs will pose a larger problem in 
vaccinated communities, where the prevalence of COVID-19 symptomatic patients is low. The 
rate of false positives depends on the pretest probability and the test specificity. The low pretest 
probability in a vaccinated community and the low specificity of antigen test increases the 
probability of false positives. NAATs are again suggested as confirmatory tests when patients test 
positive with a rapid antigen test in a low-prevalence population.11

Rapid EIA test

High throughput
RT-PCR

POC
RT-PCR

Isothermal
NAAT

Accuracy Time to result Ease of use Scalability Cost-Effective

Low
accuracy

Low
scalability

Slow
turnaround

High
cost-in-use

High
cost-in-use

Medium
scalability

Medium
ease of use

Medium
scalability

Medium
accuracy

Medium
ease of use

Rapid
turnaround

Rapid
turnaround

Rapid
turnaround

High
accuracy

High
accuracy

High
ease of use

High
ease of use

High
scalability

Low
cost-in-use

Low
cost-in-use

Features of an Ideal Diagnostic 

http://www.frost.com


8SARS-CoV-2 Diagnostics

All rights reserved © 2021 Frost & Sullivan      •      www.frost.com

Furthermore, with the SARS-CoV-2 virus mutating over time, mutations in the viral genome 
can alter the viral proteins, which could render rapid antigen tests ineffective. In the past, the 
antigenic shift and drift during the 2007-2008 influenza season and 2009 H1N1 pandemic 
affected the sensitivity of rapid influenza antigen detection tests.12 The US Food and Drug 
Administration suggests that viral gene mutations are less likely to affect molecular tests 
targeting multiple genes.13 RT-PCR diagnostics targeting multiple gene sequences reduce the 
probability of false negatives. 

Multiplexing RT-PCR diagnostic tests to include detection of other viral pathogens are a boon 
for physicians. With the SARS-CoV-2 virus COVID-19 presenting the same symptoms as those 
caused by respiratory syncytial virus and influenza A and B viruses (as shown in Figure 5), proper 
COVID-19 diagnosis can be a challenge, especially during the respiratory viral infection season. A 
multiplex RT-PCR assay, which detects and differentiates the respiratory illness–causing virus at 
the point of care, will enable appropriate patient management and rapid clinical decisions about 
the course of treatment. 

Figure 5: SARS-CoV-2, Respiratory Syncytial Virus, and Influenza Virus Symptoms

Sources: https://www.cdc.gov/flu/symptoms/flu-vs-covid19.htm, https://www.cdc.gov/rsv/about/symptoms.html, For 

use under US FDA Emergency Use Authorization
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Conclusion

Health experts agree that the world must remain vigilant as the COVID-19 vaccination rate slowly 
increases and vaccine hesitancy persists. Equipping laboratories, physicians’ offices, and urgent 
care centers with highly accurate and rapid POC RT-PCR technology will be the way forward, 
allowing healthcare providers to reliably distinguish COVID-19 from other respiratory illnesses 
and take appropriate actions to quickly contain outbreaks. It will be a cost-effective routine 
screening tool for high-risk facilities and be scalable for deployment as a community’s needs 
dictate. 

The complexity and process inefficiencies in the clinical care setting from primary care to urgent 
care centers have grown significantly in the COVID-19 world. Performing the tests in “closer 
to patient” settings on an advanced technology platform like POC RT-PCR drastically reduces 
the complexity, time to results, and patient anxiety. It also makes the process more efficient for 
providers, leading to higher patient satisfaction and increased return on investment. This is also 
likely to gain higher acceptance from payors that view the reduction in “true cost of diagnostics” 
as a major benefit of POC RT-PCR. This aligns the interests of all segments of the ecosystem 
while helping achieve the larger goal of COVID-19 mitigation.

Scalable and multiplexed RT-PCR formats can facilitate sustainable testing by urgent care centers, 
physician offices, and other POC sites, while lowering the “true cost of diagnostics” to the patient, 
to clinical centers, and to society at large.
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RT-PCR in Urgent Care 
For Anyone, Anywhere, Anytime

7-year-old Avery returns home from school with a sore throat, 
runny nose, and slight fever. Mom brings him to urgent care. 
Is it COVID-19, flu, or Respiratory Syncytial Virus (RSV)?  
 
How confident are you with your Urgent Care's testing 
methodology and corresponding results?

A better way.



Co-testing for SARS-CoV-2, flu, and RSV will be critical to 
detect and differentiate between disease states, enabling 
accurate patient diagnosis and treatment

The Impact of COVID-19 on Respiratory Testing Build Your Urgent Care with a Single Solution: 
Cepheid’s GeneXpert® Xpress & CLIA Waived Test Menu

Highly Sensitive Tests will be Important

How Test Methods Work Functionally 

How the Sensitivity of SARS-CoV-2 Test Methods Compare

Why RT-PCR is the Gold Standard

Diagnose and Treat with Confidence with PCR Testing

Simplify Your Workflow with Less than One Minute Hands-on Time

Xpert® Xpress  
Strep A

Xpert® Xpress  
SARS-CoV-2*

Xpert® Xpress  
SARS-CoV-2/Flu/RSV*

1 PCR 
Polymerase Chain Reaction

Amplifies nucleic acid exponentially using a temperature-cycling method. Capable of detecting 
genetic targets with high sensitivity and specificity.1

2 Isothermal  
Amplification

Amplifies nucleic acids exponentially at a constant temperature. Has limitations on multiplexing 
and some methods have poor reported sensitivity.1,2

3 Antigen Testing Detects specific viral proteins, called antigens. The sample is added to a surface coated with 
antibodies that bind to the viral proteins, which is used to create a signal that detects the virus. 
False positives can occur.3

• Higher sensitivity and specificity than other test methods; 
yields accurate results for actionable clinical diagnosis

• Can detect infection beyond 72 hours of illness onset4, 
providing a longer detection window for SARS-CoV-2 
infections than antigen testing

• Drives same-day patient diagnosis and appropriate 
treatment, thereby improving patient satisfaction, loyalty, 
and clinical outcomes6,7,8

• Does not require negative confirmatory tests9

•  Easy to use CLIA waived molecular tests  
for your Urgent Care 

• Accurate, on-demand, actionable results  
in as soon as 18 minutes for Xpert Xpress Strep A^

• No negative confirmatory tests necessary

• 1 sample, 1 swab, 1 cartridge for 4 test results:  
COVID-19, Flu A, Flu B, and RSV – as compared  
to 3 swabs and 3 independent tests with isothermal 

• Single, compact, scalable instrument

• Intuitive software and easy-to-use technology  
reduces training for all staff levels 

• Self-contained cartridge reduces waste  
and risk of contamination 

•  Integrated quality control in every cartridge

• Ability to standardize inventory management 

• Run up to 48 tests per day#

• Like the flu, SARS-CoV-2 (the virus that causes COVID-19)  
may have peak seasonality in the fall/winter/spring 

• Clinical signs and symptoms of respiratory viral infection  
for SARS-CoV-2, flu, and RSV can be similar RSV Flu

SARS-CoV-2

Wheezing

Loss of smell of taste

Fever, Headache,
Rhinorrhea, Pharynagtis,

Cough

Dyspnea,
Tachypnea

Malaise,
Myalgia, 
Vomiting,
Diarrhea

1  Obtain swab 
specimen

2  Transfer sample  
to cartridge

3  Insert cartridge  
     and start test

One Cartridge  
One Standardized Test Platform 
As easy as 1, 2, 3

RT-PCR •  High sensitivity for detection1 of the SARS-CoV-2 virus1

• Detects low viral loads, especially in the absence of symptoms5

Antigen Testing • Much lower sensitivity than RT-PCR. False negatives are 
common when viral loads are moderate or low. In one study, 
64% sensitivity in symptomatic cases, meaning 36%  
(~2 in 5) positive cases receive a false negative5

• 36% sensitivity in asymptomatic cases, meaning 64%  
(~3 in 5) of positive cases receive a false negative5
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CPT Code: 87635 
Xpert Xpress SARS-CoV-2* 
Positive results in as soon as 30 minutes^

PLA Code: 02420U or 0241U 
Xpert Xpress SARS-CoV-2/Flu/RSV* 
Positive results in as soon as 25 minutes^

CPT Code: 87651 
Xpert Xpress Strep A 
Positive results in as soon as 18 minutes^

Xpert® Xpress Respiratory Test Menu Overview

Sample Type: Nasopharyngeal or nasal swabs 

Positive Percent Agreement Negative Percent Agreement

97.8% 95.6% 

Sample Type: Nasopharyngeal or nasal swabs 

Positive Percent Agreement Negative Percent Agreement

SARS- 
CoV-2

97.9% 100% 

Flu A 100%  100% 

Flu B 100% 99% 

RSV 100% 100% 

Sample Type: Throat swab

CLIA-Waived

Sensitivity 99.4%

Specificity 94.1%

Positive Predictive Value 85.3%

Negative Predictive Value 99.8%

SYSTEMS DESCRIPTION INSTRUMENT DIMENSIONS CATALOG NUMBER

GeneXpert® Xpress IV-2 2-module system 11.5" W x 18" H x 16" D GXIV-2-CLIA

GeneXpert Xpress IV-4 4-module system 11.5" W x 18" H x 16" D GXIV-4-CLIA

XPERT XPRESS MENU CATALOG NUMBER

Xpert Xpress Strep A 10 tests XPRSTREPA-10

120 tests XPRSTREPA-120

Collection and Transport Device Kit 50 ESwab™ Liquid Amies Collection & Transport Devices 480CFA

Xpert Xpress SARS-CoV-2 10 tests XPRSARS-COV2-10

Xpert Xpress SARS-CoV-2/Flu/RSV 10 tests XPCOV2/FLU/RSV-10

Cepheid Nasopharyngeal Collection Kits
100 kit SWAB/M-100

100 kit SWAB/B-100

Cepheid Nasal Collection Kits 100 kit SWAB/F-100

US-IVD. For In Vitro Diagnostic Use.

Consult individual Cepheid tests’ package inserts for complete product information. 

*  For use under an Emergency Use Authorization in the United States. 

^ For Xpert Xpress Strep A, early assay termination (EAT) for positive results, otherwise the full run time is 24 mins. For Xpert Xpress SARS-CoV-2, early assay termination (EAT) for 
positive results, otherwise the full run time is 45 mins. For Xpert Xpress SARS-CoV-2/Flu/RSV early assay termination (EAT) for positive results when running SARS-CoV-2 only, 
otherwise the full run time is 36 mins.
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9 Follow-up testing by culture is required if the Xpert Xpress Strep A test result is negative and clinical symptoms persist, or there is an outbreak of acute rheumatic fever (ARF).

CORPORATE HEADQUARTERS

904 Caribbean Drive
Sunnyvale, CA 94089 USA 

TOLL FREE +1.888.336.2743 
PHONE  +1.408.541.4191 
FAX  +1.408.541.4192

EUROPEAN HEADQUARTERS

Vira Solelh
81470 Maurens-Scopont France

PHONE +33.563.82.53.00
FAX   +33.563.82.53.01 
EMAIL   cepheid@cepheideurope.fr

www.Cepheid.com



1 © 2021 Cepheid

Educational Podcasts 



2 © 2021 Cepheid. 

Confidential - Company Proprietary

Educational Podcast 

• Dr. Fred Tenover, Vice President
of Scientific Affairs for Cepheid,
discusses the evolution of 
COVID-19 testing and the 
challenges facing practitioners in 
the upcoming respiratory season. 

• Available here or under 
Education tab at Cepheid.com

https://storage.pardot.com/287772/1626455035YafEZBIz/Cepheid_2021_CID_Repiratory_Podcast_Audio_Media_Global_English_Approve.mp3
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Educational Podcast 

• Dr. Greg Berry talks about the 
value of Xpert® Xpress CoV-
2/flu/RSV plus this respiratory 
season!

• Available here or search 
“Cepheid” on ReachMD.com

https://reachmd.com/programs/medical-industry-feature/respiratory-testing-challenges-in-the-ongoing-pandemic/12819/
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Educational Podcast 

• Dr. Susan Butler-Wu talks PCR 
vs. rapid antigen for COVID-19

• Available here or search 
“Cepheid” on ReachMD.com

https://reachmd.com/programs/covid-19-frontlines/prioritizing-pcr-amid-the-pandemic-a-comparison-between-polymerase-chain-reaction-antigen-testing-for-covid-19/12611/
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Educational Webinar  

• Dr. Denise Uettwiller-Geiger 
discusses Leveraging In-office 
PCR Testing for Enhanced 
Patient Care and Outcomes –
The Case for Molecular 
Diagnostics 

• Register here, Available On
Demand 

https://event.on24.com/eventRegistration/EventLobbyServlet?target=reg20.jsp&partnerref-eblast%3Futm_campaign=leveraging_in-office_pcr_testing_for_enhanced_patient_care_and_outcomes_%C3%A2%C2%80%C2%93_the_case_for_molecular_diagnostics&utm_medium=email&utm_source=on-24&utm_term=primary-care&utm_content=&eventid=3301980&sessionid=1&key=9A83873F52B5A4A539A30273C9938579&regTag=&V2=false&sourcepage=register


The Solution 
• Robust design with three distinct 

gene targets for SARS-CoV-2:  
N2, E, RdRP

• Accurate detection and differentiation 
of SARS-CoV-2, Flu A, Flu B, and RSV. 
Results for SARS-CoV-2 in as little as 
25 minutes.^

• Actionable results from a single 
sample with less than one minute  
of hands-on time

• Standardization of results between  
the central lab and near-patient  
testing sites 

The Need
• Rapidly detect SARS-CoV-2, 

including emerging variants,  
to provide timely, effective triage

• Accurately diagnose respiratory 
tract infections to ensure appropriate 
treatment

• Rapidly differentiate flu,  
RSV, and SARS-CoV-2 and  
potential co-infections during 
respiratory season 

The Impact
• 3-gene design supports clinicians  

with broader coverage for  
SARS-CoV-2 variants

• Ensures that patients receive 
appropriate treatment in a  
timely manner

• Single cartridge with an  
easy-to-use workflow,  
enabling effective management  
of limited resources

The Actionable, Rapid Respiratory Test
Designed to Meet the Challenge of the Ongoing Pandemic

Xpert® Xpress CoV-2/Flu/RSV plus*
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* This test has not been FDA cleared or approved; this test has been authorized by FDA under an EUA for use by authorized laboratories; this test has been authorized only for 
the simultaneous qualitative detection and differentiation of nucleic acids from SARS-CoV-2, influenza A, influenza B, and respiratory syncytial virus (RSV), and not for any other 
viruses or pathogens; and this test is only authorized for the duration of the declaration that circumstances exist justifying the authorization of emergency use of in vitro diagnostic 
tests for detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Act, 21 U.S.C. § 360bbb-3(b)(1), unless the authorization is terminated or revoked sooner.

^ For positives when running SARS-CoV-2 only, using Xpert Xpress CoV-2/Flu/RSV plus; otherwise, the test will have a runtime of approximately 36 minutes.
# Recommended but not required materials, please see package insert 302-6991 (for GeneXpert Dx and GeneXpert Infinity Systems) or 302-6992  

(for GeneXpert Xpress Systems) for complete details.

Simple Implementation into Existing Workflows 
As Simple as 1, 2, 3 — Minimal Hands-on Time

2 31
Obtain specimen stored in appropriate 

transport medium
Transfer sample to cartridge Scan and insert cartridge

Xpert® Xpress CoV-2/Flu/RSV plus is a qualitative real-time PCR test that provides accurate detection and differentiation of 
SARS-CoV-2, Flu A, Flu B, and RSV. Results for SARS-CoV-2 in as little as 25 minutes.^

CATALOG INFORMATION

Xpert® Xpress CoV-2/Flu/RSV plus 10 tests XP3COV2/FLU/RSV-10

COLLECTION KITS#

Cepheid Nasopharyngeal Collection Kits 
100 kits SWAB/M-100

100 kits SWAB/B-100

Cepheid Nasal Collection Kits 100 kits SWAB/F-100

Nasal or Nasopharyngeal swabs in 3mL of UTM are supported for use with this test

eNAT MOLECULAR COLLECTION AND PRESERVATION MEDIUM COPAN CATALOG

Nasopharyngeal Collection Kit #6U074S01

Nasal collection kit #6U073S01

EXTERNAL CONTROLS# AVAILABLE FROM ZEPTOMETRIX

ZeptoMetrix NATtrol Flu/RSV/SARS-CoV-2  
Positive Control Kit

6 vials NATFRC-6C

ZeptoMetrix NATtrol Flu/RSV/SARS-CoV-2  
Negative Control Kit

6 vials NATCV9-6C
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A better way.

RT-PCR in Urgent Care 
For Anyone, Anywhere, Anytime

Cepheid’s CLIA Waived RT-PCR system brings  
accurate and quality testing to your Urgent Care.

A BETTER WAY TO PARTNER



Clinical Operational Patient Experience

Respiratory Infections*

Xpert® Xpress Strep A 

Xpert® Xpress Flu 

Xpert® Xpress Flu/RSV

Xpert® Xpress SARS-CoV-2^

Xpert® Xpress SARS-CoV-2/Flu/RSV^

18% increase  
in accurate test results 
reduced empiric 
treatment1

17% fewer 
antibiotics prescribed2 

Eliminate need for  
confirmatory testing 
and up to a 48-hour 
delay for patient 
treatment with same-day 
PCR results

Women’s & Sexual Health

Xpert® CT/NG 

Xpert® TV 

Xpert® GBS† 

12.5% increase 
in appropriate initial 
treatment3 

2 hours per  
day reduction  
in staff time spent  
on phone calls with 
anxious patients4

Streamline 
workflow and 
improve patient 
satisfaction with 
same-day PCR results

Coming Soon# — Designed for CLIA waived testing 

Xpert® Xpress CT/NG 

Xpert® Xpress Multiplex Vaginal Panel

Xpert® Xpress GBS

PCR Testing with Comprehensive 
Test Menu & Unmatched Value
Harnessing the power of quantitative PCR technology and Cepheid’s proven “lab in a cartridge,” 
Cepheid products provide on-site, on-demand, standardized, and reliable results that drive clinical 
and operational value and improve the patient experience. 

A BETTER WAY FOR EVERY PATIENT

* Consult individual Cepheid tests’ package inserts for complete product information

^ For use under an Emergency Use Authorization in the United States.

# Product in development. Not for use in diagnostic procedures. Not reviewed by any regulatory body.

Projections and realized results are specific to the institution where they were obtained and may not 
reflect the results achievable at other institutions.



Effective Patient Management

RT-PCR for Urgent Care
For Anyone, Anywhere, Anytime*

Long-Term Care & 
Skilled Nursing Facility

Urgent Care &  
Specialty Clinics

With standardized diagnostic testing, health systems can provide effective patient management 
and a consistent patient experience throughout the entire care continuum. Both are drivers of 
patient satisfaction, which impacts loyalty, revenue, and clinical outcomes.5-7

Alternate Location

Physician Office & 
 Independent Providers

Medical Center

Hospital LaboratoryED, ICU POC Testing 

A BETTER WAY FOR ANY SITE* Refer to product insert for intended use



Do More with Less on One Platform
GeneXpert® Xpress and CLIA Waived test menu mean specialty clinics, physician lab offices, 
and Urgent Care clinics can run up to 48 tests per day on one standardized test platform*, 
all with a simplified workflow and faster access to lab quality results.

A BETTER WAY ON ONE PLATFORM

Single test kit 
Gain flexibility in resource allocation

Single test method 
Reduce staff training

Single platform 
Simplify maintenance and service

Single technology 
Save time and money on  
IT integration and updates

Single vendor 
Save time with less paperwork

Single test IQCP 
Save time in development

Simplified Workflow 
Easy as 1, 2, 3

2 31
Obtain swab specimen Transfer sample to cartridge Insert cartridge  

and start test

* Projections and realized results are specific to the institution where they were obtained and may not reflect the 
results achievable at other institutions.



Accuracy  
provided at POC by moving  

molecular testing beyond the lab

CLIA Waived     
increases access to testing enabling 

real-time clinical decisions

Standardized Process      
enables seamless movement of  
medical staff between facilities

Time Saving       
realized with simple and quick process

Command &  
Control Interfacing 

provides operational efficiency 

Standardized Care   
elevates the patient experience with  
the same cartridge, same test, same 
quality regardless of instrument size  

or testing location

Staff Safety     
ensured by closed cartridge design 
that reduces risk of contamination

Antibiotic Stewardship 
enabled with PCR  

molecular diagnostics

Compact Instrument     
provides space efficiency and the 

ability to run up to 4 tests at one time 

Improving Patient Care and Clinical  
Operations with PCR Testing
Every GeneXpert® instrument is built around the same PCR technology, cartridge design, 
and analyzer. With a GeneXpert® Xpress System, your Urgent Care clinic gets the 
same consistent, high-quality results as from a GeneXpert® Infinity System at a central lab. 

A BETTER WAY FOR HEALTH CARE PROVIDERS
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Cepheid Is a Trusted Partner
Over 8,000 U.S. sites have chosen Cepheid as their diagnostic partner

1 Cepheid. Millard Henry Clinic (MHC) Improves Treatment Accuracy Through the Use of Xpert® Xpress Flu/RSV and Antimicrobial Stewardship While Maintaining Efficient Patient Flow During a Very Busy Flu Season. 
Impact Brief. 0716-01. https://p.widencdn.net/fhd4k4/Cepheid-Millard-Henry-Clinic-Case-Study-US-IVD-0716-English 

2 Cepheid. Einstein Medical Center Montgomery Sees Significant Reduction in Oseltamivir (Tamiflu®) Usage and Improved Length of Stay Through the Use of Real-time PCR Testing with Xpert® Flu/RSV XC. Impact 
Brief. 0724-01.A. https://p.widencdn.net/qvoang/Cepheid-Einstein-Medical-Center-Case-Study-US-IVD-0724-English 

3 Cepheid. Mercy Health Saint Mary’s In Grand Rapids, MI Reduces Time to Result and Improves Treatment Accuracy Through the Use of Xpert® CT/NG and Antimicrobial Stewardship. Impact Brief. 0629-01.  
http:// cepheidevents.com/Case-Studies/Cepheid_Mercy_Health_Case_Study_US_0629_01.pdf 

4 Cepheid. Women’s Health Group reduces time to result and improves treatment accuracy through the use of Xpert® CT/NG and antimicrobial stewardship. Impact Brief. 0700-01.  
http://cepheidevents.com/Case- Studies/ Cepheid_The_Womens_Health_Group_Case_Study_US_0700_01.pdf 

5 Prakash B. Patient Satisfaction. J Cutan Aesthet Surg. 2010;3(3):151-155. 

6 Buhlman N, Matthes N. The Time to Prepare for Value-based Purchasing is Now: Calculating Risk and Strategizing for Improvement as a New Payment Methodology Hits Home. White Paper. Press Ganey. 2011. 

7 Doyle C, et al. A Systematic Review of Evidence on the Links Between Patient Experience and Clinical Safety and Effectiveness. BMJ Open. 2013;3:e001570. 

Cepheid’s PCR testing platform has transformed our practice through the pandemic. 
Urgent care is the perfect place for this technology, especially for children!
Chrysa Charno, PA-C, MBA, FCUCM  
CEO/Clinical Director, AcuteKids Pediatric Urgent Care

A BETTER WAY TO PARTNER
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