MAT Workgroup Name:
Clinical Workgroup – Lab/Testing Subgroup

Date:
May 22, 2020

Question or request: Should the State of New Mexico continue to use the Abbott ID NOW machines?
Recommendation: The MAT recommends that the Abbott ID NOW test be used very selectively (if at all) and only in
symptomatic patients with a high suspicion of COVID-19 in whom a rapid result is clinically necessary; per new FDA
recommendations, negative results in this setting should always be confirmed with a high sensitivity molecular (PCR )
test. Continuing current use rates, this would require at least an additional 1,925 swabs per week between I.H.S. and
NM DOH and other testing sites. In general, a more sensitive molecular assay is the preferred initial test.
Assessment: On May 14, 2020 the U.S. Food and Drug Administration alerted the public to early data that suggested
potential inaccurate results (false negative results) from the Abbott ID NOW point-of-care test to diagnose COVID-19.
The FDA has stated that, “this test can still be used and can correctly identify many positive cases in minutes.
Negative results may need to be confirmed with a high-sensitivity authorized molecular test…The FDA will keep
working with Abbott to further evaluate these accuracy issues and will publicly communicate any updates.”
In a study of 534 symptomatic patients, the Abbott ID NOW agreed with the Abbott bench machine 75 percent of the
time when tests were positive on the bench machine. This means that 25% of patients who were COVID positive
patients would be given a negative result at point of care. So, if the prevalence was 5 percent, and 2000 people were
tested, 100 patients would be positive on the bench machine, and 75 would be positive on the ID Now machine. If all
2000 were run on the ID NOW, then 75 would be positive and 1925 would need to be re-swabbed and run on a bench
machine (the ID NOW uses a different type of swab). Abbott data on their own machine in a press release on May 21
showed a positive agreement (sensitivity) of 83.3% to 94.7% and a negative agreement (specificity)of 96.5% to 100%.
Bench molecular assay tests generally have sensitivity and specificity of over 99%.
The MAT believes that such confirmatory testing strategies are neither practical nor cost-effective and, consequently,
are not recommended as a general approach to COVID-19 testing. It should be noted that in the FDA EUA approval
letter it is stated that this test is indicated for “individuals who are suspected of COVID-19 by their healthcare
provider.” Testing of asymptomatic individuals was not an indication that was in the FDA EUA approval letter.
Red flags and concerns: N/A
Contributors:
• Sec. Kathy Kunkel (DOH)
• Sec. David Scrase (HSD)
• Douglas Clark, MD (TriCore)
• Michael Crossey (TriCore)
• Karissa Culbreath (TriCore)
• Norbert Topf, MD (PHS)
• Aja Sanzone (DOH)
• Chad Smelser (DOH)
• Michael Edwards (DOH)
Resources/Reference:
• https://www.fda.gov/media/136522/download
• https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-informs-publicabout-possible-accuracy-concerns-abbott-id-now-point
• https://jcm.asm.org/content/jcm/early/2020/04/23/JCM.00798-20.full.pdf
• https://www.biorxiv.org/content/10.1101/2020.05.11.089896v1.full.pdf
• https://abbott.mediaroom.com/2020-05-21-Abbott-Releases-Interim-Clinical-Study-Data-on-ID-NOW-COVID-19Rapid-Test-Showing-Strong-Agreement-to-Lab-Based-Molecular-PCR-Tests

March 27, 2020

Angela Drysdale,
Vice President, RA
Abbott Diagnostics Scarborough, Inc.
10 Southgate Road,
Scarborough, ME 04074 US
Device:

ID NOW COVID-19

Company:

Abbott Diagnostics Scarborough, Inc.

Indication:

Qualitative detection of nucleic acid from the SARS-CoV-2 virus
in direct nasal, nasopharyngeal or throat swabs and nasal,
nasopharyngeal or throat swabs eluted in viral transport media
from individuals who are suspected of COVID-19 by their
healthcare provider. Emergency use of this test is limited to
authorized laboratories and other authorized testing locations using
the ID NOW Instrument.

Authorized Laboratories and Other Authorized Testing Locations:
Authorized laboratories - laboratories certified under the Clinical
Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C.
§263a, to perform high and moderate complexity tests.
Other Authorized Testing Locations - patient care settings using
the ID NOW Instrument.
Dear Ms. Drysdale:
This letter is in response to your1 request that the Food and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for emergency use of your product,2 pursuant to Section
564 of the Federal Food, Drug, and Cosmetic Act (the Act) (21 U.S.C. §360bbb-3).
On February 4, 2020, pursuant to Section 564(b)(1)(C) of the Act, the Secretary of the
Department of Health and Human Services (HHS) determined that there is a public health
emergency that has a significant potential to affect national security or the health and security of
United States citizens living abroad, and that involves the virus that causes COVID-19.3
1

For ease of reference, this letter will use the term “you” and related terms to refer to the Abbott Diagnostics
Scarborough, Inc.
2
For ease of reference, this letter will use the term “your product” to refer to the ID NOW COVID-19 used for the
indication identified above.
3
On February 11, 2020, the virus tentatively named 2019-nCoV was formally designated as Severe acute respiratory
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Pursuant to Section 564 of the Act, and on the basis of such determination, the Secretary of
HHS then declared that circumstances exist justifying the authorization of emergency use of in
vitro diagnostics for detection and/or diagnosis of the virus that causes COVID-19 subject to the
terms of any authorization issued under Section 564(a) of the Act.4
Having concluded that the criteria for issuance of this authorization under Section 564(c) of the
Act are met, I am authorizing the emergency use of your product, described in the scope Section
of this letter (Section II), subject to the terms of this authorization.
I. Criteria for Issuance of Authorization
I have concluded that the emergency use of your product meets the criteria for issuance of an
authorization under Section 564(c) of the Act, because I have concluded that:
1. The SARS-CoV-2 can cause a serious or life-threatening disease or condition,
including severe respiratory illness, to humans infected by this virus;
2. Based on the totality of scientific evidence available to FDA, it is reasonable to believe
that your product may be effective in diagnosing COVID-19, and that the known and
potential benefits of your product when used for diagnosing COVID-19, outweigh the
known and potential risks of your product; and
3. There is no adequate, approved, and available alternative to the emergency use of your
product. 5
II. Scope of Authorization
I have concluded, pursuant to Section 564(d)(1) of the Act, that the scope of this authorization is
limited to the indication above.
Authorized Product Details
Your product is for the qualitative detection of nucleic acid from the SARS-CoV-2 viral RNA in
direct nasal, nasopharyngeal or throat swabs and nasal, nasopharyngeal or throat swabs eluted in
viral transport media from individuals who are suspected of COVID-19 by their healthcare
provider. The SARS-CoV-2 nucleic acid is generally detectable respiratory specimens during the
acute phase of infection. Positive results are indicative of the presence of SARS-CoV-2 nucleic
acid; clinical correlation with patient history and other diagnostic information is necessary to
determine patient infection status. Positive results do not rule out bacterial infection or coinfection with other viruses.

syndrome coronavirus 2 (SARS-CoV-2). Also on February 11, 2020, the disease caused by SARS-CoV-2 was
formally designated as Coronavirus Disease 2019 (COVID-19). This document uses the updated names.
4
U.S. Department of Health and Human Services, Determination of a Public Health Emergency and Declaration
that Circumstances Exist Justifying Authorizations Pursuant to Section 564(b) of the Federal Food, Drug, and
Cosmetic Act, 21 U.S.C. § 360bbb-3. February 4, 2020.
5
No other criteria of issuance have been prescribed by regulation under Section 564(c)(4) of the Act.
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Testing of direct nasal, nasopharyngeal or throat swabs and nasal, nasopharyngeal or throat
swabs eluted in viral transport media from individuals using your product run on the ID NOW
Instrument, as outlined in the “ID NOW COVID-19” package insert and “ID NOW COVID-19
Quick Reference Guide”, is authorized to be used in laboratories certified under the Clinical
Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, to perform high and
moderate complexity tests and authorized to be distributed and used in patient care settings using
the ID NOW Instrument outside of the clinical laboratory environment.
Your product is an automated assay that utilizes isothermal nucleic acid amplification technology
for the qualitative detection of SARS-CoV-2 viral nucleic acids. It is comprised of a Sample
Receiver, containing elution/lysis buffer, a Test Base, comprising two sealed reaction tubes, each
containing a lyophilized pellet, a Transfer Cartridge for transfer of the eluted sample to the Test
Base, and the ID NOW Instrument. The Sample Receiver and Test Base are inserted into the
ID NOW Instrument and the sample added to the Sample Receiver where it is transferred via the
Transfer Cartridge to the Test Base, initiating target amplification. Heating, mixing and detection
are provided by the ID NOW Instrument. The ID NOW COVID-19 assay includes the following
materials or other authorized materials: Test Bases, Sample Receivers, Transfer Cartridges,
Patient swabs, Positive Control swab, Negative Control swab.
Your product also includes in the Test Base the following control, or other authorized control,
that are processed along with the patient samples when tested with your product. The control
listed below must generate expected results in order for a test to be considered valid, as outlined
in the package insert:
·

Internal Control - designed to control for sample inhibition and assay reagent function.

Your product also comes with external positive and negative control swabs, or other authorized
controls, to be run as outlined in the package insert, described below.
The above described product, when labeled consistently with the labeling authorized by FDA,
entitled “ID NOW COVID-19” package insert and “ID NOW COVID-19 Quick Reference
Guide” (available at https://www.fda.gov/medical-devices/emergency-situations-medicaldevices/emergency-use-authorizations), which may be revised in consultation with, and with
concurrence of, the Division of Microbiology Devices (DMD)/Office of Health Technology 7
Office of In Vitro Diagnostics and Radiological Health (OHT7-OIR)/Office of Product
Evaluation and Quality (OPEQ)/Center for Devices and Radiological Health (CDRH), is
authorized to be distributed to and used by authorized laboratories and at other authorized testing
locations under this EUA, despite the fact that it does not meet certain requirements otherwise
required by applicable federal law.
Your product is authorized to be accompanied by the following product-specific information
pertaining to the emergency use, which is required to be made available to healthcare providers
and patients:
·
·

Fact Sheet for Healthcare Providers: ID NOW COVID-19
Fact Sheet for Patients: ID NOW COVID-19
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I have concluded, pursuant to Section 564(d)(2) of the Act, that it is reasonable to believe that
the known and potential benefits of your authorized product, when used for the qualitative
detection of SARS-CoV-2 and used consistently with the Scope of Authorization of this letter
(Section II), outweigh the known and potential risks of your product.
I have concluded, pursuant to Section 564(d)(3) of the Act, based on the totality of scientific
evidence available to FDA, that it is reasonable to believe that your product may be effective for
the indication above, when used consistently with the Scope of Authorization of this letter
(Section II), pursuant to Section 564(c)(2)(A) of the Act.
FDA has reviewed the scientific information available to FDA, including the information
supporting the conclusions described in Section I above, and concludes that your product (as
described in the Scope of Authorization of this letter (Section II)) meets the criteria set forth in
Section 564(c) of the Act concerning safety and potential effectiveness.
The emergency use of your product under this EUA must be consistent with, and may not
exceed, the terms of this letter, including the Scope of Authorization (Section II) and the
Conditions of Authorization (Section IV). Subject to the terms of this EUA and under the
circumstances set forth in the Secretary of HHS's determination under Section 564(b)(1)(C)
described above and the Secretary of HHS’s corresponding declaration under Section 564(b)(1),
your product is authorized for the indication above.
This EUA will cease to be effective when the HHS declaration that circumstances exist to justify
the EUA is terminated under Section 564(b)(2) of the Act or when the EUA is revoked under
Section 564(g) of the Act.
III. Waiver of Certain Requirements
I am waiving the following requirements for your product during the duration of this EUA:
·

Current good manufacturing practice requirements, including the quality system
requirements under 21 CFR Part 820 with respect to the design, manufacture,
packaging, labeling, storage, and distribution of your product.

IV. Conditions of Authorization
Pursuant to Section 564(e) of the Act, I am establishing the following conditions on this
authorization:
Abbott Diagnostics Scarborough, Inc. (You) and Authorized Distributor(s)6

6

“Authorized Distributor(s)” are identified by you, Abbott Diagnostics Scarborough, Inc., in your EUA submission
as an entity allowed to distribute your device to authorized laboratories, and to patient care settings that use the ID
NOW Instrument.
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A. Your product must comply with the following labeling requirements under FDA
regulations: the intended use statement (21 CFR 809.10(a)(2), (b)(2)); adequate directions
for use (21 U.S.C. 352(f)), (21 CFR 809.10(b)(5), (7), and (8)); any appropriate
limitations on the use of the device including information required under 21 CFR
809.10(a)(4); and any available information regarding performance of the device,
including requirements under 21 CFR 809.10(b)(12).
B. You and authorized distributor(s) will make your product available with the authorized
labeling to authorized laboratories and patient care settings. You may request changes
to the authorized labeling. Such requests will be made in consultation with, and require
concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
C. You and authorized distributor(s) will provide to authorized laboratories and patient
care settings the Fact Sheet for Healthcare Providers and the authorized Fact Sheet for
Patients. You may request changes to the authorized Fact Sheets. Such requests will
be made in consultation with, and require concurrence of, DMD/OHT7OIR/OPEQ/CDRH.
D. You and authorized distributor(s) will make available on your website(s) the Fact
Sheet for Healthcare Providers and the Fact Sheet for Patients.
E. You and authorized distributor(s) will provide to authorized laboratories and patient care
settings the Fact Sheet for Healthcare Providers and the authorized Fact Sheet for
Patients. You may request changes to the authorized Fact Sheets. Such requests will be
made in consultation with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
F. Through a process of inventory control, you and authorized distributor(s) will maintain
records of the authorized laboratories and patient care settings to which they distribute
the test and number of tests they distribute.
G. You and authorized distributor(s) will collect information on the performance of your
product. You will report to FDA any suspected occurrence of false positive and false
negative results and significant deviations from the established performance
characteristics of the product of which you become aware.
H. You and authorized distributor(s) are authorized to make available additional
information relating to the emergency use of your product that is consistent with, and
does not exceed, the terms of this letter of authorization.
Abbott Diagnostics Scarborough, Inc. (You)
I. You will notify FDA of any authorized distributor(s) of your product, including the
name, address, and phone number of any authorized distributor(s).
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J. You will provide its authorized distributor(s) with a copy of this EUA and communicate
to authorized distributor(s) any subsequent amendments that might be made to this EUA
and its authorized accompanying materials (e.g., Fact Sheets).
K. You may request changes to the Scope of Authorization (Section II in this letter) of your
product. Such requests will be made in consultation with DMD/OHT7OIR/OPEQ/CDRH, and require concurrence of, Office of Counterterrorism and
Emerging Threats (OCET)/Office of the Chief Scientist (OCS)/Office of the
Commissioner (OC) and DMD/OHT7-OIR/OPEQ/CDRH.
L. You may request the addition of other instruments and associated software for use with
your product. Such requests will be made in consultation with, and require concurrence
of, DMD/OHT7-OIR/OPEQ/CDRH.
M. You may request the addition of other specimen types for use with your product. Such
requests will be made in consultation with, and require concurrence of, DMD/OHT7OIR/OPEQ/CDRH.
N. You may request the addition and/or substitution of primers or probes for use with your
product. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.
O. You may request the addition and/or substitution of control materials for use with your
product. Such requests will be made in consultation with, and require concurrence of,
DMD/OHT7-OIR/OPEQ/CDRH.
P. You may request the addition and/or substitution of other ancillary reagents and
materials for use with your product. Such requests will be made in consultation with,
and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
Q. You will evaluate the analytical limit of detection and assess traceability7 of your
product with any FDA-recommended reference material(s). After submission to FDA
and DMD/OHT7-OIR/CDRH’s review of and concurrence with the data, You will
update its labeling to reflect the additional testing. Such labeling updates will be made
in consultation with, and require concurrence of, DMD/OHT7-OIR/OPEQ/CDRH.
R. You will track adverse events, including any occurrence of false results and report to
FDA under 21 CFR Part 803.
Authorized Laboratories and Patient Care Settings
S. Authorized laboratories and patient care settings using your product will include with
result reports of your product, all authorized Fact Sheets. Under exigent circumstances,
other appropriate methods for disseminating these Fact Sheets may be used, which may
7

Traceability refers to tracing analytical sensitivity/reactivity back to an FDA-recommended reference material.
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include mass media.
T. Authorized laboratories and patient care settings using your product will use your
product as outlined in the package insert. Deviations from the authorized procedures,
including the authorized instruments, authorized extraction methods, authorized clinical
specimen types, authorized control materials, authorized other ancillary reagents and
authorized materials required to use your product are not permitted.
U. Authorized laboratories and patient care settings that receive your product will notify the
relevant public health authorities of their intent to run your product prior to initiating
testing.
V. Authorized laboratories and patient care settings using your product will have a process
in place for reporting test results to healthcare providers and relevant public health
authorities, as appropriate.
W. Authorized laboratories and patient care settings will collect information on the
performance of your product and report to DMD/OHT7-OIR/OPEQ/CDRH (via email:
CDRH-EUA-Reporting@fda.hhs.gov) and You (via email: ts.scr@abbott.com) any
suspected occurrence of false positive or false negative results and significant deviations
from the established performance characteristics of your product of which they become
aware.
X. All operators using your product must be appropriately trained in performing and
interpreting the results of your product, use appropriate personal protective equipment
when handling this kit, and use your product in accordance with the authorized labeling.
Abbott Diagnostics Scarborough, Inc. (You), Authorized Distributors, Authorized
Laboratories and Patient Care Settings
Y. You, authorized distributors, and authorized laboratories and patient care settings using
your product will ensure that any records associated with this EUA are maintained until
otherwise notified by FDA. Such records will be made available to FDA for inspection
upon request.
Conditions Related to Advertising and Promotion
Z. All advertising and promotional descriptive printed matter relating to the use of your
product shall be consistent with the Fact Sheets and authorized labeling, as well as the
terms set forth in this EUA and the applicable requirements set forth in the Act and FDA
regulations.
AA.
All advertising and promotional descriptive printed matter relating to the use of
your product shall clearly and conspicuously state that:
·

This test has not been FDA cleared or approved;
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·

This test has been authorized by FDA under an EUA for use by authorized
laboratories;

· This test has been authorized only for the detection of nucleic acid from SARSCoV-2, 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.
No advertising or promotional descriptive printed matter relating to the use of your product
may represent or suggest that this test is safe or effective for the detection of SARS-CoV-2.
The emergency use of your product as described in this letter of authorization must comply
with the conditions and all other terms of this authorization.
V. Duration of Authorization
This EUA will be effective until the declaration that circumstances exist justifying the
authorization of the emergency use of in vitro diagnostic tests for detection and/or diagnosis of
COVID-19 is terminated under Section 564(b)(2) of the Act or the EUA is revoked under
Section 564(g) of the Act.

Sincerely,

____________________________
RADM Denise M. Hinton
Chief Scientist
Food and Drug Administration

Enclosures
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FDA NEWS RELEASE

Coronavirus (COVID-19) Update: FDA Informs Public About Possible
Accuracy Concerns with Abbott ID NOW Point-of-Care Test
For Immediate Release:
May 14, 2020
Español (/news-events/press-announcements/actualizacion-sobre-el-coronavirus-covid-19-la-fda-informa-al-publico-sobre-posibles-preocupaciones)

Today, the U.S. Food and Drug Administration is alerting the public to early data that suggest potential inaccurate
results from using the Abbott ID NOW point-of-care test to diagnose COVID-19. Specifically, the test may return
false negative results.
“We are still evaluating the information about inaccurate results and are in direct communications with Abbott
about this important issue. We will continue to study the data available and are working with the company to
create additional mechanisms for studying the test. This test can still be used and can correctly identify many
positive cases in minutes. Negative results may need to be confirmed with a high-sensitivity authorized molecular
test,” said Tim Stenzel, M.D., Ph.D., director of the Office of In Vitro Diagnostics and Radiological Health in the
FDA’s Center for Devices and Radiological Health.
The FDA is sharing early information available about potential inaccurate results in the spirit of transparency. The
agency has been working with Abbott to analyze the information gathered to date and has worked with the
company on a customer notification letter to alert users that any negative test results that are not consistent with a
patient’s clinical signs and symptoms or necessary for patient management should be confirmed with another test.
The FDA looks at a variety of sources to identify and understand potential patterns or significant issues with the
use of the Abbott test. No diagnostic test will be 100% accurate due to performance characteristics, specimen
handling, or user error, which is why it is important to study patterns and identify the cause of suspected false
results so any significant issues can be addressed quickly.
The agency is aware of some scientific studies that have identified accuracy issues with Abbott ID NOW and is
investigating whether it could be due to the types of swabs used or the type of viral transport media (material used
to transport the patient’s specimen). While there is important information to gather from these studies, it should
be noted these studies have limitations, including small sample size, potential design biases, or tests that may not
have been executed according to the manufacturer’s instructions for use, an important part of scientific research.
This is why external scientific studies are one part of the FDA’s overall evaluation of a diagnostic performance.
The FDA has received 15 adverse event reports about the Abbott ID NOW device that suggest some users are
receiving inaccurate negative results. The agency is reviewing these reports. It’s important to note that the adverse
event reports the FDA receives from manufacturers, health care providers, health care facilities, and patients can
be incomplete, inaccurate, or unverified, so agency staff must meticulously comb through the reports to identify
crucial data to support any signals or patterns about device use.
Moving forward, Abbott has agreed to conduct post-market studies for the ID NOW device that each will include at
least 150 COVID-19 positive patients in a variety of clinical settings. The FDA will continue to review interim data
on an ongoing basis. The information gathered from the post-market studies can further help the agency
https://www.fda.gov/news-events/press-announcements/coronavirus-covid-19-update-fda-informs-public-about-possible-accuracy-concerns-abbott-id-…
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understand the cause or patterns of any accuracy issues and inform any additional actions the company or the FDA
should take.
The FDA will keep working with Abbott to further evaluate these accuracy issues and will publicly communicate
any updates.
Consumers or healthcare providers can reach Abbott directly at (224) 667-6100 or by email
(http://www.abbott.com/contactus.html)  (http://www.fda.gov/about-fda/website-policies/websitedisclaimer).
The FDA, an agency within the U.S. Department of Health and Human Services, protects the public health by
assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines and other biological
products for human use, and medical devices. The agency also is responsible for the safety and security of our
nation’s food supply, cosmetics, dietary supplements, products that give off electronic radiation, and for regulating
tobacco products.
###

Inquiries
Media:
 Emma Spaulding (mailto:emma.spaulding@fda.hhs.gov)
 240-753-3903
Consumer:
 888-INFO-FDA
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The ID NOW COVID-19 (IDNCOV) assay performed on the ID Now Instrument (Abbott
Diagnostics, Scarborough, Inc. Scarborough, ME) is a rapid diagnostic test that can be

29

performed in a point of care setting equivalent to CLIA waived testing. The assay utilizes

30

isothermal amplification and can reportedly deliver results in approximately 5-13 minutes. As

31

this assay could provide significant improvements to workflow in our hospital system, we

32

sought to compare the performance of this test with our current COVID-19 assay, the Abbott

33

RealTime SARS-CoV-2 (ACOV) assay performed on the Abbott m2000 system (Abbott Molecular

34

Inc. Des Plaines, IL).

35

We compared the results from 524 paired foam nasal swabs (NS) tested on IDNCOV

36

with nasopharyngeal swabs (NPS) placed in viral transport media tested on ACOV collected

37

consecutively from symptomatic patients meeting current criteria for a diagnosis of COVID-19

38

(1). Five locations were included in the evaluation including three emergency departments (ED)

39

and two immediate care centers (IMCC). IMCC A and ED 2 were experienced users of the

40

IDNow platform. The other sites were new users of the platform and received training

41

specifically for the IDNCOV. All ACOV testing was performed by one central clinical laboratory,

42

and all NPS were heat inactivated for 30 minutes at 60oC prior to testing. NS were tested

43

directly on the IDNCOV from IMCCs were performed on-site. NS from the EDs were transported

44

to the clinical microbiology laboratory in sterile transport containers (urine cups or conical

45

tubes) and tested by laboratory personnel at each separate location. Statistical analysis was

46

performed using SPSS v.26.
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47

The overall positivity rate in this sample collection was 35%, ranging from 22%-60%
among the five sites. Overall agreement was 75% positive agreement (67.74, 80.67) and 99%

49

negative agreement (97.64, 99.89) between IDNCOV and ACOV for all specimens tested.

50

Agreement at individual sites varied (see Table 1). Two subjects tested positive on IDNCOV that

51

were initially negative on ACOV. In case one, a repeat sample was positive on ACOV (repeat

52

IDNCOV was not performed), and the case was resolved as a true positive. For case two, all

53

repeat testing (both IDNCOV and ACOV) was negative and was resolved as a likely false positive.

54

This sample was collected during the first day of testing and could have been operator error.

55

Fleiss kappa analysis comparing the performance at each of the sites demonstrated that

56

strength of agreement between the sites (Table 1) was rated as good to very good with

57

comparable standard error. We interpret this to mean that a site's ability to run the test (or lack

58

of experience) did not necessarily contribute to the variability in positivity that was found in this

59

evaluation. When compared to the ACOV cycle numbers (CN) (which are similar but not directly

60

comparable to cycle thresholds from other RT-PCR assays due to the unique ACOV assay design)

61

a significant proportion, but not all, discordant samples were at higher cycle numbers (Figure1).

62

The mean CN for concordant positive samples was 12.71 (11.76, 13.67), and ranging from 2.99-

63

31.01, with a standard deviation of 5.5. The mean CN for discordant samples (ACOV+/IDNCOV-) was

64

21.07 (19.55, 22.60), ranging from 6.79-30.63, with a standard deviation of 5.1. These differences are

65

statistically different (p=6.75e-16). The stated limit of detection in the published instructions for

66

use is 100 copies/ml for ACOV (2) and approximately 3,225 copies/mL when calculated based

67

on the published genomes/reaction for IDNCOV (3). Based on the distribution of cycle numbers

3
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seen in Figure 1, and performance agreement among the sites, negative results on IDNCOV are

69

likely related to both a higher limit of detection on IDNCOV and pre-analytical sampling error.
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Overall the ID NOW COVID-19 assay demonstrated significantly different performance

71

characteristics when compared to the Abbott RealTime SARS-CoV-2 assay.
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Site

IMCC A
IMCC B
ED 1
ED 2
ED 3
Overall
94

Total
Samples
Tested
208
125
105
31
55
524

ACOV+/
INDCO+

ACOV+/
INDCO-

ACOV-/
INDCO+

ACOV-/
INDCO-

Positivity

Positive Agreement

Negative Agreement

33
39
26
12
29
139

13
17
11
3
3
47

1
0
0
0
1
2

161
69
68
16
22
336

22%
44%
35%
50%
60%
35%

71.74 (56.32, 83.54)
69.64 (55.74, 80.84)
70.27 (52.83, 83.56)
80.0 (51.37, 94.69)
90.63 (73.83, 97.55)
74.73 (67.74, 80.67)

99.38 (96.09, 99.97)
100.0 (93.43, 100.0)
100.0 (93.33, 100.0)
100 (75.92, 100.0)
95.65 (76.03, 99.77)
99.41 (97.64, 99.89)

Performance
Agreement
(Kappa)
.783 (.779, .788)
.711 (.706, .717)
.751 (.744, .757)
.803 (.792, .814)
.852 (.844, .861)

95
96
97
98
99
100
101
102
103
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Abstract (word count=237)
The recent emergence of the SARS-CoV-2 pandemic has posed formidable challenges for clinical
laboratories seeking reliable laboratory diagnostic confirmation. The swift advance of the crisis in
the United States has led to Emergency Use Authorization (EUA) facilitating the availability of
molecular diagnostic assays without the more rigorous scrutiny to which tests are normally
subjected to prior to FDA approval. The need to identify the COVID-19 positive cases quickly and
accurately has propelled the release of a variety of assays intended to meet the urgent demand.
Several Nucleic Acid Amplification Tests (NAAT) platforms are currently available. Our
laboratory currently uses two real time RT-PCR platforms, the Roche Cobas SARS-CoV2 and the
Cepheid Xpert Xpress SARS-CoV-2. Both platforms demonstrate comparable performance;
however the run times for each assay are 3.5 hours and 45 minutes, respectively. In search for a
platform with shorter turnaround time, we sought to evaluate the recently released Abbott ID NOW
COVID-19 assay which is capable of producing positive results in as little as 5 minutes. We present
here the result comparisons between Abbot ID NOW COVID-19 and Cepheid Xpert Xpress
SARS-CoV-2 using nasopharyngeal swabs transported in VTM as well as dry nasal swabs for the
Abbott assay. Regardless of method of collection and sample type, Abbot ID NOW COVID-19
missed a third of the samples detected positive by Cepheid Xpert Xpress when using NP swabs in
VTM and over 48% when using dry nasal swabs.
Keywords: SARS-CoV-2, COVID-19, Abbott ID NOW, validation, nasopharyngeal and nasal
swab
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Introduction
The novel coronavirus, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) causing
coronavirus disease-2019 (COVID-19) was first identified in Wuhan Jinyintan Hospital, China in
December 2019. Since then, it has spread vastly, reaching the status of global pandemic as declared
by the World Health Organization on March 11th, 2020 (1). As of May 2nd, 2020, there are
3,356,205 reported cases, and 238,730 confirmed deaths worldwide, in 215 countries (2). In NY
State and New York City, there were 316,415 and 168,845 reported cases and 19,189 and 13,319
deaths respectively as of May 2nd, 2020 (3, 4).
Common signs and symptoms with the associated respiratory illness are fairly non-specific and
include fever, dry cough, headache, myalgias, arthralgias, and sore throat, with indicators of more
severe disease such as shortness of breath and respiratory failure (1). Nearly 80% of the infected
individuals are either asymptomatic or have mild symptoms leading to difficulties to diagnose this
disease. COVID-19 has high human-to-human transmission rates (R0 = 2.0 – 2.5), and is stable in
aerosols and on surfaces, presenting a challenge to mitigation and emphasizing the urgent need for
a more rapid, accessible and accurate diagnostic assays (5).
SARS-CoV-2 virus is detected in various human sampling sources including respiratory and fecal,
but testing has been validated for PCR primarily of nasal, nasopharyngeal, and oropharyngeal
specimens. Positive samples for SARS-COV-2 were found in Chinese patients 1-2 days prior to
symptom onset and persisted up to 2 weeks in severe cases (1).
While long-term mitigation and prevention goals include prognostic markers, therapeutics, and
vaccines (1), the urgency of this rapidly developing crisis in the United States has prioritized the
immediate goal of diagnostic testing, advanced by the FDA’s Emergency Use Authorization
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(EUA) (5, 6). The initiative to expand and accelerate testing has eased the usual scrutiny that new
assays would normally undergo prior to release. This obligates clinical laboratories to more
carefully assess the overall performance of the various rapidly emerging testing platforms prior to
implementation. Several Nucleic Acid Amplification tests (NAAT) platforms are currently
available. Our laboratory uses two real time RT-PCR platforms, the Roche Cobas and the Cepheid
GeneXpert. Both platforms perform comparably with similar limits of detection (LOD) of SARSCoV-2 viral RNA, 100-150 and 250 copies/mL, respectively. However, the assay run times of 3.5
hours and 45 minutes, respectively, are still too long for timely decision support in a variety or
important clinical situations. (e.g. Emergency Department discharge). In search for a platform with
shorter turnaround time, we sought to evaluate the recently released Abbott ID NOW COVID-19
assay. Abbott ID NOW uses isothermal nucleic acid amplification of the RdRp viral target with a
claimed LOD of 125 copies/mL. The objective of our study was to evaluate the performance of
the rapid Abbott-ID-NOW platform test by using the Cepheid-Xpert-Xpress SARS-CoV-2 test on
the GeneXpert Dx as the comparator reference method.
Materials and Method
All samples were obtained from patients seen at the New York University Langone Tisch Hospital
with diagnosis of suspected COVID-19. Nasopharyngeal (NP) samples were obtained using
flocked NP swabs and transported in universal viral transport media (VTM) (Cepheid Xpert Viral
Transport Medium; SWAB/B-100) or BD Universal VTM / 2250527) within 1-2 hours of
collection.
For the assessment of performance of dry swabs, we obtained 101 dry nasal swabs of both nares
as well as 101 NP swabs in VTM from the same patient on the same ED encounter to be tested
using both, the Abbott ID NOW COVID-19 and Cepheid Xpert Xpress SARS-CoV-2,
5
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respectively. The dry nasal swabs, which are supplied with the Abbott assay (Puritan Medical
Products 25-1506 IPF 100) were transported in a sterile tube to the laboratory along with the
corresponding NP swab in VTM.
Instruments and Methods
ID NOW COVID-19 is a rapid test that qualitatively detects SARS-CoV-2 viral nucleic acids
from nasal, nasopharyngeal and throat swabs. It is an automated assay that utilizes isothermal
nucleic acid amplification technology that eliminates the need for denaturation by thermocycling.
The test includes a sample receiver containing elution/lysis buffer, a test base comprising two
sealed reaction tubes containing the reagents required for amplification of SARS-CoV-2, an
internal control, a transfer Cartridge to transfer the eluted sample to the test base, and the ID NOW
Instrument. The templates which are similar to primers, are intended to target SARS-CoV-2 RNA
and amplify a unique region of the RdRp genome. The amplified RNA target is detected with the
use of fluorescent-labeled molecular beacons. Target amplification starts after adding the samples
to the sample receiver and transferred with the transfer cartridge to the test base. The instrument
provides heating, mixing and detection. Positive results are available within 5-13 minutes and
negative results within 13 minutes.
Xpert Xpress SARS-CoV-2 test is a rapid, real-time RT-PCR test detecting ribonucleic acid
(RNA) from the SARS-CoV-2 in nasopharyngeal swab and/or nasal wash/aspirate specimens
collected from individuals with suspected COVID-19 diagnosis. The specimens were collected,
placed in VTM and run on the GeneXpert Dx. This platform automates and integrates sample
preparation, nucleic acid extraction and amplification, and detection of the target sequences. The
assay detects 2 nucleic acid targets, namely N2 (nucleocapsid) and E (envelope) wherein N2 is
more specific for SARS-CoV-2. The lowest limit of detection (LOD) for this assay is claimed by
6
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the manufacturer to be 250 copies/mL. SARS-CoV-2 genomic load is assessed using the number
of amplification cycles needed for a positive PCR test (i.e. the cycle threshold [Ct] value). Ct
values have an inverse relationship to viral loads and thereby provide a surrogate measurement of
the viral genomic load (7). Consequently, the higher the viral load, the lower the Ct value of a
particular specimen and vice versa.
Both assays are used only under Food and Drug Administration’s Emergency Use Authorization
(EUA).(8)
The performance evaluation of the Abbott ID NOW assay was conducted in several steps.
Initial verification of the Abbott ID NOW platform included two previously tested patients’
samples using the Xpert Xpress assay, one with high a Ct value 30.8 for N2 and another with low
Ct value of 19.3 (i.e. high viral load). Both samples were diluted 1:2, 1:5, 1:10, 1:20, 1:50 and
1:100 in VTM. All the dilutions were tested separately on both platforms.
Assessment of performance of Abbott ID NOW on NP samples transported in VTM. This
included 15 sequential NP specimens submitted in VTM by our Emergency Department from
patients with suspected COVID-19 disease. Each specimen was tested on both, the Cepheid
GeneXpert and Abbott ID NOW platforms.
Determining Abbott ID NOW performance according to N2 Ct values obtained by the
Cepheid Xpert Xpress assay. For this analysis, rather than using specimen dilution to simulate
a series of decreasing viral loads, a set of 8 previously tested specimens in the Xpert Xpress assay
were selected with increasing N2 Ct values ranging from 32.6 to 41.8. All samples were tested on
the ID NOW platform and the results compared to those previously obtained on the Cepheid
GeneXpert.
7
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For all the comparisons mentioned above, all samples were nasopharyngeal swabs transported to
the lab in VTM. In response to our findings of lower sensitivity of the ID NOW compared to the
GeneXpert, Abbott communicated to us that despite the indications in the package insert, their
assay was not optimized for testing nasopharyngeal swabs in VTM; the best performance would
be from dry nasal swabs obtained at the point of care (POC). They indicated that they would be
modifying their package insert to reflect this change (ID NOW COVID-19 Product Insert,
IN190000 Rev.3 2020/04:6-8.). Since the Abbott ID NOW rapid results feature was regarded as a
worthwhile advantage over our other assays in use, we compared dry nasal swab (both nares) tested
on the Abbott platform versus NP in VTM tested on the Cepheid platform. Both samples were
obtained in parallel from patients with suspected COVID-19, seen at the NYU Langone Health
Tisch Hospital Emergency Department. Although Abbott indicated that the dry swab could be
transported in the same sleeve in which the swabs were packaged, we considered the safety of this
modality and chose a sterile tube instead. A total of 101 paired samples collected during 12 hour
shifts over 3 consecutive days were included. Ninety-three percent of the samples were transported
to the laboratory within 1 hour for testing, the remainder within 2 hours. Testing at the point of
care was not practical.
Statistical analysis
Qualitative Method Comparison was performed using EP Evaluator (Data Innovations, VT 05403)
and correlation coefficient using Excel 2010.
Results
Results of the initial verification of the Abbott ID NOW revealed that it performed well with
respect to the reference method when a specimen (Sample 1) with low N2 CT value (9.3) was
progressively diluted up to 1:100., but this was not the case for Sample 2 with had an initial higher
8
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N2 Ct value (30.8) (Table 1). Decreased sensitivity was noted at 1:10 dilution level (approximated
Ct=33.8) and beyond with only a 33% agreement at 1:100 (approximated Ct value of 36.8).
Comparison of results obtained on 15 sequential NP specimens submitted in VTM by our
Emergency Department produced 5 false-negative results by Abbott ID NOW (33.3%) (Table 2).
The Cepheid N2 Ct values of the discordant specimens ranged from 36.3 to 44.3.
In order to confirm that the lower sensitivity of the Abbott ID NOW platform was related to the
Ct value obtained on the GeneXpert Dx, we used a series of previously tested NP specimens with
increasing N2 Ct values (Table 3). Similar to the dilution studies, the performance of the Abbott
ID NOW started to decline as the N2 Ct values increased throughout the series, although at a higher
Ct value (38.0) than that seen in our previous comparisons (~ 33.8, 36.3, respectively). That is,
beyond a Ct value of 38, ID NOW performance became increasingly less reliable.
The distribution of the Ct values of 1439 positive samples previously tested in the Xpert Xpress
over the previous 1 ½ months in our laboratory revealed that 15.1% of total positive samples had
Ct values above 38 (data not shown).
For the dry nasal swabs versus NP samples in VTM we included samples from 101 Emergency
Department patients (age 28-90) with suspected COVID (onset of symptoms 1 day to 1 month).
Patients were sampled twice during the same encounter using a nasal dry swab of both nares and
a NP specimen submitted in VTM. As seen in Table 4, the Abbott ID NOW using dry nasal swabs
detected 51.6% (16 of 31 positive samples detected by Cepheid Xpert Xpress). The remaining 15
samples were falsely negative. The sensitivity of the Abbott ID NOW platform according to the
N2 Ct values obtained with the Cepheid Xpert Xpress is shown in Table 5. All 6 dry nasal swabs
with their corresponding NP in VTM having a N2 Ct value of <33.5 by Cepheid tested positive by
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Abbott ID NOW. But sensitivity of Abbott ID NOW was 45% (5 of 11) and 35.7% (5 of 14) when
N2 Ct values obtained by Xpert Xpress were between 33.7 and 38, and >38, respectively.
There was no correlation between N2 Ct and days of onset of symptoms (R2 = 0.097). Sixteen of
the 31 patients whose samples tested positive for SARS-CoV2 RNA by Xpert Xpress were
admitted; 6 of these patients had negative results when tested by Abbott ID NOW.
Discussion
The urgency of the COVID-19 pandemic and the United States government’s subsequent use of
the Federal Authorization Act has placed an unusual onus of responsibility on the clinical
laboratories to substantiate the clinical value and performance of the COVID-related tests they
introduce. Accurate diagnostic testing and subsequent isolation of sick individuals is crucial to
mitigating continued infectious transmission. Therefore, assay sensitivity must be evaluated on the
many newly available COVID-19 testing platforms to minimize the public health risks that come
with false negative results.
Our study used several approaches in an attempt to validate the rapid testing methodology by
Abbott ID NOW COVID-19 in comparison to Cepheid Xpert Xpress SARS-CoV-2. The appeal
of the Abbott technology stemmed from our intention to provide rapid and accurate results in our
institution, especially for our Emergency Department.
Our results showed progressively more false negative results with lower viral load (higher N2 Ct
values) as determined by Cepheid, but this was not consistent; there were samples testing positive
by Abbott platform even when N2 Ct values were above 38 when we did the parallel comparison
of dry nasal swabs versus NP samples in VTM. A study from Northwell Health has shown similar
discordant results comparing these two assays, with ID NOW COVID-19 producing 7 false
10
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negatives out of 107 nasopharyngeal samples, resulting in a sensitivity of 87.7% compared to
98.3% on Xpert Xpress SARS-CoV-2. Their study however, used NP swabs transported in VTM,
which the manufacturer claims decreases the sensitivity of their assay. These authors also
determined that the GeneXpert had the lowest limit of detection at 100 viral copies/mL, while the
ID NOW had a limit of detection of 20,000 copies/mL (9) which is well above the limit of
detection stated in the Abbott ID NOW COVID-19 package insert (125 viral copies/mL).
Using a larger sample size, preliminary studies at the Cleveland Clinic also revealed a lower
sensitivity for the Abbott ID NOW, with a false negative rate of 14.8%. However, the samples
were all stored in viral transport media (10). Although the initial Abbott package insert had stated
that 0.5 to 3.0 mL of viral transport media was acceptable for use in their assay, it also
recommended minimizing dilution of the sample is as it may result in decreased test sensitivity.
The use of dry swabs is now recommended by the manufacturer for optimal test performance. To
investigate potential improvement in test performance resulting from this change, we evaluated
the use of dry nasal swab and NP in VTM obtained in parallel on ED patients. Contrary to
manufacturer expectations, our parallel study showed that the sensitivity of Abbott ID NOW using
dry swabs (51.6%), was actually lower than when using viral transport media (66.7%) as seen from
our earlier study of ED samples.
The literature provides no strong consensus regarding the influence of transport medium and
storage conditions on viral load stability. One study looking at differing viral transport media and
storage conditions using the Quest and Roche EUA assays showed consistent detection of SARSCoV-2 RNA after 7 days at room temperature, and up to 14 days refrigerated or frozen. (11) The
SARS-COV-2 ID-NOW package insert also directs clinicians to test swabs as soon as possible
after collection, and if not possible, to hold it in its original package no more than two hours prior
11
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to testing. Outside of inpatient hospital laboratories, such as in outpatient point-of-care testing,
independent validation should be performed to assess performance in different settings, including
pre-analytic variables.
Extrapolating from our results from 101 patient samples, if the Abbott-ID-NOW COVID-19 assay
were to be used as a first step screening, confirmation of over 80% of the tested samples would be
required to be confident that the negative results are truly negative. While there was one apparent
false-positive result in our parallel study, the overall high PPV (94.1%) and specificity (98.6 %)
do support the added value that in 5 -13 minutes a positive result can be interpreted as a true
positive. We could not confirm that the apparent false positive result obtained with the Abbott ID
NOW was due to sampling variability.
Based on our findings we could argue that the Abbott ID NOW detects samples with high viral
load or possibly viable virus that could be of importance for transmission. But, the fact that it
misses positive samples on patients being admitted to the hospital with clinical picture of COVID19 makes this technology unacceptable in our clinical setting. Recent reports indicate that
mutations in the RdRp domain have been emerging (12). It is unknown at this point if the genomic
region targeted by the Abbott assay has changed significantly as the virus is spreading throughout
the world.
Limitations of our study include relatively small sample size, inability to control for sampling
variabilities, time of transport of dry swabs and testing being conducted in the clinical laboratory,
rather than point-of-care setting as Abbott ID NOW platform is intended.

Conclusion
12

bioRxiv preprint doi: https://doi.org/10.1101/2020.05.11.089896. this version posted May 12, 2020. The copyright holder for this preprint (which
was not certified by peer review) is the author/funder. All rights reserved. No reuse allowed without permission.

Overall, our study revealed low sensitivity with high false negative results by Abbott ID NOW
platform irrespective of use of viral transport media, which raises concern regarding the
performance of the assay and its suitability as a diagnostic tool for symptomatic patients. The
resolution could be to reflex all negative results for confirmation by a method with higher
sensitivity. However, such requirement would, except for positives, severely diminish the value of
the rapid results of the assay.
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Tables
Table 1: Initial verification of Abbott ID Now. Positive Agreement* when testing two
progressively diluted patient specimens with low and higher N2 Ct values
Patient Specimen**

Dilution

Replicate runs

Abbott Results in
Agreement with
Reference Method

Sample 1

1:2

1

1 (100%)

Sample 1

1:5

1

1 (100%)

Sample 1

1:10

4

4 (100%)

Sample 1

1:20

3

3 (100%)

Sample 1

1:50

2

2 (100%)

Sample 1

1:100

2

2 (100%)

Sample 2

1:2

1

1 (100%)

Sample 2

1:5

1

1 (100%)

Sample 2

1:10

4

3 (75%)

Sample 2

1:20

4

2 (50%)

Sample 2

1:50

3

2 (67%)

Sample 2

1:100

3

1 (33%)

* All samples dilutions were detected by Cepheid Xpert Xpress
**Sample 1 Cepheid N2 Ct: 19.3 (undiluted). Sample 2 Cepheid N2 Ct 30.8 (undiluted).
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Table 2. Results of sequential nasopharyngeal specimens submitted in VTM from the Emergency
Department tested on both Abbot ID NOW and Cepheid GeneXpert for SARS CoV-2 RNA
Sample ID

Abbott IDNOW Result*

Cepheid Result

N2 Ct

E Ct

1

Negative

Positive

43.1

0.0

2

Negative

Positive

40.7

37.0

3

Positive

Positive

32.4

29.0

4

Positive

Positive

32.3

30.3

5

Positive

Positive

18.2

16.2

6

Positive

Positive

31.6

28.5

7

Positive

Positive

35.1

31.3

8

Negative

Positive

44.1

0.0

9

Negative

Positive

44.3

0.0

10

Positive

Positive

29.7

27.1

11

Positive

Positive

27.6

26.2

12

Positive

Positive

19.7

17.5

13

Positive

Positive

18.6

16.2

14

Negative

Positive

36.3

33.3

15

Positive

Positive

23.7

26.5

* 5/15 False Negative (33.3%)
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Table 3. Abbott ID NOW Results according to Xpert Xpress N2 Ct values
Sample ID

Cepheid N2 Ct

Test Runs

value

Abbott IDNOW

Results in

Result

Agreement with
Ref Method

1

32.6

1

Positive

Yes

2

34.8

1

Positive

Yes

3

35.1

1

Positive

Yes

4

37.1

1

Positive

Yes

5

38.0

3

Neg/Pos/Pos

1/3 (67%)

6

39.2

2

Pos/Pos

2/2 (100%)

7

40.2

2

Pos/Neg

1/2 (50%)

8

41.8

2

Neg/Neg

0/2 (0%)
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Table 4. Comparison of results obtained using Abbott ID NOW and Xpert Xpress on 101
patients seen at the ED who had paired nasal dry swabs and NP samples in VTM
Negative Cepheid

Positive Cepheid

Total

69

15

84

1

16

17

70

31

101

Negative
Abbott ID NOW
Positive
Abbott ID NOW
Total

Agreement: 84.2% (75.8 – 90.0%)
Sensitivity: 51.6% % (34.8 - 68.0%)
Specificity: 98.6% (92.3 - 99.7%)
95% Confidence Interval calculated by the “Score” Method
PPV: 94.1%
NPV = 82.1%
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Table 5. Comparison of Abbott ID NOW results using dry nasal swabs in a total of 31 testing
positive by Cepheid Xpert Xpress using NP in VTM according the N2 Ct values
Number

Abbott positive result (%)

Cepheid N2 Ct ≤33.5

6

6 (100%)

Cepheid N2 Ct ≥ 33.7-38

11

5 (45%)

Cepheid N2 Ct >38

14

5 (35.7%)
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ABBOTT RELEASES INTERIM CLINICAL STUDY DATA ON ID
NOW COVID-19 RAPID TEST SHOWING STRONG
AGREEMENT TO LAB-BASED MOLECULAR PCR TESTS
- Urgent care clinic study shows ID NOW test performance of ≥94.7% positive agreement (sensitivity)
and ≥98.6% negative agreement (specificity) compared to lab-based PCR reference tests
- The Everett Clinic study shows 91.3% positive agreement and 100% negative agreement
- Ongoing study of hospitalized and nursing home patients tested with late symptom onset shows
≥83.3% positive agreement and ≥96.5% negative agreement
- Abbott's studies suggest ID NOW performs best in patients tested earlier post symptom onset
- ID NOW delivers results in minutes rather than days and is helping reduce the spread of infection by
detecting more positive patients faster than would otherwise be the case
ABBOTT PARK, Ill., May 21, 2020 /PRNewswire/ -- Abbott (NYSE: ABT) announced today an interim
analysis of an ongoing multi-site clinical study in urgent care clinics that indicates its ID NOW
COVID-19 rapid test is showing strong agreement to lab-based molecular polymerase chain reaction
(PCR) instruments. The interim results are demonstrating ID NOW COVID-19 test performance is
≥94.7% in positive agreement (sensitivity) and ≥98.6% negative agreement (specificity) when
compared to two different lab-based PCR reference methods.
Data from this, as well as two other Abbott-sponsored studies – The Everett Clinic in Washington and
an ongoing study of hospitalized and nursing home patients – suggest ID NOW performs best in
patients tested earlier post symptom onset, when they are most likely to go for care. In these studies,
ID NOW was used as intended with variations in patient populations based on the number of days a
patient was tested after first experiencing symptoms.
"We're pleased that ID NOW is delivering on what it was designed to do – quickly detect the virus in
people who need to know now if they're infected," said Philip Ginsburg, M.D., senior medical director,
infectious disease, Rapid Diagnostics, Abbott. "This is great news for people who are experiencing
symptoms and want to take action before they infect others, reducing the spread of infection in
society."
"These new interim results reflect what we're hearing from hundreds of our customers, which is that
they're seeing results with positive rates from ID NOW that are at, or above, their local COVID-19
infection rates," continued Dr. Ginsburg. "This tells us that ID NOW is performing comparable to
molecular laboratory tests in detecting the virus."
Urgent Care Clinic Study
In 256 subjects enrolled to date, ID NOW has identified 29 of 29 positive samples (100% positive
agreement) and 226 of 227 negative samples (99.6% negative agreement) when compared to a
commonly-used lab-based molecular PCR assay (the Roche cobas® SARS-CoV-2 assay).
In parallel, ID NOW has demonstrated 94.7% positive agreement and 98.6% negative agreement
compared to the Centers for Disease Control (CDC) 2019-Novel Coronavirus (COVID-19) Real-Time
RT-PCR Diagnostic Panel. In comparison, Roche has demonstrated 95.0% positive agreement and
98.7% negative agreement when compared to the CDC assay.
In these subjects, the mean number of days from symptom onset is 4.1 days with 90% of subjects
tested within 7 days post symptom onset, when patients typically show up for care.
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"This corresponds to what my colleagues and I are seeing every day when using ID NOW, which is that
it combines strong sensitivity and specificity with rapid results so that we can provide immediate
information and care," said Warren Wollin, D.O., senior medical director, Physicians Immediate Care,
who is not affiliated with this study. "It is a powerful tool for near-patient testing and is essential to us
in helping reduce the spread of this virus."
The ongoing study is examining ID NOW COVID-19 test performance at five urgent care clinics (New
Jersey, Tennessee, Louisiana, Texas and South Carolina). This is one of the first studies conducted on
the ID NOW COVID-19 test in a real-world setting as it is intended to be used, compared with other
studies that have used banked or retained samples.
The Everett Clinic Study
These interim results are consistent with results from a 955 subject study (763 symptomatic and 192
asymptomatic) presented last week in an Association for Molecular Pathology webinar by Yuan-Po Tu,
M.D., of The Everett Clinic in Washington in a similar setting, which showed 91.3% positive agreement
(sensitivity) and 100% negative agreement (specificity greater than 99.5% at the lower confidence
limit) for ID NOW compared to lab-based PCR assays.
Study with Hospitalized and Nursing Home Patients
Abbott is conducting another ongoing study looking at ID NOW's performance compared to two labbased reference methods in nursing home and hospitalized settings later in post symptom onset than
the populations in the urgent care and The Everett Clinic settings.
In an interim analysis, the mean number of days from symptom onset is 12.2 days with more than
68% presenting with ≥8 days post symptom onset. In comparison, the Everett study mean was 9.7
days post symptom onset and the urgent care clinic at 4.1 days post symptom onset.
In the hospitalized and nursing home analysis to date, ID NOW has shown 85.7% positive agreement
and 97.6% negative agreement compared to the CDC assay, and 83.3% positive agreement and 96.5%
negative agreement when compared to Hologic's Panther Fusion® SARS-CoV-2 test. In comparison,
the Hologic assay has demonstrated 91.8% positive agreement and 98.2% negative agreement when
compared to the CDC assay.
Data from these studies suggest ID NOW performs best in people tested earlier after they first begin
experiencing symptoms. This is consistent with a recent study published in the Annals of Internal
Medicine, where researchers from Johns Hopkins found that even the most sensitive lab-based
molecular tests can have false negatives when viral load levels are ramping down, near the end of the
infection cycle when viral load winds down and patients may no longer be infectious.
Abbott will report full results from these studies when the studies and analyses are completed.
About the ID NOW™ Point-of-Care Molecular Platform
First introduced in 2014, ID NOW is the leading molecular point-of-care platform for Influenza A & B,
Strep A and RSV testing in the U.S.
ID NOW is a rapid, instrument-based, isothermal system for the qualitative detection of infectious
diseases. Its unique isothermal nucleic acid amplification technology provides molecular results in just
minutes, allowing clinicians to make evidence-based clinical decisions during a patient visit.
About Abbott
Abbott is a global healthcare leader that helps people live more fully at all stages of life. Our portfolio
of life-changing technologies spans the spectrum of healthcare, with leading businesses and products
in diagnostics, medical devices, nutritionals and branded generic medicines. Our 107,000 colleagues
serve people in more than 160 countries.
https://abbott.mediaroom.com/2020-05-21-Abbott-Releases-Interim-Clinical-Study-Data-on-ID-NOW-COVID-19-Rapid-Test-Showing-Strong-Agreeme…

2/3

5/22/2020

Abbott Releases Interim Clinical Study Data on ID NOW COVID-19 Rapid Test Showing Strong Agreement to Lab-Based Molecular PCR…

Connect with us at www.abbott.com, on LinkedIn at www.linkedin.com/company/abbott-/, on
Facebook at www.facebook.com/Abbott and on Twitter @AbbottNews and @AbbottGlobal.
The ID NOW COVID-19 EUA has not been FDA cleared or approved. It has been authorized by the
FDA under an emergency use authorization for use by authorized laboratories and patient care
settings. The test has been authorized only for the detection of nucleic acid from SARS-CoV-2, not for
any other viruses or pathogens, and 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.
SOURCE Abbott
For further information: Abbott Media: John Koval, (224) 668-5355; Darcy Ross, (224) 667-3655;
Abbott Investor Relations: Laura Dauer, (224) 667-2299
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