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Introduction

This guideline addresses in-vitro diagnostic testing for the respiratory virus SARS-CoV-
2 including: 1) nucleic acid testing (NAT) and 2) antigen testing. 

Procedures addressed 

The inclusion of any procedure code in this table does not imply that the code is under 
management or requires prior authorization. Refer to the specific Health Plan's 
procedure code list for management requirements. 

Procedure addressed by this guideline Procedure code(s)

2019-ncov coronavirus, sars-cov-2/2019-
ncov (COVID-19), any technique, multiple 
types or subtypes (includes all targets), 
non-CDC 

U0002 

2019-nCoV Coronavirus, SARS-CoV-
2/2019-nCoV (COVID-19), any technique, 
multiple types or subtypes (includes all 
targets), non-CDC, making use of high 
throughput technologies as described by 
CMS-2020-01-R. 

U0004

BioFire Respiratory Panel 2.1 including 
SARS-CoV-2 

0202U

CDC 2019 novel coronavirus (2019-ncov) 
real-time RT-PCR diagnostic panel 

U0001 

Infectious agent antigen detection by 
immunoassay with direct optical 
observation, not otherwise specified. 

87899 

Infectious agent antigen detection by 
immunoassay technique, (e.g., enzyme 
immunoassay [EIA], enzyme-linked 
immunosorbent assay [ELISA], 
immunochemiluminometric assay [IMCA]) 
qualitative or semiquantitative, multiple-
step method; severe acute respiratory 
syndrome coronavirus (e.g., SARS-CoV, 
SARS-CoV-2 [COVID-19]). 

87426
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Procedure addressed by this guideline Procedure code(s)

Infectious agent detection by nucleic acid 
(DNA or RNA); severe acute respiratory 
syndrome coronavirus 2 (SARS-CoV-2) 
(Coronavirus disease [COVID-19]), 
amplified probe technique (full) 

87635

Infectious agent detection by nucleic acid 
(DNA or RNA); severe acute respiratory 
syndrome coronavirus 2 (SARS-CoV-2) 
(Coronavirus disease [COVID-19]) and 
influenza virus types A and B, multiplex 
amplified probe technique 

87636

Infectious agent detection by nucleic acid 
(DNA or RNA); severe acute respiratory 
syndrome coronavirus 2 (SARS-CoV-2) 
(Coronavirus disease [COVID-19]), 
influenza virus types A and B, and 
respiratory syncytial virus, multiplex 
amplified probe technique 

87637 

Infectious agent antigen detection by 
immunoassay with direct optical (ie, 
visual) observation; severe acute 
respiratory syndrome coronavirus 2 
(SARS-CoV-2) (Coronavirus disease 
[COVID-19]) 

87811

Infectious agent detection by nucleic acid 
(DNA or RNA); severe acute respiratory 
syndrome coronavirus 2 (SARS-CoV-2) 
(Coronavirus disease [COVID-19]), 
amplified probe technique, making use of 
high throughput technologies as described 
by CMS-2020-01-R. 

U0003

Infectious disease (bacterial or viral 
respiratory tract infection), pathogen-
specific nucleic acid (DNA or RNA), 22 
targets including severe acute respiratory 
syndrome coronavirus 2 (SARS-CoV-2), 
qualitative RT-PCR, nasopharyngeal 
swab, each pathogen reported as 
detected or not detected. 

0223U
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Procedure addressed by this guideline Procedure code(s)

Infectious disease (bacterial or viral 
respiratory tract infection) pathogen-
specific DNA and RNA, 21 targets, 
including severe acute respiratory 
syndrome coronavirus 2 (SARS-CoV-2), 
amplified probe technique, including 
multiplex reverse transcription for RNA 
targets, each analyte reported as detected 
or not detected 

0225U

Infectious disease (viral respiratory tract 
infection), pathogen-specific RNA, 3 
targets (severe acute respiratory 
syndrome coronavirus 2 [SARS-CoV-2], 
influenza A, influenza B), upper 
respiratory specimen, each pathogen 
reported as detected or not detected 

0240U

Infectious disease (viral respiratory tract 
infection), pathogen-specific RNA, 3 
targets (severe acute respiratory 
syndrome coronavirus 2 [SARS-CoV-2], 
influenza A, influenza B), upper 
respiratory specimen, each pathogen 
reported as detected or not detected 

0241U

What is SARS-CoV-2 

Definition

SARS-CoV-2 is a coronavirus that causes the severe respiratory disease COVID-
19. Coronaviruses have also been responsible for similar severe respiratory diseases, 
including Middle East Respiratory Syndrome (MERS), caused by the MERS-CoV virus, 
and Severe Acute Respiratory Syndrome (SARS), caused by the SARS-CoV virus.1 

Common signs and symptoms of COVID-19 include fever, cough, shortness of breath, 
chills, muscle pain, fatigue, sore throat, headache, congestion, runny nose, new loss of 
taste or smell, nausea, vomiting, and diarrhea.2 In addition, COVID-19 may be 
associated with thrombotic disorders, including stroke. COVID-19 has also been 
associated with Multisystem Inflammatory Syndrome in Children (MIS-C), a multi-
organ, inflammatory disease that can occur weeks after the initial infection with SARS-
CoV-2.3 

The clinical course of COVID-19 is variable and ranges broadly from asymptomatic 
infection to severe respiratory failure leading to death.2 Older people and those with 
underlying conditions are more likely to have serious disease. These underlying 
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conditions include cancer, diabetes, heart conditions, chronic obstructive pulmonary 
disease (COPD), chronic kidney disease, sickle cell disease, Down syndrome, 
pregnancy, obesity (body mass index [BMI] of 30 kg/m2 or higher), smoking, and 
immunosuppression related to solid organ transplants.4,5 Patients who survive 
particularly serious disease courses can take many weeks to recover.6 

The 2019-2020 COVID-19 Pandemic 

The United States (US) Centers for Disease Control and Prevention (CDC) maintains 
current information about the COVID-19 pandemic caused by the SARS-CoV-2 
virus.7 The SARS-CoV-2 virus responsible for causing this severe respiratory disease 
is a coronavirus that emerged in China in late 2019 and rapidly became pandemic, with 
the first cases in the US likely occurring in January 2020.8 While having dissemination 
and symptoms similar to other respiratory viruses, such as influenza, SARS-CoV-2 
spread faster in an immunologically naïve population and had a higher death rate--
particularly in the elderly.5 Effectively controlling the spread of the virus, in part, 
requires aggressive case finding through laboratory testing, especially when other 
respiratory viruses are highly prevalent. 

Test Information 

Introduction

In-vitro laboratory testing is foundational to the diagnosis of COVID-19. CT scans and 
other diagnostic assessments have also been found to be useful. Clinical laboratory 
testing for SARS-CoV-2 is performed using standard methods for respiratory viral 
detection.9 Most of the current tests developed in clinical laboratories or by test 
manufacturers have followed methods commonly used in the detection of other 
respiratory viruses. 

Pandemic Period 

Because of the rapid onset of the COVID-19 pandemic, and the Food and Drug 
Administration’s Emergency Use Authorization, performance validation data for all 
circumstances and clinical situations is not robust. This limitation is mitigated by the 
use of standard test systems, initial deployment in sophisticated laboratories, and a 
rapidly expanding testing experience in the United States.10 

Nucleic Acid Testing (NAT) for SARS-CoV-2 

The earliest reports of open system testing via PCR amplification of gene sequences 
specific to this virus demonstrated high specificity.11 Standardized test methodology 
was proposed by the World Health Organization (WHO) and subsequently by the 
CDC.10 Laboratory developed tests (LDT) emerged rapidly and were adapted to higher 
throughput instrumentation, allowing testing to be done using instruments already in 
place in many laboratories. Performance data for all testing platforms (other than in-
laboratory validation) is not part of the United States Food and Drug Administration 

©2021 eviCore healthcare. All Rights Reserved. 4 of 18
400 Buckwalter Place Boulevard, Bluffton, SC 29910 (800) 918-8924 www.eviCore.com    

   
   

 S
A

R
S

-C
o

V
-2

http://www.eviCore.com/


Lab Management Guidelines V2.0.2021

(FDA) Emergency Use Authorization (EUA) data, but comparative data is emerging 
and supports the use of these established testing-platforms.12 In general, the testing 
methods are the same as those already in use.

Both the sensitive NAT methods and antigen tests depend on a properly collected 
specimen from the respiratory tract.13 Both upper and lower respiratory specimens are 
suitable for testing. Lower respiratory tract samples appear to yield higher test 
sensitivity. Saliva is also a suitable specimen type.14 While the virus may be detected in 
stool and blood, these specimens do not currently provide the consistent sensitivity 
necessary for reliable diagnosis and management, and they are not on the CDC list of 
recommended specimens.13,15 

Dual infections, consisting of SARS-CoV-2 and another respiratory virus may occur. A 
recent US study suggests that co-infection occurs in about 20% of patients with 
COVID-19.16 Thus, testing for SARS-CoV-2 is often indicated in patients infected with a 
different respiratory virus.15,17 The impact of simultaneous infection with multiple viruses 
on clinical course is unknown.

The timing of the detection of SARS-CoV-2 by NAT has been summarized by He and 
colleagues. High viral loads were detected before and during symptom onset and then 
viral loads declined until virus was undetectable by 21 days after symptom onset. 
There is a high degree of variability between patients and many turn negative earlier, 
between 7 and 14 days after symptom onset.18 Thus, patients who present for 
healthcare later in the course of illness might be negative for COVID-19 by NAT. These 
patients could benefit potentially from antibody testing to assess their COVID-19 status 
[See sections below on antibody testing].19 

Antigen Testing 

Antigen testing for respiratory pathogens consists of testing for specific viral 
proteins.9 Like NAT testing, antigen testing in respiratory specimens has a long history 
of use. Antigen testing is often less expensive than NAT testing and it is often deployed 
on rapid, point-of-care devices, making it suitable for doctor’s offices and remote 
locations lacking easy access to a reference laboratory. The World Health Organization 
(WHO) has described the promise of antigen tests for SARS-CoV-2:20

 “If any of the antigen detection tests that are under development or commercialized 
demonstrate adequate performance, they could potentially be used as triage tests 
to rapidly identify patients who are very likely to have COVID-19, reducing or 
eliminating the need for expensive molecular confirmatory testing.” 

Compared to NAT, antigen testing tends to have lower sensitivity. The American 
Association for Clinical Chemistry (AACC) in its compendium of clinical laboratory 
testing compares and contrasts antigen-based methods with molecular methods for 
respiratory virus detection:9

 “The rapid tests and antigen tests are quicker, but they may not be as good at 
detecting infections as molecular methods. Many laboratories are adopting 
molecular tests that detect genetic material of microbes as the preferred way to 
diagnose a respiratory infection.” 
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The FDA anticipates that it will continue to authorize antigen testing for SARS-CoV-2:21

  “The FDA has issued an EUA for an antigen test and anticipates more will be 
authorized soon. “ (EUA=Emergency Use Authorization) 

Antibody Testing 

Testing for antibodies to SARS-CoV-2 are used mainly to determine if a patient has 
been previously infected.20 Most clinical tests on the market detect antibodies to the 
SARS-CoV-2 spike protein or the nucleocapsid protein. The timing of IgM vs. IgG 
antibodies, as well as the time antibodies are first detectable, is variable.22,23 In general, 
the immune response usually begins 4-5 days after infection with >90% of patients 
developing IgM or IgG antibodies between 11-24 days. A summary of the antibody 
response has been described by Torres and Rinder (2020):24

 “As a result, we now know that individuals with symptomatic SARS-CoV-2 infection 
will generally not have detectable antibodies to SARS-CoV-2 within the first 7 days 
of the onset of symptoms… The majority of hospitalized SARS-CoV-2-infected 
individuals with confirmed viral RNA will have detectable IgG antibodies 14 days, 
and more certainly 28 days, after the onset of symptoms with assay sensitivity and 
specificity in the high 90 percents…” 

High levels of neutralizing antibodies against the SARS-CoV-2 spike protein are 
required to offer significant protection against COVID-19 reinfection.25 An interim 
analysis from the Sarscov2 Immunity & Reinfection Evaluation (SIREN) study showed 
previous infection with the SARS-CoV-2 virus provided immunity for at least 5 
months.26 The study suggested that antibodies from individuals who had recovered 
from COVID-19 provided at least 83% protection against reinfection compared with 
people who had not had the disease before.

The quality of initial antibody test offerings has varied significantly.27 Low quality assays 
tend to have low specificity, meaning that they have a high false positive rate. A variety 
of factors, including the detection of other coronaviruses, causes low specificity.24,27,28 
Highly specific serological tests will be required to distinguish SARS-CoV-2 infection 
from previous infections from other coronaviruses. Fortunately, evidence from past 
emerging human coronaviruses, such as MERS and SARS-CoV-1, suggests low false 
positivity from cross-reaction with endemic human coronaviruses.26 

Blood circulating antibodies are detected by a variety of immunoassays. The higher 
quality assays involve high-throughput, automated testing platforms. Antibody titers 
themselves, however, do not necessarily translate to protective immunity. There are 
multiple antibody measurements, including IgG and IgM, which may correlate with 
immunity. Additional challenge studies are required to ascertain which antibody 
response best identifies protection against SARS-CoV-2 reinfection.26 
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Information on Emergency Use Authorization (EUA) by the Food and Drug 
Administration 

The United States Food and Drug Administration (FDA) exercises Emergency Use 
Authorization (EUA) to make medical products, including laboratory tests, available 
during public health emergencies when there are no FDA-approved alternatives 
available. There are several regulations and laws that govern EUA designations that 
have been enacted over the years:21,29-31

 “The Emergency Use Authorization (EUA) authority allows FDA to help strengthen 
the nation’s public health protections against CBRN [chemical, biological, 
radiological, and nuclear] threats by facilitating the availability and use of MCMs 
[medical countermeasures] needed during public health emergencies.  

 Under section 564 of the Federal Food, Drug, and Cosmetic Act (FD&C Act), the 
FDA Commissioner may allow unapproved medical products or unapproved uses of 
approved medical products to be used in an emergency to diagnose, treat, or 
prevent serious or life-threatening diseases or conditions caused by CBRN threat 
agents when there are no adequate, approved, and available alternatives.

 Section 564 of the FD&C Act was amended by the Project Bioshield Act of 
2004 and was further amended by the Pandemic and All-Hazards Preparedness 
Reauthorization Act of 2013 (PAHPRA), the 21st Century Cures Act of 2016, 
and Public Law 115-92 of 2017”.

During the COVID-19 pandemic, the FDA has made available the following in-vitro 
diagnostic (IVD) tests under EUA: molecular DNA tests, serologic (antibody) tests, and 
viral antigen tests. An IVD test made available under an EUA:31

 “…has not undergone the same type of review as an FDA-approved or cleared IVD. 
FDA may issue an EUA when certain criteria are met, which includes that there are 
no adequate, approved, available alternatives, and based on the totality of scientific 
evidence available, it is reasonable to believe that this IVD may be effective.  …[it] 
is in effect for the duration of the COVID-19 declaration justifying emergency use of 
IVDs, unless terminated or revoked (after which the test may no longer be used).” 

The EUA permission period is limited by the FDA:30

 “This EUA will be effective until the declaration that circumstances exist justifying 
the authorization is terminated under section 564(b)(2) of the Act or the EUA is 
revoked under section 564(g) of the Act.” 

Guidelines and Evidence 

Introduction

This section includes relevant guidelines and evidence pertaining to testing for SARS-
CoV-2 (COVID-19).
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SARS-CoV-2 NUCLEIC ACID TESTING 

This is the method of choice for diagnosing acute COVID-19 disease:20,32,33

 “Molecular (e.g. PCR) testing of respiratory tract samples is the recommended 
method for the identification and laboratory confirmation of COVID-19 cases”20 

Regarding who should receive testing, the CDC gives flexibility to states, localities, and 
individual practitioners to respond to patient and community specific needs. 

The CDC outlines which individuals are appropriate to test for suspected COVID-19 
infection:33

 If you have signs or symptoms consistent with COVID-19 

 If you have been in close contact (less than 6 feet for a total of 15 minutes or more) 
with documented SARS-CoV-2 infection and do not have symptoms 

 If you are in a high SARS-CoV-2 transmission zone and attended a public or private 
gathering of more than 10 people (without universal mask wearing and/or physical 
distancing) 

 If you work in a nursing home 

 If you live in or receive care in a nursing home

 If you are a critical infrastructure worker, healthcare worker, or first responder 

 For public health reasons, your public health official(s) or healthcare provider may 
advise specific people, or groups of people, to be tested 

Occasionally, a person will need to be retested within a few days of a negative test as 
the virus may not be detected in the early stages of infection.34 In this case an 
additional sample must be obtained. 

SARS-CoV-2 Antigen Testing 

The potential advantages and disadvantages of antigen testing for SARS-CoV-2 has 
been described by the FDA:31

 “Antigen tests detect one or more specific proteins from a virus particle. All 
currently-authorized antigen tests are POC tests and provide results in less than an 
hour. Antigen tests tend to be highly specific but are typically less sensitive than 
molecular tests. However, because antigen tests can generally be produced at a 
lower cost than molecular tests and have a simpler design, antigen tests could 
scale to test millions of individuals per day.” 

 While antigen tests for viral proteins that are part of the SARS-CoV-2 virus are very 
specific for the virus, they are less sensitive than nucleic acid tests. This means that 
a positive result is highly accurate, but there is a higher chance of false negatives—
so a negative result does not rule out infection. Negative results from an antigen 
test may need to be confirmed with a nucleic acid test prior to making treatment 
decisions. 
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The World Health Organization (WHO, 2020) has described a number of problems with 
rapid antigen tests: The WHO states:20

 “One type of rapid diagnostic test (RDT) detects the presence of viral proteins 
(antigens) expressed by the COVID-19 virus in a sample from the respiratory tract 
of a person…. 

 How well the tests work depends on several factors, including the time from onset 
of illness, the concentration of virus in the specimen, the quality of the specimen 
collected from a person and how it is processed, and the precise formulation of the 
reagents in the test kits. Based on experience with antigen-based RDTs for other 
respiratory diseases such as influenza, in which affected patients have comparable 
concentrations of influenza virus in respiratory samples as seen in COVID-19, the 
sensitivity of these tests might be expected to vary from 34% to 80%... 

 Based on this information, half or more of COVID-19 infected patients might be 
missed by such tests, depending on the group of patients tested. These 
assumptions urgently require further study to understand whether they are 
accurate. Additionally, false-positive results – that is, a test showing that a person is 
infected when they are not – could occur if the antibodies on the test strip also 
recognize antigens of viruses other than COVID-19, such as from human 
coronaviruses that cause the common cold….” 

Because of these problems, WHO does not recommend the use of rapid antigen 
detection tests for SARS-CoV-2 in clinical care, stating:20

 “With the limited data now available, WHO does not currently recommend the use 
of antigen-detecting rapid diagnostic tests for patient care, although research into 
their performance and potential diagnostic utility is highly encouraged.” 

SARS-CoV-2 Antibody Testing 

The current recommendations for antibody testing for SARS-CoV-2 are described by 
the FDA.35 First, the FDA recommends against the use of antibody testing for the 
diagnosis of acute infection with COVID-19: 

 “The terms "serology" or "antibody" tests are generally used to refer to tests that 
detect antibodies to the SARS-CoV-2 virus. Because these tests identify antibodies 
that are part of the body's immune response to infection with the virus and do not 
detect the virus itself, such testing cannot be used for diagnosis of infection. Based 
on the underlying scientific principles of antibody tests, we do not expect that an 
antibody test can be shown to definitively diagnose or exclude COVID-19 infection.” 

 “A serology test can yield a negative test result even in infected patients if, for 
example, the antibody has not yet developed in response to the virus." 

Similar to the FDA, the CDC specifically states that antibody testing is not 
recommended to diagnose acute infection:33
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 “FDA has not authorized using antibody tests to diagnose SARS-CoV-2 infection, 
and CDC does not currently recommend using antibody testing as the sole basis for 
diagnosis of acute infection.” 

Similar to the CDC, WHO has recommended against the use of rapid diagnostic tests 
for antibody testing due to their poor performance. The WHO states:20

 “Based on current data, WHO does not recommend the use of antibody-detecting 
rapid diagnostic tests for patient care but encourages the continuation of work to 
establish their usefulness in disease surveillance and epidemiologic research” 

The FDA does, however, note how antibody testing can be useful:35

 “Using this type of test on many patients may help the medical community better 
understand how the immune response against the SARS-CoV-2 virus develops in 
patients over time and how many people may have been infected.” 

The future role for antibody testing for SARS-CoV-2 is also described by the FDA:35

 “While there is a lot of uncertainty with this new virus, it is also possible that, over 
time, broad use of antibody tests and clinical follow-up will provide the medical 
community with more information on whether or not, and how long, a person who 
has recovered from the virus is at lower risk of infection if they are exposed to the 
virus again.” 

WHO expresses a similar opinion to the FDA regarding the utility of antibody testing:20

 “Tests to detect antibody responses to COVID-19 in the population will be critical to 
support the development of vaccines, and to add to our understanding of the extent 
of infection among people who are not identified through active case finding and 
surveillance efforts, the attack rate in the population, and the infection fatality rate.” 

Antibody testing can be useful to diagnose patients who present later in the stages of 
COVID-19 disease-–either fully recovered or still with symptoms--and who had either a 
negative NAT test or no NAT testing. The WHO has described the value of antibody 
testing in these situations:20

 “This means that a diagnosis of COVID-19 infection based on antibody response 
will often only be possible in the recovery phase…” 

 “Some clinicians have used these tests for antibody responses to make a 
presumptive diagnosis of recent COVID-19 disease in cases where molecular 
testing was negative but where there was a strong epidemiological link to COVID-
19 infection and paired blood samples (acute and convalescent) showing rising 
antibody levels.” 

The Infectious Disease Society of America (IDSA) cited three scenarios where 
serologic testing could be valuable: 1) evaluating patients with a high clinical suspicion 
for COVID-19 when molecular diagnostic testing is negative (so long as at least two 
weeks have passed since symptom onset), 2) assessing children who have 
multisystem inflammatory syndrome, and 3) conducting serosurveillance studies in the 
population at large.36
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 “As a result, SARS-CoV-2 serology lacks sufficient sensitivity to confidently exclude 
the diagnosis of coronavirus disease 2019 (COVID-19) when antibodies are not 
detected in the acute phase of illness…Serologic testing may be helpful in the 
evaluation of individual patients with a high clinical suspicion for COVID-19 when 
the results of molecular diagnostic testing are repeatedly negative or such testing 
was not performed.” 

o  “…the IDSA panel suggests testing for SARS-CoV-2 IgG or total antibody three 
to four weeks after symptom onset to detect evidence of past SARS-CoV-2 
infection.” 

o “The IDSA panel makes no recommendation either for or against using IgM 
antibodies to detect evidence of past SARS-CoV-2 infection.” 

o “The IDSA panel suggests against using IgA antibodies to detect evidence of 
past SARS-CoV-2 infection.” 

o “The IDSA panel suggests against using IgM or IgG antibody combination tests 
to detect evidence of past SARS-CoV-2 infection.” 

o “The IDSA panel suggests using IgG antibody to provide evidence of COVID-19 
infection in symptomatic patients with a high clinical suspicion and repeatedly 
negative NAAT testing.” 

 “The case definitions of this inflammatory syndrome [multisystem inflammatory 
syndrome in children (MIS-C)], typically manifesting with fever and shock similar to 
a Kawasaki-like syndrome…showed a higher detection rate of MIS-C when IgG 
antibodies were added to NAAT compared to NAAT alone for the diagnosis.” 

o “Serologic testing should be performed to help establish a diagnosis when 
patients have signs or symptoms consistent with the late complications of 
COVID-19.” 

 “Perhaps the greatest interest in serologic testing has been for tracking SARS-CoV-
2 exposure in the community. Accurate estimates of seroprevalence depend on the 
true prevalence of past infection in a given population along with the sensitivity and 
specificity of the test used to detect antibodies.” 

General serology testing may not provide information about immunity to COVID-
19. Specific antibodies or measurements of host immune response may be required to 
determine if an individual is protected from infection:36

 “There are two general types of antibodies, neutralizing antibodies (nAbs) and non-
neutralizing (also known as binding antibodies). Neutralization is defined as the loss 
of infectivity that occurs when a nAb binds to a viral particle. Virus-specific or 
vaccine-induced nAbs can play a crucial role in controlling viral infection, but 
definitive data is lacking to know whether individuals with detectable anti-SARS-
CoV-2 nAbs are protected against reinfection. In comparison, binding antibodies are 
characterized by their inability to prevent viral infection of permissive cells.” 
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 “Commercially available anti-SARS-CoV-2 antibody tests use different technologies 
to qualitatively measure single immunoglobulin classes (IgM, IgG or IgA) or total 
antibody, but do not differentiate nAbs from binding antibodies.” 

 “It is important to realize that the presence of SARS-CoV-2 IgG or total antibody 
cannot be inferred to represent protective immunity against SARS-CoV-2 
reinfection. Future research should include investigation as to whether SARS-CoV-
2 reinfection occurs, and whether the presence of antibodies – including 
neutralizing antibodies – or other measurable immunological responses (e.g., T-cell 
responses) are markers of protection.” 

At this time, according to IDSA, assays that accurately reflect the level of nAbs or 
measure T-cell mediated immunity do not exist for SARS-CoV-2. Ongoing studies will 
need to determine whether nAb titers or T-cell response can reflect either immunity or 
protection from infection.36 

Federally Mandated Coverage of SARS-CoV-2 Testing 

The Families First Coronavirus Response Act (FFCRA) was enacted on March 18, 
2020. Section 6001 of the FFCRA governs coverage for COVID-19 laboratory testing at 
the federal level. It states:37

 “generally requires group health plans and health insurance issuers offering group 
or individual health insurance coverage to provide benefits for certain items and 
services related to diagnostic testing for the detection of SARS-CoV-2 or the 
diagnosis of COVID-19…when those items or services are furnished on or after 
March 18, 2020, and during the applicable emergency period. Under the FFCRA, 
plans and issuers must provide this coverage without imposing any cost-sharing 
requirements (including deductibles, copayments, and coinsurance) or prior 
authorization or other medical management requirements”. 

The phrase “certain items and services related to diagnostic testing” noted in Section 
6001 above indicates that group health plans and health insurance issuers must also 
cover the office visits themselves, as they are part of the diagnostic process.37 

Section 6001 of the FFCRA was amended by Section 3201 of the Coronavirus Aid, 
Relief, and Economic Security (CARES) Act to broaden coverage. Section 3202 
specifically addresses reimbursement:37

 “Additionally, section 3202 of the CARES Act generally requires plans and issuers 
providing coverage for these items and services to reimburse any provider of 
COVID-19 diagnostic testing an amount that equals the negotiated rate or, if the 
plan or issuer does not have a negotiated rate with the provider, the cash price for 
such service that is listed by the provider on a public website. (The plan or issuer 
may negotiate a rate with the provider that is lower than the cash price)…nothing in 
the FFCRA or the CARES Act prevents a state from imposing additional standards 
or requirements on health insurance issuers with respect to the diagnosis or 
treatment of COVID-19, to the extent those standards or requirements do not 
prevent the application of a federal requirement. 
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 Section 6001 does not apply to short-term, limited-duration insurance (as defined in 
26 CFR 54.9801-2, 29 CFR 2590.701-2, and 45 CFR 144.103), or to a plan or 
coverage in relation to its provision of excepted benefits (as defined in 26 CFR 
54.9831-1(c), 29 CFR 2590.732(c), and 45 CFR 146.145(b) and 148.220). It also 
does not apply to group health plans that do not cover at least two employees who 
are current employees (such as plans in which only retirees participate).” 

In addition, the FFCRA intends that testing for alternative diagnoses should be fully 
covered as it helps determine the need for COVID-19 testing. However, the 
requirement to waive cost sharing for visits and testing for alternative diagnoses only 
applies when COVID-19 testing is ordered:37

 “Therefore, for example, if the individual’s attending provider determines that other 
tests (e.g., influenza tests, blood tests, etc.) should be performed during a visit 
(which term here includes in-person visits and telehealth visits) to determine the 
need of such individual for COVID-19 diagnostic testing, and the visit results in an 
order for, or administration of, COVID-19 diagnostic testing, the plan or issuer must 
provide coverage for the related tests under section 6001(a) of the FFCRA. This 
coverage must be provided without cost sharing, when medically appropriate for the 
individual, as determined by the individual’s attending healthcare provider in 
accordance with accepted standards of current medical practice. This coverage 
must also be provided without imposing prior authorization or other medical 
management requirements.” 

Joint guidance from the Departments of Health and Human Services (HHS), Treasury 
and Labor clarified that group health plans and health insurance issuers are not 
required to pay for tests not deemed “medically appropriate.” This includes tests that 
do not directly relate to the diagnosis or treatment of COVID-19, such as testing related 
to “return to work” programs:38

 “Section 6001 of the FFCRA requires coverage of items and services only for 
diagnostic purposes as outlined in this guidance…testing conducted to screen for 
general workplace health and safety (such as employee “return to work” programs), 
for public health surveillance for SARS-CoV-2, or for any other purpose not 
primarily intended for individualized diagnosis or treatment of COVID-19 or another 
health condition is beyond the scope of section 6001 of the FFCRA.” 

Criteria 

Introduction

This guideline outlines coverage criteria for SARS-CoV-1 Testing. 

SARS-CoV-2 Nucleic Acid Testing 

SARS-CoV-2 Nucleic Acid Testing (CPT 87635, U0001, U0002, U0003, U0004) 
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Medical necessity requirements 

Testing for SARS-CoV-2 is indicated in the following circumstances: 

o The diagnosis of acute disease with symptoms of COVID-19

 Common signs and symptoms of COVID-19 include:34 

 Fever 

 Cough 

 Shortness of breath or difficulty breathing 

 Chills 

 Muscle or body aches 

 Fatigue

 Headache

 Congestion or runny nose

 Sore Throat 

 New loss of taste or smell 

 Nausea or vomiting

 Diarrhea

o Diagnosis of COVID-19 in asymptomatic individuals with known exposure to the 
disease 

o Screening hospital and clinic patients who will undergo aerosolizing procedures 

o Screening patients for COVID-19 being admitted to the hospital 

o In a patient diagnosed with COVID-19, to determine the discontinuation of 
transmission-based precautions. This requires two negative tests, 24 hours 
apart 

o Screening of patients for COVID-19 to determine disease prevalence in a 
community 

o Serial screening of individuals with high risk of disease exposure due to 
inadequate ability to maintain social distance. This includes healthcare workers, 
police, firefighters, ambulance workers, corrections officers, warehouse workers, 
meat and fish processors, child care workers, teachers, and athletes involved in 
sports with close proximity 

o Screening of individuals who are going to live in confined living spaces such as 
fishing boats, military vessels, military installments, residential treatment 
facilities, homeless shelters, and jails 
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Billing and reimbursement 

Testing for SARS-CoV-2 by NAT is allowed up to 12 times per year for diagnosing 
new cases of COVID-19, but only once per 24 hour period. 

Monitoring COVID-19 treatment with NAT is allowed up to 12 times per year. 

Only one of the following codes can be billed on a single date of service: 87635, 
U0001, U0002, U0003, U0004. 

Only one of the following Respiratory Infection Pathogen Panel (RIPP) tests that 
include SARS-CoV-2 (e.g., 87636, 87637, 0202U, 0223U, 0225U, 0240U, 0241U) 
can be billed on a single date of service. 

Testing for SARS-CoV-2 by NAT (e.g. 87635, U0001, U0002, U0003, U0004) 
cannot be billed on the same date of service as RIPP tests that include SARS-CoV-
2 as a component (e.g., 87636, 87637, 0202U, 0223U, 0225U, 0240U, 0241U). 

SARS-CoV-2 Antigen Detection 

SARS-CoV-2 Antigen Detection (CPT 87899, 87426, 87811)

Medical necessity of SARS-CoV-2 antigen testing has not been demonstrated, and is 
therefore determined to be not medically necessary until more data become available. 

Molecular Respiratory Infection Pathogen Panels 

Molecular Respiratory Infection Pathogen Panels (e.g. 87636, 87637, 0202U, 0223U, 
0225U, 0240U, 0241U)

Please refer to the Molecular Respiratory Infection Pathogen Panel (RIPP) Testing 
guideline for additional information. 
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