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Guidance for Using Rapid Diagnostic Tests for Ebola in the United States

Summary

In October 2019, the U.S. Food and Drug Administration (FDA) allowed marketing of the OraQuick®
Ebola Rapid Antigen Test, a rapid diagnostic test (RDT) for detecting Ebola virus in both symptomatic
patients and recently deceased people. This is the first Ebola RDT that FDA has allowed for marketing in
the United States. The RDT should be used only in cases where more sensitive molecular testing is not
available. All OraQuick® Ebola Rapid Antigen Test results are presumptive; all test results (positive and
negative) must be verified through real-time reverse transcriptase polymerase chain reaction (rRT-PCR)
testing at a Laboratory Response Network (LRN) laboratory located in 49 states and at the Centers for
Disease Control and Prevention (CDC). Interpretation of RDT results should be done with caution and in
consultation with relevant public health authorities to ensure appropriate testing and interpretation of
results. RDT results should not be used to rule out Ebola infection or to determine the use or type of
infection prevention and control precautions when managing a patient with Ebola compatible symptoms
and epidemiologic risk factors. Healthcare providers with a patient with possible Ebola virus infection
should first contact their local or state public health authorities before any testing is performed. CDC is
available to provide consultation, technical assistance, and confirmatory testing as necessary.

Background

Ebola virus disease (Ebola) is a rare and deadly disease caused by infection with viruses within the genus
Ebolavirus. There are four known species within genus Ebolavirus that are known to cause disease in
humans: Ebola virus (species Zaire ebolavirus), Sudan virus (species Sudan ebolavirus), Bundibugyo virus
(species Bundibugyo ebolavirus), and Tai Forest virus (species Tai Forest ebolavirus). People can become
infected through contact with blood or body fluids of a person infected with or who has died of Ebola.
Ebola virus can also be spread through contact with contaminated objects or infected animals. Symptoms
of Ebola can include fever, headache, muscle and joint pain, abdominal pain, weakness and fatigue,
gastrointestinal symptoms including diarrhea and vomiting, and bleeding or bruising.

An outbreak of Ebola (associated with Zaire ebolavirus) is occurring in the South Kivu, North Kivu, and
Ituri provinces in northeastern Democratic Republic of the Congo (DRC). First declared on August 1,
2018, the outbreak is the second largest Ebola outbreak in history and the largest that has ever occurred
in DRC. As of December 9, 2019, more than 3,200 confirmed cases and more than 2,000 confirmed
deaths have been reported. Despite this, the risk of Ebola virus infection for most U.S.-based travelers to
DRC is low, and the risk of global spread of Ebola to the United States and elsewhere is also low. Only
those going to the outbreak area or who otherwise have contact with an Ebola-infected person (living or
deceased) are at risk. Family and friends caring for people with Ebola and health care workers who do
not use correct infection control precautions are at higher risk (1).



The OraQuick® Ebola Rapid Antigen Test was originally developed as a tool for rapid presumptive
diagnosis of Ebola in outbreak settings and is useful in low-resource areas where access to more sensitive
molecular testing is difficult. This test is not intended to be used for general Ebola infection screening or
testing of asymptomatic people or those without risk factors and compatible symptoms of Ebola. The test
has shown to be capable of detecting antigens for three species of Ebolavirus: Zaire ebolavirus,
Bundibugyo ebolavirus, and Sudan ebolavirus (2). ; however, the test cannot differentiate between
species. In the United States, presumptive testing for Ebola virus (Zaire ebolavirus) is available at 69
Laboratory Response Network (LRN) laboratories located in 49 states using rRT-PCR, accessible through
coordination with state or local public health authorities. Molecular testing at CDC is available to confirm
these results and is also required to differentiate between species of Ebolavirus.

Recommendations

CDC recommends that Ebola virus testing be conducted only for people who have an epidemiologic risk
factor within 21 days of symptom onset and who have an Ebola compatible clinical syndrome. The signs
and symptoms of Ebola are non-specific, both in the early and advanced clinical course. Because most
travelers are at low to no risk of becoming infected with Ebola, other more common differentials with
similar clinical symptomatology such as malaria, dengue, influenza, or typhoid should be considered.
Since August 1, 2018, CDC has received clinical inquiries from state and local health departments for 49
ill returning travelers from DRC or the surrounding countries. Of these, testing for Ebola virus was
recommended for one returning traveler. The traveler tested negative for Ebola and was subsequently
diagnosed with malaria.

Healthcare providers interested in testing for Ebola virus in ill returning travelers should isolate the
patient and contact their state or local public health authorities. An assessment of epidemiologic risk
factors for Ebola and clinical presentation and history should be made as quickly as possible to ensure
patient care is not compromised. CDC is available to provide consultation, technical assistance, and
confirmatory testing as necessary.

State public health authorities or healthcare facilities in the United States considering integrating the
OraQuick® Ebola Rapid Antigen Test into their Ebola testing algorithms or preparedness protocols should
consider the following:

1. The RDT should be used only in circumstances where more sensitive molecular testing is not
available.

2. RDTs should be used only in collaboration and consultation with relevant public health authorities
to ensure appropriate testing and interpretation of results.

3. All results (positive and negative) from the OraQuick® Ebola Rapid Antigen Test are presumptive
and must be verified through rRT-PCR testing that is available at 69 LRN laboratories located in
49 states and at CDC. Testing at LRN laboratories is coordinated through state or local public
health authorities.

4. Per existing protocols, specimens that test positive by the Ebola virus rRT-PCR assay at an LRN
laboratory must be forwarded to CDC for confirmatory testing.

5. Negative RDT results alone should not be used to rule out Ebola virus infection or to determine
the use or type of infection prevention and control precautions when managing a patient with
compatible symptoms and epidemiologic risk factors.

6. The OraQuick® Ebola Rapid Antigen Test may result in false positive results in patients that have
elevated rheumatoid factor levels (2). Additionally, potential cross-reactivity of the test with Ebola
vaccines or therapeutics is possible and has not been evaluated, and patients who have received
vaccines or therapeutics against Ebola virus may have false positive or other confounding results
(2). It is important to consult with public health authorities prior to the use of RDTs and to aid in
the interpretation of RDT results.



7. Facilities that collect and handle specimens from patients with suspected cases of Ebola should
ensure adequate biosafety protocols are in place for the handling and disposal of all potentially
infectious materials to avoid risk of inadvertent exposure (3). For healthcare providers collecting
specimens, appropriate personal protective equipment should be used (4,5).
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Resources for Additional Information

OraSure product information
https://www.orasure.com/products-infectious/products-infectious-oraquick-ebola.asp

FDA press release
https://www.fda.gov/news-events/press-announcements/fda-allows-marketing-first-rapid-diagnostic-test-
detecting-ebola-virus-antigens

CDC Ebola information
https://www.cdc.gov/vhf/ebola/index.html

CDC Traveler's Health: Ebola in Democratic Republic of the Congo
https://wwwnc.cdc.gov/travel/notices/alert/ebola-democratic-republic-of-the-congo

Ebola Case Definition and Criteria for Person Under Investigation
https://www.cdc.gov/vhf/ebola/clinicians/evaluating-patients/case-definition.html

CDC Assessing Viral Hemorrhagic Fever Risk in a Returning Traveler
https://www.cdc.gov/vhf/abroad/assessing-vhf-returning-traveler.html

The Laboratory Response Network Partners in Preparedness
https://emergency.cdc.gov/Irn/

WHO Ebola information
https://www.who.int/en/news-room/fact-sheets/detail/ebola-virus-disease

CDC-INFO
https://www.cdc.gov/cdc-info/index.html or 1-800-232-4636
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DHEC contact information for reportable diseases and reporting

requirements

Reporting of Ebola virus is consistent with South Carolina Law requiring the reporting of diseases and
conditions to your state or local public health department. (State Law # 44-29-10 and Regulation # 61-
20) as per the DHEC 2019 List of Reportable Conditions available at:
https://www.scdhec.gov/sites/default/files/Library/CR-009025. pdf

Federal HIPAA legislation allows disclosure of protected health information, without consent of the
individual, to public health authorities to collect and receive such information for the purpose of
preventing or controlling disease. (HIPAA 45 CFR §164.512).

MAIL TO

Regional Public Health Offices — 2019

Mail or call reports to the Epidemiology Office in each Public Health Region

Lowcountry
4050 Bridge View Drive, Suite 600

N. Charleston, SC 29405
Fax: (843) 953-0051

Midlands
2000 Hampton Street
Columbia, SC 29204
Fax: (803) 576-2993

Pee Dee
145 E. Cheves Street
Florence, SC 29506
Fax: (843) 915-6502

Upstate
200 University Ridge
Greenville, SC 29602
Fax: (864) 282-4373

CALL TO:

Lowcountry
Berkeley, Charleston, Dorchester
Phone: (843) 953-0043
Nights/Weekends: (843) 441-1091

Beaufort, Colleton, Hampton, Jasper
Phone: (843) 549-1516 ext. 218
Nights/Weekends: (843) 441-1091

Allendale, Bamberg, Calhoun, Orangeburg
Phone: (803) 268-5833
Nights/Weekends: (843) 441-1091

Midlands
Kershaw, Lexington, Newberry,
Richland
Phone: (803) 576-2749
Nights/Weekends: (888) 801-1046

Chester, Fairfield, Lancaster, York
Phone: (803) 286-9948
Nights/Weekends: (888) 801-1046

Aiken, Barnwell, Edgefield, Saluda
Phone: (803) 642-1618
Nights/Weekends: (888) 801-1046

Pee Dee
Chesterfield, Darlington, Dillon,
Florence, , Marion, Marlboro
Phone: (843) 661-4830
Nights/Weekends: (843) 915-8845

Clarendon, Lee, Sumter
Phone: (803) 773-5511
Nights/Weekends: (843) 915-8845

Georgetown, Horry,
Williamsburg

Phone: (843) 915-8800
Nights/Weekends: (843) 915-8845

Upstate
Anderson, Oconee
Phone: (864) 260-5581
Nights/Weekends: (866) 298-4442

Abbeville, Greenwood,
McCormick

Phone: (864) 260-5581
Nights/Weekends: (866) 298-4442

Cherokee, Greenville, Laurens
Pickens, Spartanburg, Union
Phone: (864) 372-3133
Nights/Weekends: (866) 298-4442

For information on reportable conditions, see
https://www.scdhec.gov/ReportableConditions

DHEC Bureau of Communicable

Disease Prevention & Control

Division of Acute Disease Epidemiology
2100 Bull St - Columbia, SC 29201

Phone: (803) 898-0861-

Fax: (803) 898-0897

Nights / Weekends: 1-888-847-0902

Categories of Health Alert messages:
Health Alert
Health Advisory
Health Update
Info Service

Conveys the highest level of importance; warrants immediate action or attention.
Provides important information for a specific incident or situation; may not require immediate action.
Provides updated information regarding an incident or situation; unlikely to require immediate action.
Provides general information that is not necessarily considered to be of an emergent nature.
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