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What is the FilmArray Ebola Test?

If you have received this Fact Sheet, your blood sample was tested to help
determine whether you may be infected with the Ebola Zaire virus (detected
in the West Africa outbreak in 2014). The test that was used on your blood §

called the FilmArray NGDS BT-E Assay.

The BioFire Defense FilmArray Ebola Test (NGDS BT-E) is a labor
designed to help detect the Ebola Zaire virus in certain individu
has not been cleared or approved by the U.S. Food and Drug
(FDA). However, due to the ongoing Ebola emergency in
has authorized the emergency use of this test under an §
Authorization (EUA).

What is the Ebola Zaire Virus?

The Ebola Zaire virus is one of the four Ebolg

many human cases of Ebola virus in
Africa.

Two human cases of Ebola Z ) i ve been acquired in the United
‘ officials have determined that
rson-to-person. This poses a

Your blood g : ing the FilmArray Ebola Test to help
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this test, &
take better ca
identify and limi

) prmation, may help your health care provider
you The test results could also help public health officials
g spread of this virus in your community.

What are the known risks and benefits of the FilmArray Ebola

Test?

Besides minimal potential discomfort during sample collection, there is a very
small risk that the test result reported is incorrect (see next paragraphs for
more information). The benefit of having this test is that the results of this
test, along with other information, can help your health care provider take
better care of you. Also, knowing your test results may help prevent the
spread of the virus to your family or others.
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If this test is positive, does that mean that | have Ebola Zaire

infection?
If you have a positive test, it is very likely that you have Ebola Zaire virus
(detected in the West Africa outbreak in 2014) infection. Therefore, it is also

likely that you may be placed in isolation to avoid transmitting the virus to FACT
others. There is a very small chance that this test can give a result that is
wrong; this is called a false positive result. However, your health care .o SHEET

provider will decide how to care for you based on the test results, along with "
other factors of your illness (such as symptoms, possible exposures to the
virus, and geographic location).

If this test is negative, does that mean that | do not have Ebola

Zaire infection?

Most, but not all, people with Ebola Zaire infection will have a positive test.
Therefore, if your test is negative, something else may be responsible f
your illness. There is a small chance that this test can give a negative res

aspects of your illness (such as symptoms, possible
geographical location) in deciding how to treat you.

What is an Emergency Use Authorization (E
An EUA is a tool that FDA can use to allow tha

Secretary of Health and Human Servi
circumstances exist to allow the emergency
as the FilmArray Ebola Test, for detecti
there are no FDA-approved/cleared alt
the existence of the Ebola Zaire virus.

iagnostics, such
us. At this time,

FDA has authorized the e
for the presence of Ebol irus i pecimens. Use of this test is
authorized only for th i the threal of the emergency, unless it is
revoked by FDA soo

The informatio e minimum necessary to inform you of
the significa | risks and benefits of the use of the
FilmArray ol y want to discuss with your health care
provider the , Pdescribed in this Fact Sheet.

Updates about Ebola Zaire infection or significant new findings observed
during the course of the emergency use of this test will be made available at:
http://www.cdc.gov/vhf/ebola/index.html. Please also contact your doctor if
you have any questions.

For additional information on this
technology and other BioFire

B | O F | R E Defense products, please visit us
at www.BioFireDefense.com
or call 1-801-262-3592.
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