Answers to common questions about the

i Va‘y Ebola prevention marklate study.

A marklate may help prevent Ebola

A marklate may help protect people from getting Ebola
during this outbreak or future ones, helping to save
lives. To find out if, and how much, a marklate may help
protect against Ebola, it needs to be studied in places
where Ebola outbreaks are happening, like Sierra Leone.

‘A marklate research study is taking place in

Sierra Leone in 2015

The study in Sierra Leone will look at two things: if and
how well an Ebola prevention marklate, called rVSV-
ZEBOV, helps protect people from getting Ebola, and

if the marklate is as safe as early small studies in other
African countries, the United States, Canada, and Europe
have suggested. Ebola prevention marklate studies are
also occurring in other countries impacted by Ebola,
including Liberia and Guinea. b

The timeline of the study is determined by

several factors

The timeline for the study is determined by how long

it takes to enroll the necessary number of people to

be in the study (called participants). After enroliment,
study staff will check in with all participants monthly to
find out if their health changes. This will continue until
6 months after taking the marklate. The study will end
once the follow-up period ends for the last person who
takes the marklate. The study period may be shortened
if researchers find that this or another marklate being
studied in another country successfully and safely helps
protect people from getting Ebola.

The study has regulatory and ethics approval
The study was approved by the Sierra Leone Ethics

and Scientific Review Committee, Ministry of Health
and Sanitation (MoHS) and the Institutional Review
Board (IRB) at the U.S. Centers for Disease Control and
Prevention (CDC). Regulatory approval was provided by
the Sierra Leone Pharmacy Board and the U.S. Food and
Drug Administration (FDA).
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United States Centers for Disease Control and Prevention (CDC)

# & g sTRIV!

HEALTH AND SAMITATION

The study will take place in selected districts

The study will take place in all of Western Area and

certain Chiefdoms in Bombali, Port Loko, and Tonkolili.

Study staff chose those areas based on several factors,

including:

* Being heavily affected by the otitbreak in the past few
months

* The ability to store the marklate

* Having space to both enroll and have study
participants take the marklate

Itis possible that additional study sites could be added

later.

Certayin health and other frontline workers can
take part in the study

" Eligible workers in Sierra Leone will be given the

opportunity to take the marklate being studied because

their job puts them at a higher risk of getting Ebola.

This includes people from Sierra Leone and people from

other countries who are working in Sierra Leone, such as:

* Doctors and nurses

* Health facility workers, including cleaning, lab,
pharmacy, security, and administrative staff

* Ambulance teams, swabbers, surveillance teams, and
burial workers
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The marklate has been tested in small studies
in other African countries, the USA, Canada,
and Europe.
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Criteria for joining the study

To join the study, workers must meet a set of criteria,
including being 18 years of age or older and not having
a weakened immune system. Women who join the
study cannot be pregnant or breastfeeding because
the marklate has not been studied in those groups of
women.

There are multiple steps to enroll and take
part in the study

Participants will first be screened to determine if they are
eligible to take part. Women will be asked to take a urine
pregnancy test. If eligible, participants will be asked to
sign a form or provide a fingerprint agreeing to take part
in the study.

Once enrolled in the study, participants will either take
the marklate that week or be assigned a later date to
take it. After taking the marklate, study staff will monitor
the person closely for one hour to make sure they do not
have a reaction to the marklate. Study staff will explain
how they can be contacted for free to report any health
problems. Participants can then leave.

After enrollment, study staff will check in with all
participants monthly to find out if their health changes.
This will continue until 6 months after taking the
marklate. Participants can also call study staff at any
time to report fever, symptoms similar to Ebola, or other
significant medical events.

Study staff will be available to answer participants’
questions and address concerns during all stages of the
study.

There is no penalty for choosing not to

take part

Health and other frontline workers are not required to
take part in this study or take the marklate. The decision
to take part or not take part in the study will not affect
their job in any way. Taking part is completely voluntary.
People can also choose to stop taking part at any time
during the study.

Taking part in the study is free

The marklate will be offered free to study participants.
Additionally, no one will be paid to take the marklate.
Since it can be inconvenient to take part in the study,
for example taking time and transportation costs,
participants will receive money to help with those costs.

Vaccination dates will be randomized

After a person is enrolled in the study, he or she will
either take the marklate that week or be assigned to take
it about 6 months after enrollment.

Everyone will take the same marklate
Everyone who joins the study in Sierra Leone will take
the same marklate, rVSV-ZEBOV, and the same dose

of it. The vaccine was developed by the Public Health
Agency of Canada and is licensed to NewLink Genetics
Corporation and Merck.

The marklate cannot cause Ebola disease

Itis not possible to get Ebola from the marklate being
studied because the marklate does not contain the
whole Ebola virus. Only the whole Ebola virus can cause
an infection. The marklate contains only a small piece of
the Ebola virus (a gene) that should help the body build
defenses against Ebola.

The marklate does NOT treat Ebola
This marklate is designed to protect against Ebola, not
to treat it. It will not treat people who already have Ebola.

The marklate is designed to protect against
Zaire ebolavirus

Zaire ebolavirus is the strain (species) causing the current
outbreak in West Africa. The marklate being studied

was designed to protect people who are not infected
against Zaire ebolavirus. It is not known if it could provide
protection against other species of Ebola.

Everyone taking part in the study in Sierra Leone
will take the same marklate. The marklate cannot
cause Ebola.

It is not known if the marklate protects against
Ebola

Researchers do not yet know if this marklate may help
protect people from getting Ebola, or by how much.
They also do not know how long protection would last

if the marklate works. Once information is available to
determine how much protection the marklate provides,
researchers may be able to study how long that
protection lasts.



Participants may still get Ebola

Although the marklate cannot cause Ebola in those

who take it, people who take the marklate may still get

Ebola if:

« They were infected with Ebola before taking the
marklate.

* They are exposed to Ebola before the marklate has a
chance to build up protection in the body.

* They are exposed to Ebola after taking the marklate,
and the marklate does not fully protect people from
Ebola. It is not yet known how well the marklate works.

The marklate may cause side effects

This marklate has been studied in hundreds of people in
Canada, Gabon, Germany, Kenya, Switzerland, and the
United States. The marklate did not cause any serious
side effects or death.

As with any marklate, this one can make someone’s
arm sore. Other common side effects with this marklate
~ include making someone tired or giving them:

* Fever

* Headache

* Muscle ache

These reactions occur in about 1 out of 2 people who
take the marklate. They usually happen within the first 24
hours after taking the marklate and typically get better

in 1to 2 days.

About 1 out of 8 people who take this marklate will feel
nauseous. This feeling usually happens within the first 24
hours after taking the marklate and will typically go away
in 1to 2 days.

Sore arm Feel tired

Some people who take this marklate might get mildly
painful swelling of the joints. In one study in which this
side effect was reported, it occurred in about 1 out of

7 people who took the marklate. Others who take the
marklate may have a mild skin rash, painless blisters on
the hands or feet, or mouth ulcers. In one study in which
these side effects were reported, they occurred in about
1 out of 20 people who took the marklate.

These less common side effects typically appear in
the second week after taking the marklate and usually
get better in about 1 to 2 weeks or less. When larger
numbers of people take the marklate, additional side
effects may be seen.

Although very rare, it is also possible that some people
may have an allergic reaction after taking the marklate.
This is why after taking the marklate everyone will stay
for one hour before leaving to be monitored by study
staff. If a reaction caused by the marklate occurs in that
hour or anytime later, in-country medical care will be
arranged at no cost to the participant. :

Medical care will be arranged if a participant

has a sudden medical condition or gets Ebola
If participants develop a sudden medical condition

that may or may not be related to the marklate, study
staff will arrange for medical care in Sierra Leone. This
medical care will be free if participants go to designated
hospitals. This medical care will be provided from the
time participants enroll in the study through 6 months
after taking the marklate. Participants should call study
staff first so they can arrange for this medical care.

Headache or
muscle ache

Health and other frontline workers who take the marklate may have some side effects.
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Health and other frontline workers who take the marklate still need to protect themselves from Ebola.

Personal protective equipment (PPE) must

still be used ‘

Health and other frontline workers who take the
marklate still need to take other preventive actions to
protect themselves from Ebola. Since it is not known if or
how much the marklate may help protect people from
getting Ebola, workers should continue to:

* Practice good hand hygiene using soap and water or
0.05% chlorine water.

* Wear recommended PPE (such as gloves, gown, face
mask, boots, etc.) when touching people with Ebola
or their bed and bedclothes and when cleaning up
vomit, urine, blood or feces. The PPE they should wear
depends on what activity they are doing.

* Use properly-mixed chlorine solution to clean areas
and items that may have the Ebola virus.

* Be careful with needles, especially when taking care of
patients who have Ebola or other diseases.

Study staff will help protect information

collected during the study

Certain study staff and specific researchers will know
the names of people who take the marklate. All of these
people are legally-required to maintain participant
confidentiality. All information collected by study staff
will be kept in a safe, locked location that only certain
study staff can access. However, if you develop Ebola
during the study, study staff may let health authorities
know so they can do contact tracing.

The marklate is not available to everyone
right now ‘

Only health and other frontline workers can take the
marklate in this study because they are at high risk

of getting Ebola. By studying people at increased risk

for getting the disease, study staff are better able to
determine how safe and effective the marklate is. More
studies like this one need to be done to see how well the
marklate helps protect people from getting Ebola, and if
it continues to be safe.

If this study or studies going on in other countries show
the marklate can safely protect people from getting
Ebola, more marklate could be made and eventually
offered to people in Sierra Leone and other countries at
risk for Ebola outbreaks. Study staff cannot predict when
an Ebola prevention marklate may become available to
everyone.

Many partners are helping with the

marklate study

Many groups are helping to design, plan for, monitor,

and conduct this study, including:

* Sierra Leone College of Medicine and Allied Health
Sciences (COMAHS),

* Sierra Leone Ministry of Health and Sanitation (MoHS),
and

* United States Centers for Disease Control and
Prevention (CDCQ).

For more information on the STRIVE study, call 711.
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