1 CONTEXT

DEVELOPMENT OF A PROPHYLACTIC
EBOLA VACCINE USING AN
HETEROLOGOUS PRIME-BOOST REGIMEN

2

As no licensed vaccine against the Ebola Virus Disease (EVD)
is currently available, the development of a preventive
vaccine would therefore satisfy an urgent unmet public
health and medical need. EBOVAC is supported by
the Innovation Medicines Initiative 2 (IMI2) Ebola+
programme to expedite the clinical development of
a prime-boost vaccine regimen. The consortia bring
together academic and industrial stakeholders:
London School of Hygiene & Tropical Medicine
(LSHTM), Janssen Pharmaceutical Companies
of Johnson & Johnson (Janssen), University
of Oxford (UOXF), Institut National de
la Santé et de la Recherche Médicale
(Inserm), Centre Muraz (CM),
and Inserm Transfert (IT).
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2 OBJECTIVES
The overall aim of the EBOVAC programme is to assess the safety,
immunogenicity and efficacy of a novel prime boost preventive
vaccine regimen against EVD.
To accelerate the development of the Ebola vaccine regimen, Phase 1 studies
started in December 2014 and will be followed by Phase 2 and Phase 3 trials.
EBOVAC1 will be responsible for the Phase 1 and clinical studies in Sierra
Leone, whereas EBOVAC2 will conduct Phase 2 trials.
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3 METHODS
The EBOVAC programme will provide extensive and robust data on the safety and
immunogenicity of the Ad26.ZEBOV and MVA-BN-Filo vaccine regimen.

CM

This will be done by:
• Carrying out translational studies to link vaccine elicited immune responses
in humans to protection from Ebola in vaccinated non-human primates;
• Conducting clinical trials: Phase 1, 2 & 3 evaluation of Ad26 with MVA-BN-Filo;
• Characterizing the immune response to the vaccine;
• Monitoring safety;
• Boosting the capacity of African centres and staff;
• Establishing and contributing to a Central Information Repository to centralize
all information/data collected from all EBOLA+ projects;
• Communicating and disseminating the results of EBOVAC to all key stakeholders.
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Phase1 & 2 trials
•Aim: To evaluate the safety, tolerability and
immunogenicity of different sequences and
schedules of Ad26. ZEBOV and MVA-BN-Filo
administered as a prime-boost vaccine regimen
•Start date: December 2014 (Phase 1); May
2015 in Europe (Phase 2)
•Methodology: Subjects are first given a dose
to prime the immune system, and then a boost
intended to further enhance the immune response.
The immune response generated by the regimen
will also be evaluated on the longer term. In Phase
2, 3 cohorts will be administered with Ad26 first
and the MVA boost at 3 different intervals (1,
2 and 3 months after prime injection), so as to
identify immunogenic schedules and to maximize
the potential for the assessment of efficacy in
affected countries. The Phase 2 studies will be
controlled with placebo.

• Trial countries:
~UK
~ and African countries currently unaffected by
Ebola (Phase 1)
~UK,
~
France, unaffected West and East African
countries (Phase 2)

EXPECTED OUTCOMES
Data
to
demonstrate
the
safety,
immunogenicity and, potentially, the
efficacy of the prime-boost vaccine
regimen in preventing Ebola virus disease.
Reduced disease burden: If proved effective,
the vaccine will also potentially contribute to
preventing future epidemics, saving lives and
reducing suffering and damage to health systems
and wider society in affected countries.
Capacity development in affected countries
to ensure preparedness for future outbreaks

Phase 3 or expanded safety and
immunogenicity studies in Sierra Leone
• The trial organisation may change in order to
adapt to national regulations and the evolution
of the Ebola outbreak
• Trial Country: Sierra Leone. The exact location,
size and trial design to be determined by the
evolution of the epidemic during the coming
months.

Authors: RODOLPHE THIEBAUT, MACAYA DOUOGUIH, ANDREW J. POLLARD, DEBORAH WATSON-JONES, MATTHEW SNAPE
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www.ebovac2.com
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