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1. Ebola virus disease and epidemiology

2. Possible Ebola treatments and vaccines

3. FAMHP preparedness activities

This presentation
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Ebola viruses

Source: Patrick van Griensven (ITM Antwerp)
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Ebola Virus Disease (EVD)

Source: Patrick van Griensven (ITM Antwerp)
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EVD survivors
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Sequelae of Ebola virus disease in survivors
Common sequelae
• Neurological problems

• Persistent arthralgia, arthritis, vision-threatening uveitis

• Mental health problems

Virus latency and potential for reactivation
• Ebola virus might persist for weeks or months in selected immunologically privileged 

body sites of survivors, suggesting delayed viral clearance and an increased risk of 
renewed transmission in locations where the original outbreak has been controlled

• Virus can persist in the eye, brain, and epididymis (sanctuary sites)

• Virus can persist in semen (sexual transmission by Ebola survivors)

• Also in breastmilk?
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• Cases have been declining in the past few weeks, with more recent 
cases restricted to rural, hard-to-reach communities instead of the 
urban areas where hotspots were previously located. 

Ebola epidemiology today

Source: ECDC and WHO External Situation Report
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• The 10th outbreak of Ebola virus disease in the Democratic Republic 
of the Congo (DRC) has been ongoing since August 2018 

• This is the largest ever outbreak reported in the country and the 
second largest in world history 

• It has been declared a PHEIC (Public Health Emergency of 
International Concern) on 17 July 2019

Ebola epidemiology today
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Duration of Ebola outbreaks (weeks)
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Ebola epidemiology in EU (2014-2016)
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Possible Ebola vaccines

Source: WHO



13

• Through close contact with developers of investigational treatments 
and with national regulators in EU member states, EMA has 
identified four treatments that could potentially be made available 
to patients, if required:

• REGN-EB3, a co-formulated cocktail of three human monoclonal antibodies 
against the Ebola virus glycoprotein

• Mab114, a recombinant human IgG1 antibody against the Ebola virus 
glycoprotein

• remdesivir, a prodrug of a modified adenine nucleoside analogue (called 
GS-441524)

• ZMAPP, an equimolar mixture of three mouse/human chimeric IgG1, kappa 
mAbs

Possible Ebola treatments
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Regulatory preparedness

Role of FAMHP in EMA activities

Source: EMA
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Ebola candidate treatments
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• Depending on the member state, different ways are in place to use 
the unauthorised vaccine (emergency use, compassionate use, etc.) 

• “Emergency use” provision in EU Medicines Directive 2001/83

Access to possible Ebola medicines
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7th November 2014 – Decision to authorise the importation and use of 
medicines that are not authorised in the event of illness from the Ebola 
virus spreading

• Temporary measure to be used to prevent or to treat EBV in case of emergency in 
imported cases or travellers/HCW during the West Africa outbreak (2014-2016)

• 2 vaccines: rVSV-ZEBOV (Merck) and ChAd3-EBOV (GSK)
• 8 treaments: 

Equine F(ab)2 (Hyper immune horse sera) from Fabentech (France)
ZMapp from Mapp Biopharmaceutical (USA)
ZmaB from Defyrus (Canada) 
TKM-100802 from Tekmira Pharmaceuticals (Canada)
AVI-7537 from Sarepta (USA)
BCX-4430 from BioCryst (USA)
CMX001 (Brincidofovir) from Chimerix (USA)
Favipiravir from Toyama Chemicals, Fujifilm Group (Japan)

• Only imported by hospital pharmacies in authorised hospitals
• These products must be administered under medical supervision of a doctor 

working for one of the authorised hospitals
• The authorised hospitals must make a report monitoring the treatment, 

containing particularly any adverse effects, for each patient to whom one of these 
products has been administered; these reports should be sent to FAMHP

Access to possible Ebola medicines in Belgium
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Update 10 October 2018 – Decision to authorise 
the importation and use of medicines that are 
not authorised in the event of illness from the Ebola virus spreading

• Valid until 31-12-2019
• In order to prevent or to treat: for imported cases and people departing to current

outbreak region in DRC

• List of products reviewed
2 vaccines: rVSV-ZEBOV (Merck) and Ad26/MVA (Janssen, J&J)
6 treaments: Zmapp, Mab114, REGN-EB3, BCX-4430, remdesivir, 

favipiravir

• Request from MSF/AZG: potential vaccination with rVSV-ZEBOV vaccine in the EU 
for personnel to be deployed in Africa

• Raised questions regarding contained use or deliberate release of a GMO product
 triggered the GMO procedure

• Lessons learned from first experience with this emergency procedure
 Ministerial decree

Access to Ebola medicines in BE
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Access to Ebola medicines in EU

DG SANCO (Health and Food Safety)

• Ongoing discussion through the Global Health Security Initiative focusing on the 
response to Ebola outbreak and potential best approaches to maintain availability 
of Ebola vaccine and developed therapeutics for the current outbreak in DRC and 
for possible needs in EU citizens deployed to DRC or other African country or in 
case an imported case of Ebola in to the EU will occur

• Ongoing discussions with EMA and Member States on the possible routes for use 
of unauthorised products including possible harmonisation of emergency 
use/compassionate use, for interested Member States

DG ECHO (European Civil Protection and Humanitarian Aid Operations)

• EU humanitarian aid has been supporting different aspects of the response, such 
as access to health care, prevention and control of infections, epidemiological 
surveillance, contact tracing, community engagement, food and psychosocial 
support to survivals and families of Ebola patients, and coordination

Presenter
Presentation Notes
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Thank you for your attention!
Any questions?
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Contact

Federal Agency for Medicines and Health Products –
FAMHP

Victor Hortaplein - Place Victor Horta 40/40 
1060 BRUSSELS

tel. + 32 2 528 40 00
fax + 32 2 528 40 01

e-mail welcome@fagg-afmps.be

www.famhp.be

Follow the FAMHP on Facebook, Twitter and LinkedIn

mailto:welcome@fagg-afmps.be
http://www.famhp.be/


Your medicines and health products,
our concern
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