
VaccTrain 2.0 
Regulatory capacity building in the field of vaccines: Training and advice for 
clinical trials and pharmacovigilance

Duration
1 January 2023 to 31 December 2025

Budget
~ EUR 2.1 million

Partner countries
Ghana, Liberia, Sierra Leone, The 
Gambia, Zimbabwe; Senegal, Rwanda, 
South Africa as additional countries in 
Sub-Saharan Africa (reference to 
VaccRelease) 

Region
Western and Southern Africa

Implemented by
Paul-Ehrlich-Institut (PEI)

Commissioning party
German Federal Ministry of Health 
(BMG)

Context 

The Ebola epidemic and the COVID-19 pandemic have clearly demon-
strated that timely access to safe, effective and affordable medicines and 
vaccines is vital to prevent and fight infectious diseases and protect public 
health. Many African countries, however, rely on imports of vaccines 
because national production capacity is insufficient and regulatory 
frame works are limited. The Partnerships for African Vaccine Manufac-
turing Framework for Action by the African Union aims to resolve this by 
establishing a sustainable vaccine industry and infrastructure in the 
continent, including extensive R&D activities, a robust pharmacovigilance 
system and the development of national regulatory authorities (NRAs). 
VaccTrain 2.0 was specifically designed to support these efforts and will 
build on the achievements of the RegTrain-VaccTrain project. It aims to 
build capacities for the regulatory approval and oversight of clinical trials 
(CTs) in order to facilitate the development of vaccines. It also supports 
the establishment of appropriate pharmacovigilance systems to effec-
tively monitor and assess adverse events following immunisation (AEFIs) 
in vaccination campaigns. When a drug is first approved, knowledge 
about its safety is limited, and systematic and continuous monitoring is 
required. The project focuses on sub-Saharan Africa and works closely 
with NRA personnel and organisations such as AUDA-NEPAD, AMRH, 
WHO and AVAREF in pursuit of the goal of making quality-assured, 
efficacious and safe vaccines available to the African population. 

Objective

Strengthening the capacity of national medicines regulatory authorities 
in the areas of CT approval and oversight, pharmacovigilance and 
post-approval safety monitoring to improve access to quality-assured, 
safe and effective vaccines in Africa.

Thematic focus

Key facts 

Marketing authorisation and safety of medicinal products



GHPP, the Global Health Protection Programme of the German 
Federal Ministry of Health, promotes networking, exchange and 
cooperation between specialized German and international public 
health actors. By reducing health risks and strengthening health 
systems at the national, regional and international level, in particular 
relating to pandemic and epidemic preparedness and response, the 
GHPP fosters public health protection – worldwide.

Activities

TR A INING AND COMPETENCE DE VELOPMENT

Training and educating NRA employees in pharma-
covigilance and CT approval and monitoring

C APACI T Y DE VELOPMENT

Supporting regulatory capacity building in the field of CT 
approval and regulatory oversight; establishing a robust 
pharmacovigilance system for effective monitoring and 
evaluation of AEFIs; supporting the development of 
regulatory processes, guidelines and tools to foster the 
institutional development of NRAs

In cooperation with
• Food and Drugs Authority (FDA), Ghana, 

• Liberia Medicines and Health Products Regulatory 
Authority (LMHRA), Liberia

• Medicines Control Agency (MCA), The Gambia

• Pharmacy Board of Sierra Leone (PBSL), Sierra Leone

• Medicines Control Authority of Zimbabwe (MCAZ), 
Zimbabwe 

• Rwanda Food and Drugs Authority (FDA), Rwanda

• Agence sénégalaise de Réglementation pharmaceutique 
(ARP), Senegal

• South African Health Products Regulatory Authority 
(SAHPRA), South Africa

• African Union Development Agency, New Partnership for 
Africa’s Development (AUDA-NEPAD) African Medicines 
Regulatory Harmonization (AMRH) initiative and their 
technical committees 

• African Vaccine Regulatory Forum (AVAREF)

• World Health Organization Regional Office for Africa 
(WHO/AFRO)

Contact

Dr Heidi Meyer

Paul-Ehrlich-Institut (PEI)

Paul-Ehrlich-Straße 51-59,
63225 Langen, Germany

heidi.meyer@pei.de
VaccTrain@pei.de

NET WORK ING AND COOPER AT ION

Supporting regional institutions, such as Regional Centres of 
Regulatory Excellence, with train-the-trainer programmes; 
promoting pan-African harmonisation of regulations by 
supporting and collaborating with AVAREF and WHO
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