
RegTrain-VaccTrain
Regulatory training and advice in the field of vaccines and 
biomedical therapeutics

Challenges addressed by the project
How can people in Africa receive urgently needed safe vaccines and medicines in due 
time? How can we ensure that clinical trials are conducted according to ethical and 
scientific standards? Many countries do not have the structures in place to ensure 
that clinical trial applications are reliably and promptly reviewed. Frequently, serious 
adverse events associated with approved medicinal products are not systematically 
recorded. It is believed that both these elements are essential to securing universal 
access to safe medicinal products. The RegTrain-VaccTrain project strives to be sus-
tainable, taking into account the different resources available in the partner coun-
tries.

Objectives
One of the objectives is to make the regulatory authorities of less-resourced partner 
countries aware of their regulatory gaps for clinical trials and drug safety. In cooper-
ation with RegTrain-VaccTrain, partner countries will develop customised guidelines 
and processes, and build scientific and regulatory capacity. Partner authorities with 
well-established regulatory structures will expand their knowledge through joint 
fellowships and training courses following the train-the trainer-model. They will 
then share this knowledge with other countries within their economic region or the 
continent. It is expected that joint training will lead to better interaction and collab-
oration between the partner authorities in their economic regions. This is ultimately 
intended to permanently improve universal access to medicines and drug safety, 
especially vaccines.

Overview of activities
Consultations in Liberia, Sierra Leone, and The Gambia
The RegTrain-VaccTrain team analyses the current regulatory situation in these 
countries using the WHO Global Benchmarking Tool, an international standard to 
assess regulatory capacities. Based on these analyses, the team meets on site with 
each partner authority to define priorities and to prepare an institutional work plan 
to set up and implement regulatory structures.
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Duration
 »2016 to 2020

Budget
 »2.4 million EUR

Partner countries
 »Ghana
 »Liberia
 »Sierra Leone
 »The Gambia
 »Zimbabwe
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Train-the-trainer
RegTrain-VaccTrain is actively working to strengthen the Regional Centres of 
Regulatory Excellence (RCOREs) for clinical trials and pharmacovigilance in Ghana 
and Zimbabwe. Under this scheme, regulators from FDA Ghana and Zimbabwe are 
undergoing training on drug safety at the Paul-Ehrlich-Institut (PEI). The purpose 
is for them to pass on their regulatory knowledge to fellow regulators at their host 
agencies and within their economic region in a sustainable manner. To achieve this, 
the guest regulators engage in parallel activities during the fellowship. In addition to 
their training programme, they participate in a didactics course and prepare training 
materials. RegTrain-VaccTrain supports them in the preparation of their first pres-
entation to their host agency upon return.

Information platform and networks
The  RegTrain-VaccTrain is a technical partner of the African Vaccine Regulatory 
Forum. It supports the development and implementation of technical documents for 
clinical trials. The RegTrain-VaccTrain also works closely with WHO and NEPAD to 
develop strategies to strengthen regulatory cooperation between African authorities.

Partner institutions
 » National regulatory authorities in the partner countries
 » The Federal Institute for Drugs and Medical Devices (Bundesinstitut für Arzneim-

ittel und Medizinprodukte (BfArM))
 » World Health Organization (WHO)
 » New Partnership for Africa’s Development (NEPAD): NEPAD is committed to es-

tablish a Pan African regulatory system for medicines in Africa
 » The African Vaccine Regulatory Forum (AVAREF): Established by the WHO to 

strengthen clinical trials in Africa. It is now an African Medicines Regulatory Har-
monizations (AMRH) continental technical working group

Contact/supporting institution in Germany
Paul-Ehrlich-Institut (PEI)
Dr Christoph Conrad christoph.conrad@pei.de
www.ghpp.de/en/ projects/regtrain-vacctrain
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