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Regulatory capacity strengthening in Africa 

Call for applications 

Background 

The devastating effects of the Ebola crisis in 2014 revealed the importance of established and efficient 

health systems to implement potential countermeasures in response to emergency threats. However, to 

establish an efficient platform to counteract emergency situations requires appropriate structures and 

technical expertise. 

The Global Health Program (GHP) was launched in 2017 by the German Ministry of Health to contribute 

to international initiatives to strengthen the infrastructure of health systems in African countries. As part 

of this program, the Paul-Ehrlich-Institut (PEI), the Federal Institute for Vaccines and Biomedicines, is 

working in collaboration with partners such as NEPAD Agency and the World Health Organization (WHO) 

serving as secretariat to the African Medicines Regulatory Harmonization (AMRH) Initiative and to the 

African Vaccines Regulatory Forum (AVAREF) respectively. The two initiatives focus on strengthening and 

harmonizing regulatory systems in Africa. More specifically, the GHP objectives are to strengthen the 

oversight of clinical trials and the regulation of blood and blood products by African national regulatory 

authorities (NRAs). 

The current program presents a pilot project that will involve a minimum of two NRAs, a more resourced 

and a less resourced NRA, and any other institutions contributing to the regulatory system and willing to 

work in partnership. This bilateral collaboration particularly aims to support current or new reliance 

models for African NRAs to be shared within regional or pan-African networks. All activities are planned 

to be performed within the framework of the AMRH partnership platform that is the African Chapter of 

the Coalition of Interested Parties (CIP). The pilot project will be implemented within the context of the 

Regional Centers of Regulatory Excellence (RCOREs), a concept of the NEPAD Agency AMRH Program on 

sustainable capacity development.  

More information on background of this initiative can be found at http://www.pei.de/EN/institute/pei-

international/global-health-programme/global-health-programme-pei-bmg-node.html 

Objectives  

The PEI seeks to strengthen African NRAs and to reinforce established regional networks in accordance 

to their needs. The current project will be conducted with the following objectives:  

- To strengthen NRAs in their capacity to provide regulatory oversight of clinical trials 

- To strengthen the different regulatory functions of the national regulatory system for blood, 

blood components, and blood products  

- To provide training and structural support tailored to the needs of the individual NRAs 

- To support current or new regulatory reliance models for African NRAs  

- To facilitate collaboration between African NRAs and other institutions contributing to the 

regulatory system 

http://www.pei.de/EN/institute/pei-international/global-health-programme/global-health-programme-pei-bmg-node.html
http://www.pei.de/EN/institute/pei-international/global-health-programme/global-health-programme-pei-bmg-node.html
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- To foster collaboration between African NRAs, the PEI and other international organizations 

Eligibility criteria 

African NRAs interested in strengthening their capacity with regards to: 

- The regulatory oversight of clinical trials for vaccines and biologicals, and/or  

- The regulation of blood, blood components, and blood products 

Interested NRAs should:  

- Express their willingness to work together; evidence of previous collaboration would be 

advantageous  

- Express their willingness to share knowledge and expertise within the regional harmonization 

program and the RCOREs  

- Express their interest in becoming a NEPAD-designated RCORE under the AMRH Initiative in the 

field of blood, blood components, and blood products  

- Provide a letter of support from the responsible ministries covering the areas of work within this 

proposal, e.g. Ministry of Health  

- Provide evidence of cooperation between the two NRA partners or other institutions with 

specific regulatory expertise applying for the call 

About the Paul-Ehrlich-Institut  

The Paul-Ehrlich-Institut is the Federal Institute for Vaccines and Biomedicines in Germany. Among 

others, the PEI is in charge of assessing clinical trial applications and monitoring the benefit-risk balance 

of vaccines, biomedicines, blood, blood components, and blood products for human use before, during, 

and after marketing authorization. The Institute has been a WHO collaborating center for blood products 

and in vitro diagnostics since 2005, and for the standardization and evaluation of vaccines since 2013. 

Regulatory experts from the PEI have participated in several global health initiatives and international 

collaborations. 

Submission and evaluation procedure 

Interested NRAs should submit a completed application form via email to ghp@pei.de by 30th of 

November 2017. Interested institutions should submit their applications via their partner NRA, which will 

be the primary contact for the application. The applications will be evaluated by the PEI in consultation 

with NEPAD Agency and WHO. 

The following should be submitted together with the application form (Annex I and II): 

1. Curriculum vitae of the coordinator and deputy coordinator from each partner NRA 

2. Letter of support from the Ministry of Health to confirm the NRA’s participation in the project 

All documents should be submitted in English. 

Further information 

Queries should be submitted via email to ghp@pei.de.   
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Application form 

Annex I: General information 

NRA name  

Country  

Postal address  

Regional economic community 
to which the NRA belongs 
within the African Union 

 ECCAS 

 ECOWAS 

 UMA 

 SADC 

 IGAD 

 EAC 

 COMESA 

 CENSAD 

Country project coordinator information* 

Title  

Name  

E-mail  

Phone  

Country project deputy coordinator 

Title   

Name   

E-mail  

Phone  

Areas of interest**   Regulatory oversight of clinical trials 

 Regulation of blood and blood products  

* Kindly note that the coordinator should be appointed by the corresponding Ministry and/or NRA. The coordinator will be the first point of 

contact between the NRA and the PEI as part of the GHP. S/he will be responsible for the overall conduct of the project.  

** The applicants should indicate for which aspect of their regulatory work their institutions are seeking support from the PEI. Please note that 

the presented options are not exclusive. 

  



 

4 
 

 

Application form 

Annex II: Information 

General information 

Background on the NRA including year of establishment, organigram, total number of employees, 
number of employees working as assessors for clinical trials/blood regulation and their area of expertise 
(maximum 250 words). 

 

 

 

 

 

Expertise in evaluating clinical trial applications *** 

Provide an overview of the Agency’s expertise on clinical trial applications including the total number of 
applications assessed within the past 5 years, indications, application process, and timelines (maximum 
250 words). 

 

 

 

Overview of the blood regulatory system*** 

Please advise if there are legal provisions for regulation of blood, blood components and blood products 
in your legislation. In addition, please describe the system of blood supply in your country (maximum 
250 words). 

 

 

*** Please note that this section can be left blank if the applicant has not selected the corresponding option as presented in annex I 
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Needs and expectations 

Describe for which regulatory activities the Agency requires support (e.g. assessment of clinical trials 
and/or marketing authorization applications on preclinical, quality and/or clinical aspects, site 
inspections, project management tools). Explain what your expectations from this project are (maximum 
250 words). 

 

 

 

 

Collaboration with other African NRAs 

As part of this project you will be asked to work in collaboration and share your expertise with a partner 
African NRAs or partner institution. As stated above, this bi-national partnership is originally designed as 
a pilot initiative to support current or new reliance models for African NRAs. In that regard, we would like 
to ask you to identify a maximum of three regional or continental NRAs you will be willing to work with if 
selected.  

NRA n°1: ________________________________________________________ 

NRA n°2: ________________________________________________________ 

NRA n°3: ________________________________________________________ 

 

Please describe briefly the duration and type of collaboration that your agency has/had with the 
identified potential partner NRAs. How could the project improve this relationship? (maximum 
250 words). 

 

 

 

Signature 

Head of the NRA or Senior representative of the Ministry of Health  

Signature 

Date and place 

 


