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9ŘƛǘƻǊΩǎ bƻǘŜ 

Dear all, 

As we approach the last quarter of the year 2016, African 

Medicines Regulatory Harmonization (AMRH) would like to 

share with you some of the success stories in the work that 

we do regarding medicines regulatory harmonization. The 

previous newsletter highlighted many achievements over a 

six month period, this one is packaged to showcase what we 

have been doing in the last 3 months covering July and 

September 2016. 

AMRH has intensified its work on joint medical dossier 

evaluations especially in the East African Community and the 

Southern African Development Community (SADC) through 

the ZaZiBoNa initiative. This is in line with the medicines 

Regulatory harmonization agenda in Africa. 

AMRH has also accelerated work on the implementation of 

the AU Model Law at regional and national level. In 

addition, AMRH has also provided support to the 

Organization for the Coordination of the Fight Against 

Endemic Diseases in Central Africa (OCEAC) which is the 

health organ of the Central African Economic and Monetary 

Community (CEMAC) to combat the use and sale of 

counterfeit medicines in Central Africa. 

Lastly, AMRH has presented the preliminary results of the 

EAC pilot M&E and received feedback. This M&E approach 

will be rolled out to other regions and countries. 

ABOUT AMRH 
African Medicines Regulatory Harmonization (AMRH) Programme 
 
The African Medicines Regulatory Harmonization (AMRH) initiative is a programme of the African Union (AU) implemented 

as part of the Pharmaceutical Manufacturing Plan for Africa (PMPA). Under the ǘƘŜƳŜ ά{ǘǊŜƴƎǘƘŜƴƛƴƎ ƻŦ IŜŀƭǘƘ {ȅǎǘŜƳǎ ŦƻǊ 

9ǉǳƛǘȅ ŀƴŘ 5ŜǾŜƭƻǇƳŜƴǘ ƛƴ !ŦǊƛŎŀέΣ ǘƘŜ !¦ /ƻƴŦŜǊŜƴŎŜ ƻŦ IŜŀƭǘƘ aƛƴƛǎǘŜǊǎ ό!¦/Iaύ ƛƴ !ǇǊƛƭ нллт ǊŜǎǇƻƴŘŜŘ ǘƻ ǘƘŜ !¦ 

Assembly Decision 55 (Assembly/AU/Dec.55 (IV) taken during the Abuja Summit in January 2005 which mandated the 

African Union Commission (AUC) to develop the PMPA within the framework of the NEPAD. The programme started in 2009 

as a response to addressing challenges faced by National Medicine Regulatory Authorities (NMRAs) in Africa. These 

challenges include; weak or non-coherent legislative frameworks, redundant/duplicative processes, sluggish medicine 

registration processes and subsequent delayed decision, inefficiency and limited technical capacity, among others. The work 

of AMRH is guided by three focus areas: policy alignment, regional integration and harmonization, and human and 

institutional capacity development. 

The programme works in collaboration with the AUC, Pan-African Parliament (PAP), World Health Organization (WHO), Bill 

and Melinda Gates Foundation, World Bank (WB), UK Department for International Development (DFID) and US 

Government-PEPFAR and Global Alliance for Vaccines and Immunization (GAVI). The AMRH Strategic Plan defines the 

strategic direction for the medicines harmonization agenda in Africa and provides direction to advance the development of 

the pharmaceutical sector and provides guidance in monitoring and evaluation. 

Our Vision in Africa 

African people have access to essential medical products and technologies 

Our Mission in Africa 

Provide leadership in creating an enabling regulatory environment for pharmaceutical sector development in Africa 

 

 

2 |  AMRH NEWSLETTER July ς September 2016 

EAC-MRH programme Third Joint Medical Dossier Evaluation assesses 27 applications 

 

13 new products assessed at 12th ZAZIBONA Assessors meeting, 6 recommended for approval 

 

NEPAD receives feedback on compiled regional AMRH M&E preliminary results report 

 

 

SADC Medicines Regulators Forum review progress on Phase I of MRH activities, develops work plan for the 

implementation of phase II  
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Type of 
Procedure 

Type Received Assessed Queried Registered Refused Planned for 
assessment 

EAC joint 
assessment 

New 35 27 23 4 0 6 

 

EAC-MRH programme Third Joint Medical 

Dossier Evaluation assesses 27 applications 

 

The East African Community (EAC) regional experts on medicines evaluation and registration, with 

technical experts from the World Health Organization (WHO) Prequalification and the Swiss Agency 

for Therapeutic Products, held a successful Third EAC Joint Dossier Assessment of medical products 

to review a total of 35 new applications. This is an initiative of the EAC Medicines Regulatory 

Harmonization (EAC-MRH) Programme and resulted in the assessment of 27 applications of which 23 

were queried, 4 registered and 0 rejected and took place from 8th ς 12th August 2016 in Entebbe, 

Uganda. 

The meeting is a follow-up on the First and Second EAC-MRH Joint Dossier Assessment meetings held 

in October 2015 and May 2016 respectively. The main objectives of this Third Joint Dossier Assessment 

meeting was to assess 35 new applications for registration, as well as to share knowledge and practical 

skills in assessment quality, safety and efficacy data with the aim of ensuring consistency and 

harmonization in decision making among NMRAs. The workshop was also attended by expert 

observers from the Ethiopia Food, Medicines and Healthcare Administration and Control Authority, 

NEPAD Agency, World Bank (WB), Bill and Melinda Gates Foundation (BMGF), WHO and United States 

Pharmacopeia. 

Overall, the main aim of Joint Dossier Assessments is to increase access to medicines, enhance 

capacity, work sharing and confidence building among National Medicines Regulatory Authorities 

(NMRAs). It also serves as a foundation for future mutual recognition of regulatory decisions among 

NMRAs of EAC Partner States.  

During the workshop, Dr Dan Hartman, Director of Integrated Development at BMGF thanked all 

participants for their unique contributions in the implementation of the African Medicines Regulatory 

Harmonization (AMRH) agenda. He stated that regulatory affairs have been prioritized by BMGF, 

noting that Warren Buffett had also partnered with BMGF in supporting MRH programs. 
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He called on EAC to strive to be a blue print for medicines regulation implementation and to improve 

efficiency in regulatory activities through the elimination of ABCs (Arrogance, Bureaucracy and 

Complacency). Dr Hartman also informed the meeting that BMGF has plans to appoint a new Senior 

Regulatory Officer to be based in Africa, upon the retirement of Dr Vincent Ahonkhai at the end of 

2016 who has been very instrumental in advocating AMRH initiatives. 

NEPAD Agency Pharmaceutical Coordinator, Mrs. Margareth Ndomondo-Sigonda applauded EAC 

Partner States NMRAs for showing commitment to medicines regulatory harmonization since 2012. 

She stated that the role of NEPAD and the African Union (AU) was to facilitate implementation, 

coordination and advocacy in improving access to medicines in all Regional Economic Communities 

(RECs) in Africa.  

In addition, Dr Samvel Azatyan, Group Lead - Capacity Building, Regulatory Systems Strengthening 

Team from WHO noted that the initial efforts of EAC NMRAs were yielding results and that WHO and 

Swissmedic would continue to provide technical support to EAC regional experts. Mr. Apollo 

Muhairwe, Senior Operations Officer at WB commended product development partners like TB 

Alliance, Foundation for Innovative New Diagnostics (FIND), DnDi, Medicines for Malaria Venture 

(MMV), PATH and International Aids Vaccine Initiative (IAVI) that have shown a willingness to 

interface with MRH Programs especially in the areas of clinical trials, marketing authorization, 

pharmacovigilance and post marketing surveillance. 

Besides the assessment of dossiers, regional experts identified 11 sites that require Good 

Manufacturing Practices (GMP) inspection or assessment by document review. They also explored 

ways of improving predictability and efficiency of the joint evaluation process. 
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The EAC region 

continues to be 

a trendsetter in 

the medicines 

regulatory 

harmonization 

agenda in 

Africa 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

NEPAD supporting Central Africa to combat 

use and sale of illicit, counterfeit medicines   
 
The NEPAD Agency has reaffirmed its 

commitment to supporting the Central African 

region in the development and implementation 

of the Plan of Action against Counterfeit 

medicines through the African Medicines 

Regulatory Harmonization (AMRH) programme.  

This commitment was emphasized during two 

separate but related meetings that took place in 

Douala, Cameroon from 21st ς 23rd June 2016. 

The objective of the meetings was to put in place 

strategies for combatting the use and illicit sale 

of counterfeit medicines in the region. 

 

 

 

 

 

NEPAD Agency emphasized that its support will 

mainly focus on four (4) strategic areas which 

include: 

(a) supporting the implementation of the 

Plan of Action 

(b) Coordinating and advocacy of national 

and regional activities at continental level  

(c) Streamlining the implementation of the 

Model Law on medical products 

regulation with the implementation of 

the Plan of Action and the Common 

Pharmaceutical Policy in Central Africa 

Region  

(d) And monitor and evaluate the Plan of 

Action as contribution to improving 

access to safe, efficacious and affordable 

medical products. 

 

Central Africa Ministers of 

Health adopt Communique and 

endorse Plan of Action 

During the meetings, a report of a situation 

analysis on counterfeit medicines in the Central 

African Member States was presented. The 

report showed that illicit trade in drugs account 

for 25% of the pharmaceutical market size in 

countries where it is poorly developed but goes 

up to 55% in countries where it is developed. 

The Ministers of Health in the region adopted 

the Communique on the Plan of Action, and 

endorsed it for combatting the use and illicit sale 

of counterfeit medicines in the region.  

In addition, the Ministers of Health also 

endorsed the declaration and commitments 

from the technical and technical partners to 

advance strengthening health systems to 

combat the use of counterfeit medicines and 

sale of illicit medicines in the regions. 

The two meetings were hosted by the 

Organization for the Coordination of the Fight 

Against Endemic Diseases in Central Africa 

(OCEAC) which is the health organ of the Central 

African Economic and Monetary Community 

(CEMAC). OCEAC is mandated to implement 

health programmes in the Central African region 

that is comprised of six member states (Gabon, 

Cameroon, Congo Republic, Equatorial Guinea 

and Tchad). 

The first meeting concerned technical and 

financial partners and was specifically aimed at 

looking at partnerǎΩ support in strengthening 

health systems at national and regional levels 

and reviewing the Plan of Action for combating  
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