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“No sporadic act nor pious resolution can resolve our present problems. Nothing will be 

of avail, except the united act of a united Africa.” 

Ghana’s first president, Kwame Nkrumah’s Iconic speech at the Organisation of African 

Unity (OAU) founding on May 24, 1963, in Addis Ababa, Ethiopia. 

 

 

 

"If you want to go fast, go alone; if you want to go far, go together." 

This piece of wisdom is widespread across various African cultures. 

 

 

 

"Africa and Europe are bound by geography and a common destiny. The EU-Africa 

partnership is of utmost importance to shape our future." 

The 13th president of the European Commission Ursula von der Leyen on 28 November 
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Abstract 

Background: The implementation of the Centralised Procedure (CP) among European 

countries was facilitated by the establishment of the European Medicines Agency (EMA) in 

1995. Inspired by the success story of human medicines regulatory harmonisation among 

European countries, the African Union (AU) established the African Medicines Agency 

(AMA). 

Aim of Thesis: This thesis explores the feasibility of introducing the EMA's CP or similar 

mechanisms for approving human medicines in Africa, leveraging the positive momentum 

generated by the formation of the AMA. 

Methods: Based on the required data type, the data for this research were collected using 

four methods: narrative review, scoping review, comparative analysis, and survey. 

Results: Europe's harmonised regulatory frameworks represent some of the most advanced 

systems globally. These frameworks facilitate the authorisation of human medicines using 

various legal instruments with differing degrees of binding force to support the functionality 

of the EMA's operations. On the other hand, harmonisation efforts among African countries 

are still in the early stages. Moreover, the lack of a clear and binding legal basis is 

challenging. Furthermore, the human and financial resources allocated to support the 

regulatory harmonisation of human medicines among African countries are inadequate. 

Conclusion: Adopting the EMA's CP among African countries may pose a significant 

challenge. However, it could be strategically developed for human medicines used in 

pandemic situations, such as COVID-19 vaccines during recent outbreaks. Therefore, the 

EMA's CP is helpful as a preliminary model for developing suitable mechanisms among 

African countries. There is considerable potential to develop unique regulatory pathways 

among African countries. There is no need to start from scratch when developing a 

harmonised regulatory system, as the European regulatory framework can provide a 

foundational blueprint. 

Harmonised legal bases are prerequisites for a harmonised regulatory framework. 

Therefore, revising the AU Model Law on Medical Products Regulation is recommended, as 

harmonising the regulatory frameworks on human medicines is overdue for all African 
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countries. Although this is referred to as a regulation, it is not directly binding. Therefore, it 

should be referred as a directive. 

Comparative studies of each African country's legal and regulatory frameworks with the 

Model Law on Medical Products Regulation are advised. Furthermore, it is recommended 

that the African Medicines Regulatory Harmonisation (AMRH) initiative be restructured to 

operate through the Regional Coordination Centres (RCCs) rather than the Regional 

Economic Communities (RECs). 

Furthermore, independent monitoring and evaluation are necessary to ensure the success 

of regulatory harmonisation of human medicines among African countries. The aim is to 

achieve an advanced status that allows for the implementation of procedures similar to 

those of the European human medicines regulatory system and, at the most advanced 

stage, similar to the EMA's CP.
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1. Introduction 

1.1 Centralisation of Human Medicines Regulatory Approval in Africa: A 

Daydream or a Possibility? 

A single human medicine application initiates one evaluation; if its outcome is positive, 

centralised market authorisation will be granted for this medicine to be accessed in all 

African countries. An African daydream may become a reality, considering the 

harmonisation efforts among African countries in all aspects, recalling the ambitious plans 

of Africa's Agenda 2063. Africa holds immense potential because of its vast natural 

resources and growing demographic base. Africa is the world's second-largest and second-

most populous continent after Asia, with an estimated population of over 1.49 billion 

people in 2024, representing nearly 18 per cent of the global population (1). Fifty-five 

recognised sovereign states shape the continent (2). 

Despite its considerable natural resources and expanding demographic base, Africa faces 

numerous challenges within the human medicines regulatory sector. These issues include 

a scarcity of essential medical products and substantial delays in market authorisation 

timelines (3). Moreover, the absence of legally binding harmonised regulatory frameworks 

across the African continent poses a significant challenge (4,5). Furthermore, most African 

national medicines regulatory authorities (NMRAs) lack the capacity to perform essential 

core regulatory functions (6). Notably, there is a significant prevalence of substandard and 

falsified medicines (SSFFCs), further complicating the public health landscape of the 

continent (6,7). 

These challenges in the African human medicines regulatory systems were noticed during 

the coronavirus disease 2019 (COVID-19) pandemic caused by severe acute respiratory 

syndrome coronavirus 2 (SARS-CoV-2). As reported by the World Health Organisation 

(WHO) in December 2021 only less than 3% of the global vaccine doses were shipped to 

Africa. Furthermore, approximately 8% of Africans were fully vaccinated; in contrast, more 

than 60% of the population in many high-income countries (HICs) were fully vaccinated at 

that time (8). 
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There is no doubt that the harmonisation of regulatory frameworks is the key driver in 

promoting efficient evaluation of medicines, reducing workload, and supporting earlier 

drug access. An example is the establishment of the European Medicines Agency (EMA), 

formerly known as the European Medicines Evaluation Agency (EMEA), in 1995 and the 

introduction of the Centralised Procedure (CP), which facilitated the evaluation and access 

to new innovative human medicines across the European Economic Area (EEA). Figure 1 

illustrates the number of positive and negative opinions on the evaluations of human 

medicines between 2010 and 2023 based on the data collected from the official reports of 

the EMA (9). 

 
Figure 1: History of the EMA's Positive and Negative Opinions on Human Medicines between 2010 – 2023 

Figure 1 illustrates the number of positive and negative opinions issued by the European Medicines Agency 
(EMA) on human medicines between 2007 and 2023, exemplifying the success of centralised evaluation. 

Source: Adopted from the official EMA's reports (9) 

Moreover, the EMA supports all vital regulatory functions required to maintain the quality 

of human medicines across the European continent, focusing on the CP (10). The power of 

human medicines regulatory harmonisation was proven during the COVID-19 pandemic, as 

the EMA could assess strategic innovative vaccines in a record time (11).   

The EMA's CP is identified as a successful culmination of the efforts made during the human 

medicines regulatory harmonisation initiatives in the European Union (EU), such as the 

Multistate Procedure, also known as the Committee for Proprietary Medicinal Products 
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Procedure (CPMP Procedure), and the Concertation Procedure. These procedures were 

milestones in the process of harmonising regulations for human medicines in the EU (12). 

The formation of the African Medicines Agency (AMA) is a culmination of collaborative 

regional efforts. It builds upon frameworks such as the African Medicines Regulatory 

Harmonisation (AMRH) initiative and the African Vaccines Regulatory Forum (AVAREF). The 

African Union (AU) officially adopted the treaty for the establishment of the AMA in 

February 2019, which entered into force on 5 November 2021 following its ratification by 

the requisite number of member states (MSs), including Cameroon as the 15th member 

(13,14). Rwanda was chosen as the site for the headquarters of the AMA, signalling a 

significant step towards centralising and strengthening regulatory oversight of 

pharmaceuticals across the African continent (15,16).  

The success of human medicines regulatory harmonisation among the European States, 

especially the implementation of the EMA's CP, has inspired the African continent to 

harmonise the regulatory framework by leveraging the expertise and resources of multiple 

MSs. Therefore, adopting a centralised procedure similar to the EMA's CP by the AMA may 

enhance regulatory efficiency, reduce duplication of efforts, and facilitate quicker access to 

safe and effective medicines for the African population.  

In December 2023, the EMA, alongside the Directorate-General for International 

Partnerships of the European Commission, formalised a collaborative agreement to 

promote the development of the AMA, extending its support through November 2027. The 

European Commission (EC) has allocated a substantial financial contribution to the EMA to 

further this initiative. The EMA's commitment to providing funding and technical expertise, 

as well as its collaboration with various stakeholders, including European, African, and 

international entities, reassures the functionality of the AMA. Given its extensive history in 

managing continent-wide medicines regulation, the EMA is well positioned to coordinate 

and assist over fifty European national competent authorities (NCAs) in human and 

veterinary medicine. The EMA's support, particularly in regulatory harmonisation, the 

adoption of shared standards and guidelines, capacity building, training, and technical 

assistance, plays a pivotal role in advancing regulatory frameworks in Africa. This 

partnership between the EMA network and its African counterparts is significant and 

ultimately contributes to the foundational development of the AMA (17,18). 
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In light of the cooperation between the AMA and the EMA, this master's thesis aims to 

explore the harmonisation of human medicines regulatory frameworks across African 

countries based on the procedures used during the harmonisation efforts among the 

European countries, as the establishment of the AMA marks a milestone towards human 

medicines regulatory harmonisation among African countries and may be considered 

similar to the EMA. Therefore, there is a theoretical potential for implementing centralised 

procedures across Africa, or at least within each Regional Economic Community (REC). 

Moreover, historical mechanisms such as the Concertation Procedure and the Multistate 

Procedure, along with current European procedures like Decentralised Procedure (DCP), 

Mutual Recognition (MRP), and Repeat Use Procedure (RUP), could be considered for 

approving human medicines in Africa and promoting regulatory harmonisation across its 

nations. 

1.2 Aim of this Thesis  

The main objective of this thesis is to examine the feasibility of using the EMA's CP as a 

harmonisation model for the AMA. Moreover, the following points are going to be explored: 

• What are the difficulties in harmonising the regulatory frameworks for human 

medicines in Africa, and what is the status of the current harmonisation among 

African countries?  

• What are the similarities and differences in the legal bases between the EMA and 

the AMA? 

• Exploring the challenges in adopting the EMA's CP model for the AMA. 

• Which human medicines regulatory procedures ideas can the AMA borrow from the 

EMA to promote its drug regulatory harmonisation? 

At the end of this thesis, recommendations are provided to enhance the harmonisation of 

human medicines among African countries by leveraging the EU's journey towards 

harmonising medicines considering the current status of medicines harmonisation in Africa. 
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2. Methods and Materials 

Data were collected using four methods, narrative review, scoping review, comparative 

analysis, and survey, based on the nature of the required data to assess the feasibility of 

developing harmonised mechanisms for human medicines approvals among African 

countries. Given the diversity of data required to answer the thesis questions, this hybrid 

approach allowed for appropriate method selection for collecting each dataset separately.   

2.1 Narrative Review 

A narrative review was conducted to gather data on the historical development of the EU's 

legal and regulatory harmonisation of human medicines. The aim is to extract applicable 

ideas from the harmonisation processes among European countries that could be relevant 

to African countries. Given that the EMA is operating successfully and that the development 

steps during the harmonisation of human medicines regulatory affairs are historical facts, 

the narrative review approach is suitable for achieving a broad overview and building a 

knowledge base while ensuring the flexibility of selected sources (19,20). The data for this 

review were collected from official websites, and some articles are listed in Table 1. 

Table 1: The official websites and articles used for the data collection for the narrative review 

Table 1 identifies the nine sources used in the narrative review, including seven official websites and two 
articles. 

The official websites and articles used for the data collection for the narrative review 

European Union (EU) (21) 

European Commission (EC) (22) 

European Parliament (EP) (23) 

European Medicines Agency (EMA) (24) 

Federal Institute for Drugs and Medical Devices (BfArM) (25) 

The European Patients’ Academy on Therapeutic Innovation (EUPATI) (26)  

Yale Journal of International Law (27) 

Drug Regulation: History, Present and Future (12)  

Making harmonisation work: the politics of scientific expertise in European medicines regulation (28) 
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2.2 Scoping Review 

A scoping review approach was applied to provide a comprehensive summary and overview 

of the status of harmonisation among African countries because the AMA is still in the early 

stages of its maturity. Furthermore,  this type of review is suitable because there is no need 

to produce summary answers to the research questions solely from this review. However, 

the main objective is to identify the gaps hindering the harmonisation of human medicines 

across Africa (29,30). The data produced from the scoping review were combined with 

datasets produced by other methods to provide more reliable recommendations.  

The preferred reporting items for systematic reviews and meta-analyses extension for 

scoping reviews (PRISMA-ScR) flow diagram was used to report the scoping review's results 

(31–33). 

Relevant articles were identified by searching popular databases: Scopus, PubMed, and 

Google Scholar using the following Boolean operators: "African Medicines Agency" AND 

(regulatory harmonisation OR Pan-African). 

The search was then refined by identifying articles that discussed the role of regional 

regulatory agencies, regional health governance, the need for regulatory harmonisation, 

the AU's Treaty for the Establishment of the AMA, known as the AMA Treaty, and 

pharmaceutical regulations. 

Only articles written in English were considered, and all articles published between January 

2017 and May 2024 in the context of the harmonisation and evolution of the AMA were 

included. Moreover, some information was extracted from authentic websites, which are 

included in Table 2. 

Table 2: The official websites used for the additional data collection for the scoping review 

Table 2 lists the fifteen official websites that were included in the scoping review as additional sources. 

The official websites used for the additional data collection for the scoping review 

African Union SUMMIT Documents (34) 

African Union (AU) (35) 

African Medicines Regulatory Harmonisation (AMRH) (36) 

European Medicines Agency (EMA) (24) 
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The official websites used for the additional data collection for the scoping review 

African Union Development Agency - New Partnership for Africa`s Development (AUDA - NEPAD) (37) 

World Health Organisation (WHO) (38) 

PATH (formerly known as the Programme for Appropriate Technology in Health) (39) 

Our World in Data (40) 

East African Community (EAC) (41) 

Economic Community of West African States (ECOWAS) (42) 

ZaZiBoNa (The first two letters of Zambia, Zimbabwe, Botswana and Namibia) is a collaborative medicines 

registration initiative in Southern Africa (43) 

Southern African Programme on Access to Medicines and Diagnostics (SAPAM) (44) 

Swissmedic (45) 

European Council on Foreign Relations (ECFR) (46) 

United Nations Children's Fund (UNICEF) (47) 

2.3 Comparative Analysis 

With a comparative analysis, various aspects of both agencies, the AMA and the EMA, were 

compared to highlight the significant differences and similarities between the EMA and the 

AMA regarding legal frameworks and operations. The following points were in focus: 

• Establishment Legislative Frameworks 

• Major Operating Legislative Frameworks 

• The Availability of Different Degrees of Legislative Frameworks 

• Autonomy 

• Status of Harmonised Legal Bases among the MSs 

• Drug Regulatory Support and Dynamics 

• Structure 

• Regulatory Workforce and Expertise  

• Finance 
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2.4 Survey 

A web-based survey was administered to gather additional data from industrial and 

regulatory bodies' perspectives. Therefore, a form was constructed using Google Forms 

with eight questions detailed in Appendix 1 (Survey Before Validation); the first four 

questions were intended to evaluate the feasibility of establishing similar procedures to the 

EMA's CP or historical models, for example, the Concertation Procedure and the CPMP 

Procedure, for the AMA. The remaining four questions aimed to develop recommendations 

for promoting human medicines regulatory harmonisation within Africa based on European 

regulatory procedures. 

Online surveys have significant advantages such as global reach, speed, flexibility, and low 

administration costs. However, some weaknesses may contribute negatively to the results, 

such as unclear answers, misunderstanding of the questions, receiving the survey via junk 

mail, privacy concerns, difficulties ensuring that the survey is being answered by the 

population in scope, and lack of personal contact (48,49). 

Therefore, the survey questions needed to be validated to ensure the clarity and relevance 

of the eight questions, avoiding bias in the results due to misunderstandings, unclear 

answering instructions, and random responses. The survey questions were validated using 

a six-step procedure (50): 

1. Preparing Content Validation Form  

2. Selecting a Review Panel of Experts 

3. Conducting Content Validation 

4. Reviewing Domains and Items 

5. Providing a Score on Each Item 

6. Calculating Content Validity Index (CVI) Indicators 

2.4.1 Survey Validation Procedures 

The validation form was constructed using Google Forms, as detailed in Appendix 2 

(Validation of the Survey). A panel of ten experts was established to validate the survey, 

ensuring that the questions were clear and relevant. Six of the ten contacted experts 

supported the validation of the survey, reaching a response rate of 60%. These six experts, 
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with different drug regulatory affairs experiences, validated the survey in face-to-face or 

online meetings: 

• One expert with no drug regulatory affairs background 

• One expert working within an African NMRA 

• Four experts working in international pharmaceutical companies in regulatory drug 

affairs or related departments 

The six experts validated each question for clarity and relevance using a 4-point Likert scale, 

as outlined in Table 3. The conclusion of the validation was determined by calculating the 

CVI indicators according to the recommendations from the research done by Polit & Beck 

(2006) (51). Table 4 presents the CVI Indicators. The responses from the experts regarding 

the relevance of the eight questions are included in Table 5, and those regarding the clarity 

of the eight questions are included in Table 6. 

Table 3: Rating scheme of the survey questions regarding clarity and relevance 

Table 3 outlines the 4-point Likert scale used to validate the survey questions for clarity and relevance. 

Score Meaning of the achieved score 

1 Strongly Disagree (Not relevant / Not Clear) 

2 Disagree (Item needs Major Revision) 

3 Agree (Item needs Minor Revision) 

4 Strongly Agree (Clear / Relevant) 

 

Table 4: The CVI indicators clarification and formulas 

Table 4 provides detailed information regarding the indicators and formulas used for validation. 

Source: Adopted from (50,51) 

Indicator Definition Formula 
Experts in Agreement Experts rating the item 3 or 4 

points 
Sum of experts rating the item 

with 3 or 4 points 
Universal Agreement (UA) 100% experts in agreement score is given as 1 when the item 

achieved 100% experts in 
agreement, otherwise the UA 

score is given as 0. 
Proportion Relevance (PR) The average of rating all items by 

individual expert. 
PR = Sum of questions rated with 
3 or 4 points by individual expert 

/ Number of questions 
Item-level Content 

Validity Index (I-CVI) 
The proportion of content experts 

giving item rating of 3 or 4 
I-CVI = (agreed item) / 

(number of expert) 
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Indicator Definition Formula 
Scale-level 

Content Validity Index 
based on the Average 
method (S-CVI/Ave) 

The average of the I-CVI scores 
for all items on the scale or the 
average of proportion relevance 

judged by all experts. 

S-CVI/Ave = (sum of I-CVI scores) 
/ (number of item) 

OR 
S-CVI/Ave = (sum of 

proportion relevance rating) / 
(number of expert) 

Scale-level Content Validity 
Index based on the Universal 

Agreement method (S-CVI/UA) 

The proportion of items on the 
scale that achieve a relevance 
scale of 3 or 4 by all experts. 

S-CVI/UA = (sum of UA 
scores)/(number of item) 

2.4.2 Results of the Validation Approach 

Table 5: Experts responses regarding relevance based on the rating scheme in Table 3 

Table 5 lists the scores assigned by six experts regarding the relevance of each question to the topic based 
on the rating scheme in Table 3. It presents the results of three Content Validity Index (CVI) measures: 
Experts in Agreement, Item-level Content Validity Index (I-CVI), and Universal Agreement (UA), based on 
the calculation formulas detailed in Table 4. 

Relevance 

 Exp. 1 Exp. 2 Exp. 3 Exp. 4 Exp. 5 Exp. 6 Experts in 
Agreement 

I-CVI UA 

Item 1 4 4 4 4 4 4 6 1 1 

Item 2 4 4 4 4 4 4 6 1 1 

Item 3 4 4 4 4 4 4 6 1 1 

Item 4 4 4 4 4 4 4 6 1 1 

Item 5 4 4 4 4 4 4 6 1 1 

Item 6 4 4 4 4 4 4 6 1 1 

Item 7 4 4 4 4 4 3 6 1 1 

Item 8 4 4 4 4 4 3 6 1 1 

Experts in Agreement: All experts rated the questions with three or four points. Therefore, 

all questions received a score of 6. 

UA: All experts rated the questions with three or four points. Therefore, each question 

received a score of 1. 

PR: All experts rated the questions with three or four points. Therefore, all experts received 

a score of 1. 

I-CVI: All experts rated the questions with three or four points. Therefore, each question 

received a score of 1. 

S-CVI/Ave: (sum of I-CVI scores)/(number of item) = 8 / 8 = 1 

S-CVI/UA: (sum of UA scores)/(number of item) = 8 / 8 = 1 
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Table 6: Experts responses regarding clarity based on the rating scheme in Table 3 

Table 6 lists the scores assigned by six experts regarding the clarity of each question to the topic, based on 
the rating scheme in Table 3. It presents the results of three Content Validity Index (CVI) measures: Experts 
in Agreement, Item-level Content Validity Index (I-CVI), and Universal Agreement (UA), based on the 
calculation formulas detailed in Table 4. 

Clarity 

 Exp. 1 Exp. 2 Exp. 3 Exp. 4 Exp. 5 Exp. 6 Experts in 
Agreement 

I-CVI UA 

Item 1 4 4 4 4 4 4 6 1 1 

Item 2 4 3 4 4 4 4 6 1 1 

Item 3 4 4 4 4 4 4 6 1 1 

Item 4 4 4 4 4 3 4 6 1 1 

Item 5 4 4 4 4 4 4 6 1 1 

Item 6 4 4 4 4 4 4 6 1 1 

Item 7 4 3 4 4 3 3 6 1 1 

Item 8 4 4 4 4 2 3 5 0.83 0 

Experts in Agreement: All experts rated the questions with three or four points except 

question eight was rated by expert five with two points. Therefore, all questions had a score 

of 6,  except for question eight had a score of 5. 

UA: All experts rated the questions with three or four points except question eight was rated 

by expert five with two points. Therefore, all questions had a score of 1, except for question 

eight had a score of 0. 

PR: All experts rated the questions with three or four points except question eight was rated 

by expert five with two points. Therefore, all experts had a score of 1 except expert five had 

a score of 0.83. 

I-CVI: All experts rated the questions with three or four points except question eight was 

rated by expert five with two points. Therefore, all questions had a score of 1, except for 

expert five had a score of 0.83. 

S-CVI/Ave: (sum of I-CVI scores)/(number of item) = 7.83 / 8 = 0.98 

S-CVI/UA: (sum of UA scores)/(number of item) = 7 / 8 = 0.88 
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2.4.3 Conclusion of the validation of the Survey Questions regarding Relevance and 

Clarity 

According to the recommendation from Polit and Beck (2006), the acceptable CVI values 

should be at least 0.83 when six experts validate the survey (50,51). The relevance and the 

clarity of the questions were demonstrated based on the results in Table 3, Table 4 and the 

calculations of the relevant CVI indicators. Therefore, the survey reached a satisfactory level 

of content validity regarding relevance and clarity. However, the survey questions two, four, 

seven and eight were slightly modified based on the feedback from the experts to ensure 

the highest possible clarity and relevance. Appendix 3 (Survey After Validation) includes 

the survey questions revised based on the recommendations from the experts, as outlined 

in Table 7. 

Table 7: Experts recommendations to improve the survey 

Table 7 includes modifications to the survey based on the recommendations from the six experts who 
validated the survey using the form illustrated in Appendix 2 (Validation of the Survey). These 
recommendations affected the four questions numbered two, four, seven and eight. 

Questions Experts Recommendations Impact on Survey 
Question 1 Expert 2: “The question is very relevant 

to the topic. It can be difficult to survey 
participants to evaluate potential future 

success” 

Including “based on the current efforts” 

Question 2 No Recommendation No Change 
Question 3 No Recommendation No Change 
Question 4 Expert 5: “It might be clearer if the word 

'non-binding' is bold highlighted” 
The word 'non-binding' is going to be bold 

highlighted. 
Question 5 No Recommendation No Change 
Question 6 No Recommendation No Change 
Question 7 Expert 5: “Include that these procedures 

are not binding” 
Including “non legally binding” 

Expert 6: “only harmonised pathways, 
not the national ones will support the 

harmonisation” 

Including “harmonised pathways” 

Question 8 Expert 5: “It might be clearer to specify 
what aspects are harmonised. Adding a 
sentence on what is the expected long-
term outcome of using these models? 

such as reaching a harmonised status to 
facilities the centralised approach might 

be helpful for clarity” 

Including ”harmonised regarding regulatory 
and legal bases” 

 
 

Expert 6: “if the approach of these 
initiatives is harmonised” 

Including “harmonised” 
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3. Results 

3.1 Overcoming Drug Regulatory Challenges: The EU Experience – 

Narrative Review 

3.1.1 History of Legal Sources of the EU Law 

The EU's founding treaties are the first legal bases for the EU. Treaties, legal instruments 

created directly by MSs, are primary EU law. On the other hand, the law made by the EU 

institutions by exercising the powers conferred on them is referred to as secondary 

legislation, the second important source of EU law (52,53).  

During the journey of harmonising the drug regulatory frameworks in Europe, one aspect 

was, on all occasions, respected, which is the existence of legal frameworks for every step 

of the harmonisation (52). Moreover, there are different legislative options to determining 

the degree of obligation of the drug regulatory frameworks to the MSs of the EU. Different 

legal instruments are embedded in the EU based on Article 288 of the Treaty on the 

Functioning of the European Union (TFEU), such as regulations, directives, decisions, 

recommendations, and opinions (54). 

The Treaty of Lisbon restructured the EU legislative process, establishing the ordinary 

legislative procedure (Article 289(1) TFEU) as the standard method for law-making, 

analogous to the former co-decision process. This process is described in (Article 294 of the 

TFEU) (55,56). Additionally, it defined the particular legislative procedure in (Article 289 of 

the TFEU), where either the Parliament or the Council takes a leading role with the other's 

participation. This treaty also introduced procedures for the adoption of certain legal acts 

requiring parliamentary consent, non-legislative acts via a simplified process, and special 

procedures for delegated and implementing acts. This reorganisation aimed to enhance the 

democratic legitimacy and efficiency of the EU legislative framework, ensuring mg a more 

integrated and participatory process (53,55,57). Figure 2 illustrates the EU's legal sources 

and legal instruments, which play a crucial role in the regulatory harmonisation of human 

medicines. 
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Figure 2: Simplified Legal Sources of EU Law and Binding Nature of Legal Instruments 

Figure 2 illustrates the legal sources of the EU, which play a crucial role in in the human medicines regulatory 
harmonisation. Notably, secondary legislation is determining the binding degree of the regulatory and legal 
frameworks, for example, the regulations are directly legally binding, and the directives are legally binding 
with respect to the intended results. However, recommendations and opinions are not legally binding. 

Source: Adopted from The ABC of EU law by Klaus-Dieter Borchardt December 2016 Page 91 and Page 99 
(53), and article 288 of the Treaty on the Functioning of the European Union (TFEU) (54) 

3.1.2 History of Drug Regulation in the EU 

The Thalidomide tragedy was a turning point that urged Europe to harmonise 

pharmaceutical regulations across the continent. The shocking teratogenicity when 

Thalidomide was used to reduce morning sickness in pregnant women made it clear that 

no drug should be introduced to the European market without authorisation (58). 

Therefore, The Council of the European Economic Community (EEC) endorsed Directive 

65/65/EEC in the EU to ensure the quality of medicines placed in the European market and 

to avoid marketing medicines without data supporting their safety (59). 
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Directive 75/318/EEC and Directive 75/319/EEC were designed to promote harmonisation 

among the EEC MSs by adjusting their laws regarding analytical, pharmacotoxicological, and 

clinical standards. Moreover, the multistate procedure known as the CPMP Procedure was 

introduced among MSs of the EEC, aiming to ease access to innovative pharmaceuticals for 

patients across Europe (12,60,61). Furthermore, Directive 87/22/EEC introduced the 

Concertation Procedure, a significant development encouraging national authorities to 

seek opinions from EU-level committees before authorising innovative medicinal products, 

ensuring a more harmonised approval process (12,62). 

The introduction of Directive 91/356/EEC has improved the quality of medicines in the 

European continent by establishing the principles of Good Manufacturing Practices (GMP) 

for human products (63). 

Council Regulation 2309/93 has laid down procedures for the authorisation and supervision 

of medicinal products for human and veterinary use and has established the European 

Medicines Evaluation Agency (EMEA), now known as the EMA (64). Directive 88/182/EEC, 

amended by Directive 83/189/EEC, introduced a procedure to provide information on 

technical standards and regulations (65,66). 

Directive 2001/20/EC provides the requirements for conducting clinical trials on the 

approximation of the laws, regulations, and administrative provisions of MSs in the EU. The 

Directive envisages good clinical practice in the conduct of clinical trials on medicinal 

products for human use (67). 

The last major revision took place in 2004, the adoption of Regulation (EC) No 726/2004 

and revision of Directive 2001/83/EEC, commonly referred to as the 'EU general 

pharmaceutical legislation') (68,69). This 'general legislation' is complemented by 'specific 

legislation', such as for medicines for rare diseases (Regulation (EC) No 141/2000) and for 

children (Regulation (EC) No 1901/2006) (70,71). 

See Figure 3 and Figure 4 for a comprehensive understanding of the development of drug 

regulation in Europe between 1964 and 2015 (72). 

In November 2020, the Commission adopted a pharmaceutical strategy for Europe to 

reinforce the EU pharmaceutical system by making it more patient-centred and resistant to 

crises. The proposed revision is a follow-up to this strategy. In April 2023, the Commission 
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adopted a proposal for a new directive and regulation that initiated the revision of existing 

general pharmaceutical legislation (73). 

Notably, the Directorate-General for Health and Food Safety (DG SANTE) of the European 

Commission maintains the EudraLex, which consists of ten volumes collecting legally and 

non-legally binding legislation governing the EU's medicinal products (74).  
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Figure 3: EU Pharmaceutical Regulations Milestone Part 1 from 1960s till 1980s and its impact on 
therapeutics 

Source: (72) 
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Figure 4: EU Pharmaceutical Regulations Milestone Part 2 from 1990s till 2010s and its impact on 
therapeutics 

Source: (72) 
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3.1.3 Drug Marketing Authorisation in the EU 

A medicinal product can only be marketed in the EEA when market authorisation has been 

granted by NCA of an MS for its specific territory (National Authorisation) or when an 

authorisation has been granted following Regulation (EC) No 726/2004 for the entire EEA. 

The Marketing Authorisation Holder (MAH) must be established within the EEA. Several 

alternative procedures can be used to obtain authorisation, depending on the type of 

medicinal product and the countries where the product is intended to be marketed. The 

four major regulatory pathways besides the CP in the EEA are Decentralised Procedure 

(DCP), Mutual Recognition Procedure (MRP), Repeat Use Procedure (RUP), and National 

Procedure (NP) (75,76). 

 
Figure 5: Overview of Marketing Authorisation (MA) for Human Medicines in EEA 

Figure 5 illustrates simplified information about the major regulatory procedures for the MA for human 
medicines registrations in the EEA, which are Centralised Procedure (CP), Decentralised Procedure (DCP), 
Mutual Recognition Procedure (MRP), Repeat Use Procedure (RUP), and  National Procedure (NP).  

Source: Adopted from (77) 

Furthermore, there are tools to ensure early access to medicines, such as Accelerated 

Assessment according to Recital 33 and Article 14(9) of Regulation (EC) No 726/2004; 

Conditional Marketing Authorisation (CMA) following Article 14-a of Regulation (EC) No 

726/2004 elaborated in Regulation (EC) No 507/2006; and Compassionate Use established 

by Article 83 of Regulation (EC) No 726/2004 (78–80). Moreover, approaches such as 
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Priority Medicines (PRIME) and Rolling Review have been established to close gaps formed 

by unmet medical needs (81,82). 

In the EU, the strategy for filing regulatory applications depends on several factors. These 

include the number of countries selected for marketing, the type of medicinal product, and 

the history of the medicinal product. The procedures and requirements for applying for 

market authorisation are defined in the EudraLex, Notice to Applicants, Volume 2A, 

Procedures for Marketing Authorisation, Chapter 1, which has been prepared in accordance 

with Article 6 of Regulation (EC) No 726/2004 and Annex I of Directive 2001/83/EC. The 

described application types are as follows (75): 

• Article 8(3) of Directive 2001/83/EC (Full Dossier) 

• Article 10(1) of Directive 2001/83/EC (Generic Application) 

• Article 10(3) of Directive 2001/83/EC (Extension application (hybrid)) 

• Article 10(4) of Directive 2001/83/EC (Biosimilars) 

• Article 10a of Directive 2001/83/EC applies to applications relying on well-

established medicinal uses supported by bibliographic literature. 

• Article 10b of Directive 2001/83/EC concerns applications for a new fixed 

combination of active substances in a medicinal product. 

• Article 10c of Directive 2001/83/EC , known as informed consent from MAH, applies 

when the MAH permits reference to data on a file to support evaluation of other 

medicinal products with the same qualitative and quantitative composition of active 

substance and same pharmaceutical form. 

3.1.4 European Medicines Agency (EMA) 

The EMA has been operational since 1995 and based in Amsterdam, Netherlands, since 

March 2019, following its relocation from London, Great Britain, due to Brexit (83). The 

European regulatory network for medicines is built on a collaboration of approximately 50 

regulatory authorities from the 30 EEA nations (27 EU Member States along with Iceland, 

Liechtenstein, and Norway), the European Commission, and the EMA. These efforts set the 

EU regulatory system apart. The network is reinforced by a diverse group of over 4,000 

experts from all over Europe, enabling it to access top-tier scientific expertise and deliver 

the most reliable scientific guidance (84,85). 
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The EMA is a decentralised EU agency responsible for the scientific evaluation, supervision, 

and safety monitoring of medicines developed by pharmaceutical companies for use in the 

EEA. The agency, headed by the Executive Director, is supported by advisory functions, five 

divisions, three task forces, seven scientific committees, several working parties, and 

related groups that conduct the agency's scientific work (84,86,87). 

 
Figure 6: Simplified Organisation Chart of the EMA 

Figure 6 give an overview on the organisation structure of the European Medicines Agency (EMA); the 
EMA, headed by the Executive Director, is supported by seven advisory functions, five divisions and three 
task forces. 

Source: Adopted from (87) 

The Management Board is an integral governance body of the EMA. It has a supervisory 

role with general responsibility for budgetary and planning matters, appointment of the 
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Executive Director, and monitoring of the agency's performance. The Board generally meets 

four times a year. The EMA publishes the agenda and the minutes of its meetings (86). 

Members of the Management Board are selected based on their expertise in management 

and, when relevant, experience in the field of human or veterinary medicine. They are 

selected to guarantee the highest levels of specialist qualifications, a broad spectrum of 

relevant expertise, and the broadest possible geographical spread within the EU. They are 

appointed to act in the public interest, and do not represent any government, organisation, 

or sector (86). 

The Board includes one representative of each of the 27 MSs, two representatives of the 

European Commission, two representatives of the European Parliament, two 

representatives of patients' organisations, one representative of doctors' organisations, and 

one representative of veterinarians' organisations. In addition to the members, the 

Management Board also has one observer each from Iceland, Liechtenstein, and Norway 

(86). 

The EMA's Scientific Committees provide the Evaluation of the CP, provide scientific advice 

to  pharmaceutical companies regarding CP submissions, and the development of new 

medicines. Moreover,  the EMA's Scientific Committees contribute to the harmonisation of 

regulatory requirements in the EU and internationally (88).  

The Committee for Medicinal Products for Human Use (CHMP), established under Article 

55 of Regulation (EC) No 726/2004, is the principal scientific advisory body within the EMA 

(68). Its primary role is to prepare the EMA’s scientific opinions on the evaluation of 

medicinal products for human use, ensuring thorough, independent, and high-quality 

evaluations. While the CHMP does not possess decision-making powers, its scientific 

opinions are crucial in guiding the decision-making processes of the EMA and the European 

Commission (88, 89) 

A key function of the CHMP is to address scientific divergences that may arise during the 

evaluation process, particularly within the centralised procedure where different national 

agencies may hold varying views. Moreover, the CHMP works to reach a consensus or 

provide a final scientific opinion that represents the collective expertise of its members and 

the best available evidence. This role extends beyond the centralised procedure to other 
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situations where scientific disagreements occur across the EU's regulatory framework (88, 

89) 

Despite its advisory status, the CHMP's opinions significantly influence decisions related to 

the approval, variation, suspension, or withdrawal of medicinal products, which are 

ultimately made by the European Commission or national authorities depending on the 

regulatory pathway. The CHMP's work is foundational to the EU's regulatory framework, 

ensuring that the evaluation of medicinal products is scientifically rigorous and aligned with 

public health interests (88,89). 

 
Figure 7: Overview of the EMA's Scientific Committees 

Figure 7 gives an overview of the European Medicines Agency's (EMA) Scientific Committees, which play 
vital roles in the evaluation of the medicines using the Centralised Procedure (CP). 

Source: Adopted from (88) 

The NCAs are responsible for the regulation of human and veterinary medicines among 

European MSs, coordinating their work in a forum called Heads of Medicines Agencies 

(HMA). The HMA works closely with the EMA and the European Commission to maximise 

cooperation and ensure the efficient functioning of the European medicines regulatory 

network. The HMA meets four times per year to address key strategic issues, such as the 

exchange of information, IT developments and sharing of best practices, and to streamline 

MRPs, RUPs, and DCPs (84). 
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3.1.5 Historical Procedures Paving the way for the EMA's CP 

During the harmonisation development of regulation in the EU, there were two procedures 

contributed positively to shaping the CP and regulatory harmonisation among the EU 

countries, namely the CPMP Procedure and the Concertation Procedure. 

The mutual recognition process, also known as the multistate procedure or the CPMP 

procedure, was a significant milestone in European medicines harmonisation. It 

encouraged manufacturers to seek simultaneous marketing authorisation for medicines in 

five or more MSs, provided they already had authorisation in at least one MS. When a 

company used this process, the recipient MSs were required to consider the original 

authorisation. However, if a recipient MS disagreed with the original decision, they could 

seek non-binding arbitration from the CPMP. The procedure was largely ineffective for 

harmonisation because recipient MSs frequently sought arbitration, indicating a lack of 

acceptance for mutual recognition. To address this issue, the EU revised the procedure in 

1985, reducing the minimum number of recipient MSs from five to two, and renaming it 

the multistate procedure. Despite this change, CPMP opinions remained non-binding for 

MSs (12,28).  

In 1987, The Concertation Procedure was introduced as compulsory for biotechnology and 

voluntary for highly innovative drug products. This provided a simple EU-wide licencing 

opinion triggered when a company sought marketing authorisation for such a product in 

one MS, which acted as a rapporteur. Other MSs' objections to the rapporteur's decision 

were considered by the CPMP, who could then recommend an EU-wide licence. However, 

as with the multistate procedure, CPMP opinions in the Concertation Procedure were non-

binding and could be ignored by MSs (12,28).  

3.1.6 Centralised Procedure (CP) 

Market authorisation under the EMA's CP is valid for the entire EEA market, meaning the 

medicinal product may be put on the market in all EU MSs and three European Free Trade 

Association (EFTA) States: Iceland, Liechtenstein, and Norway. Market authorisation under 

the EMA's CP issued by the European Commission (EC) is valid in all EU MSs. Other states, 

such as Iceland, Liechtenstein, and Norway, being members of the EEA but not the EU, 

obtain an additional thirty days to issue a corresponding market authorisation (75,89). 
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The EFTA States, which are MSs of the EEA but not MSs of the EU, have, through the EEA 

agreement, adopted the  Community decisions on medicinal products and are 

consequently parties to CP. The only exemption is legally binding acts from the Community; 

for example, Commission Decisions do not directly confer rights and obligations in the three 

EFTA States but must first be transposed into legally binding acts in these states. According 

to Decision No. 74/1999 of the EEA Joint Committee, when the Community approves 

medicinal products, the three EFTA States make corresponding decisions based on the 

relevant acts (75,89,90). 

The CP application is submitted to the EMA for the medicinal products that fall within the 

CP's mandatory scope following Article 3(1) of Regulation (EC) No 726/2004. Those falling 

within the scope of Article 3(2) and 3(3) of Regulation (EC) No 726/2004 may use the CP 

(75).  

At least seven months before the start of the CP, pre-submission actions must be initiated, 

including notifying the EMA of the intended submission date (letter of intent), submission 

of eligibility requests, pre-submission meetings, if needed, and re-confirmation of the 

submission date. dossier  submissions must be sent using the electronic common technical 

document (eCTD) format. Moreover, the EMA validates the application to ensure its 

completeness before the start of the procedure. The CP starts with Day 1 after successfully 

validating the application. As described in Table 8 and illustrated in Figure 8, by Day 120, 

the Assessment Report (AR) is to be sent with a list of questions and concerns; at this time, 

the clock stop approach is applied, which enables the applicant to prepare the responses in 

a maximum of six months, after which the days count to be continued from Day 121, by Day 

180, further clarification may be needed. Therefore, the second clock stop is to be applied 

with a maximum of three months to respond; after that, the final discussion and adoption 

of the CHMP opinion is to be met by Day 210. After Day 210, the applicant provides the 

EMA with the SmPC, labelling, and PL in all official EU languages. Within 67 days from the 

CHMP Opinion, the European Commission either grants or refuses the market authorisation 

(77,91). 
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Table 8: Simplified steps and actions of the CP Timeline 

Table 8 illustrates the steps and actions during the drug evaluation via European Medicines Agency's 
Centralised Procedure (EMA's CP) providing timeline for every action. 

Abbreviations: Assessment Report (AR), Committee for Medicinal Products for Human Use (CHMP), 
European Medicines Agency's Centralised Procedure (EMA's CP), European Union (EU), European public 
assessment report (EPAR), List of Outstanding Issues (LoOI), Package Leaflet (PL), Pharmacovigilance Risk 
Assessment Committee (PRAC), Risk Management Plan (RMP), Summary of Product Characteristic (SmPC). 

Source: Adopted from (77,91) 

Day Actions During the Evaluation 
1 • Start of the procedure 

1 to 120 • Preparation of assessment reports 
• CHMP rapporteur’s and co-rapporteur’s teams assess the medicine and prepare 

their assessment reports (AR) 
• Inspection of the manufacturing site (if recommended) 
• Assessment of the risk management plan by PRAC members 
• Peer review meeting to discuss and consolidate comments, leading to a single 

AR and a list of concerns and objections 
• CHMP plenary meeting to discuss and adopt the single AR, including the final list 

of questions for the applicant 
120 • Clock Stop 1: Evaluation paused 

• Applicant prepares responses to CHMP’s questions and updates the RMP 
(generally three to six months) 

121 • Restart of the clock 
• Submission of responses, including revised SmPC, labelling, and PL texts in 

English 
121 to 180 • Further assessment and list of outstanding issues 

• Rapporteur and co-rapporteur evaluate the applicant's responses and update 
the AR, reviewed by CHMP and PRAC members 

• PRAC may request RMP to include safety studies post-authorisation 
• Consolidated comments are integrated into an updated AR, discussed and 

adopted at a CHMP plenary meeting, often resulting in a new list of questions 
(LoOI) 

180 • Clock Stop 2: Evaluation paused 
• Applicant prepares responses to the list of outstanding issues (generally one to 

three months) 
181 • Restart of the clock 

• Oral explanation can be requested by the applicant or CHMP to address 
outstanding issues 

181 - 210 • Further consultations 
• EMA may consult external experts, including patients and healthcare 

professionals, through various advisory groups 
• Final discussion and adoption of CHMP Opinion and Assessment Report, 

recommending whether a medicine should be granted marketing authorisation 
and under which conditions 

• Agreement on the wording of product information and any additional data 
required post-authorisation 

 
 

215 • Applicant provides EMA with SmPC, labelling, and PL in all official EU languages 
• EMA circulates draft translations to Member States for review 

232 • Applicant provides EMA with final translations of product information, 
considering Member States' comments received by Day 229 
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Day Actions During the Evaluation 
237 • Transmission of Opinion and Annexes in all EU languages to applicant, 

Commission, Members of the Standing Committee, Liechtenstein, Norway, and 
Iceland 

277 • Within 67 days of receipt of CHMP opinion, the European Commission either 
grants or refuses the marketing authorisation 

• Commission decisions are published in the Community Register of medicinal 
products for human use. EMA publishes a European public assessment report 
(EPAR) for each medicine 

• If a new marketing authorisation application is refused, EMA publishes a refusal 
EPAR, including a question-and-answer document and an assessment report 

 

 

 

Figure 8: Simplified Overview of the CP 

Figure 8 provides a simplified overview of the actions and steps outlined in Table 8 during drug evaluation 
via the European Medicines Agency's Centralised Procedure (EMA's CP). 

Source: Adopted from (77,91) 
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3.2 Unlocking Africa's Drug Regulatory Potential – A Scoping Review 

3.2.1 Preferred Reporting Items for Systematic reviews and Meta-Analyses extension 

for Scoping Reviews (PRISMA-SCR) Scheme 

Understanding and summarising the current state of human medicines regulatory 

harmonisation in Africa provides a basis for identifying gaps and existing opportunities to 

promote human medicines regulatory harmonisation and assess the possibility of 

centralised procedures among African countries. Therefore, the major findings about the 

historical development and current state of the African human medicines regulatory 

harmonisation are reported in the following sections based on the studies identified by 

scoping review, which were reported with PRISMA-SCR  flow diagram as illustrated in Figure 

9 and assessed using PRISMA-SCR Scheme (31–33). 

 
Figure 9: Modified PRISMA-SCR Flow Diagram to identify the studies used in the scoping review  

Figure 9 illustrates the adjusted Preferred Reporting Items for Systematic reviews and Meta-Analyses 
extension for Scoping Reviews (PRISMA-SCR) scheme applied to identify the relevant studies for the scoping 
review to explore the challenges during the human medicines regulatory harmonisation  and to assess the 
current status of human medicines regulatory harmonisation among African countries. 

Source: Modified PRISMA-SCR Flow Diagram adopted from (31). 
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3.2.2 Drug Regulatory Challenges in Africa 

Before the 21st century, African countries independently operated their drug regulatory 

policies, leading to significant variations in drug quality and availability across the continent. 

All African countries, excluding the Sahrawi Republic, have at least some sort of 

administrative body responsible for drug regulatory functions (6). However, most of the 

African NMRAs have minimal or no capacity to support all NMRAs' vital core functions as 

illustrated in Figure 10 such as market authorisation, licensing of manufacturers, inspection 

of manufacturing premises and distribution channels, market surveillance, quality control, 

and oversight of clinical trials (6,92,93).  

 
Figure 10: National regulatory agency responsibilities 

Figure 10 illustrates the National Medicines Regulatory Authorities' (NMRAs) vital core functions, which are 
marketing authorisation (MA), licensing of manufacturers, Good Manufacturing Practice (GMP) inspections 
of manufacturing premises and distribution channels, market surveillance, quality control, and oversight of 
clinical trials 

Source: Adopted from Figure 1, titled Roles and responsibilities of national regulatory agencies from (94) 

The authorisation of human medicines in Africa is regulated locally, as local legislative 

systems and regulatory procedures are very diverse across African countries. These 

differences are noticed as well among the countries within the same REC (6,92,95). 

Moreover, no regulations obligate African NMRAs to adopt the regulatory decisions made 

in other countries. Therefore, manufacturers have to submit the same dossier to several 

African NMRAs. Each submission has significant time implications, highlighting the urgent 

need for a more harmonised regulatory process (96,97). 
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The availability of essential medical products among African nations is frequently dispersed 

because of discrepancies in the legal provisions governing their critical regulatory functions. 

This situation underscores the urgent need for these countries to align their regulations 

within a common framework to ensure a more synchronised and effective regulatory 

environment (98). 

The lack of a harmonised regulatory framework is a reason for delay, as the regulatory 

contrast among African countries forces pharmaceutical companies to navigate different 

compliance demands and regulatory environments, which is not an attractive environment 

for pharmaceutical industries to flourish (99).  

Furthermore, the approval processes of new innovative drugs in African countries are 

unpredictable and take significantly longer than those in most countries worldwide. In 

numerous low- and middle-income countries (LMICs), such as most African countries, 

procedures to secure market authorisation and clinical trial authorisation (CTA) for essential 

global health products, such as vaccines and medicines, have experienced protracted delays 

spanning four to seven years in comparison to their counterparts in HICs (3). Moreover, the 

lack of a qualified regulatory workforce presents a significant challenge for African NMRAs 

(96). 

The global prevalence of substandard and falsified medicines in low- and middle-income 

countries stands at 13.6%. Within these regions, Africa reports the highest rates of these 

poor-quality medicines, experiencing an 18.7% prevalence of SSFFCs (7). 

Moreover, Africa suffers from a significantly higher disease burden compared to the global 

average. The annual Disability-adjusted Life Years (DALYs) per 100,000 inhabitants among 

African nations surpass the global average and are considerably higher than in Europe. 

DALYs quantify the overall health burden of a population, combining years of life lost to 

premature death with years lived with a disability, where one DALY represents the loss of a 

single year of optimal health. According to data from 2019 illustrated in Figure 11, the global 

DALY rate stood at approximately 32,856.98 per 100,000 people, with Europe at 24,382.02 

per 100,000 people. In contrast, some African regions reported rates exceeding 60,000, 

with the continental average at 50,162.52 per 100,000 people (100). 



 

31 
 

 
Figure 11: Comparison of the Burden of Disease Between Africa, Europe, and the World Using the DALYs 
Indicator 

Figure 11 illustrates a comparison of the burden of disease between World Health Organisation (WHO) 
regions Africa, Europe and the World using the annual Disability-adjusted Life Years (DALYs) indicator. The 
global DALY rate stood at approximately 32,856.98 per 100,000 people, with Europe at 24,382.02 per 
100,000 people. In contrast, some African regions reported rates exceeding 60,000, with the continental 
average at 50,162.52 per 100,000 people. 

Source: (100) 

The limited data on the funding of African NMRAs indicate that they have different funding 

models. Research concerning NMRAs in the East African Community (EAC) reveals that 

African NMRAs such as Tanzania, Kenya, and Uganda collect charges for regulatory activities 

and receive little to no government support. By contrast, the Zanzibar, Rwanda, and Burundi 

governments provide full financial support for their NMRAs. In the Southern African 

Development Community (SADC) area, the governments of Lesotho and Namibia 

completely subsidise their NMRAs. In contrast, Malawi, Tanzania, Zambia, and Zimbabwe 

primarily rely on industry fees (6,93). 

African NMRAs present a diverse picture regarding their maturity, organisational structures, 

and activities. Some are more mature and operate as semi-autonomous bodies, whereas 
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others are still developing and functioning within the Ministry of Health (MoH). This 

variation in maturity and structure reflects the unique challenges and opportunities faced 

by each NMRA regarding their regulatory roles. An assessment conducted by the WHO in 

2010 for 26 countries in sub-Saharan Africa reported that most NMRAs were departments 

of MoHs (93).   

Drug authorisation procedures and systems are robust in some African countries, such as 

those with a Global Benchmarking Tool (GBT) maturity level of three, while in other African 

countries, they function less effectively than expected due to poor regulatory infrastructure 

(96,101). Mostly, the information required for submissions is not always clearly stated on 

official websites, there is a lack of clarity about drug submission processes, and there is 

poor IT infrastructure to support dossier submissions (6,102–105). 

Since 1997, the WHO has been assessing national regulatory systems using specific 

indicators (106). Following the WHO Resolution 67.20 in 2014, the GBT was developed to 

enhance the evaluation of African NMRAs by assessing their maturity levels (106,107). This 

tool, which uses 268 sub-indicators, replaced previous methods and introduced a maturity 

scale from one to four (108). The target of the World Health Assembly (WHA) Resolution 

67.20 is to reach at least level three of maturity to achieve a stable, well-functioning, and 

integrated regulatory system (107,109).  
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Figure 12: Maturity levels as defined by WHO Manual for  benchmarking and  formulation  of institutional  
development plans 

Figure 12 provides simplified information about the World Health Organisation (WHO) Global 
Benchmarking Tool (GBT) maturity levels. There are four levels of performance maturity. Level three 
indicates that the regulatory system of the National Medicines Regulatory Authority has reached a stable, 
well-functioning, and integrated state. This level is the target according to the World Health Assembly 
(WHA) resolution 67.20. 

Source: (110) 

Only NMRAs of six African countries, Egypt, Ghana, Nigeria, South Africa, Tanzania, and 

Zimbabwe, have achieved a maturity level of three, with none reaching level four (101). The 

WHO released the first GBT manual for benchmarking and formulation of institutional 

development plans and revised the GBT manual for the evaluation of the national 

regulatory system of medical products to aid users in the benchmarking process in 2021 to 

enhance the GBT process (111,112). The first revision of the manual  for benchmarking and 

formulation of the institutional development plan manual was published in 2024 (110).  

Notably, there are different drug regulatory harmonisation initiatives around Africa, such as 

joint assessments and work-sharing initiatives, which effectively help drug assessment 

processes and accelerate the approval timeline. However, such initiatives are not legally 

binding. Moreover, the lack of centralised submission and tracking systems among the 

countries in the same REC is a substantial challenge (102,103,105,113,114). 
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3.2.3 Harmonisation Efforts, Initiatives and Cooperations 

3.2.3.1 African Medicines Regulatory Harmonisation Initiative (AMRH) 

In response to these challenges, the African Medicines Regulatory Harmonisation (AMRH) 

programme was initiated in 2009 by the African Union Development Agency–The New 

Partnership for Africa’s Development (AUDA-NEPAD) as part of the Pharmaceutical 

Manufacturing Plan for Africa (PMPA) to facilitate access to high-quality, safe, and 

efficacious medical products, moreover, to establish a suitable environment for the AMA 

(115).  

 
Figure 13: African Medicines Regulatory Harmonisation (AMRH) Governance Structure 

Figure 13 provides information about the governance structure of African Medicines Regulatory 
Harmonisation (AMRH) and the relations between the different parties involved in the structure such as the 
African Union Development Agency - The New Partnership for Africa’s Development (AUDA-NEPAD), World 
Health Organisation (WHO), Technical Committees (TCs), and African Medicines Regulators Conference 
(AMRH) Assembly. 

Source: Adopted from (115) 

With its technical committees and partnerships AMRH serves as a ground base for 

harmonising the regulatory framework among the African countries. As illustrated in Figure 

13, AMRH consists of several technical committees (TCs) and partnership platform to 

support these technical committees. Furthermore, AUDA-NEPAD and WHO form a joint 

secretariat for AMRH Initiative (115). 

The African TCs demonstrated in Figure 14 are operating under the AMRH initiative a 

Continental Technical Working Group (CTWG), collaborating with RECs to harmonise 

regulations and enhance the quality, safety, and efficacy of all medical products 

administered across the African continent. 
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The African Blood and Blood Products Technical Committee (ABRF-TC) is responsible for 

harmonising regulations and enhancing the quality, safety, and efficacy of blood products 

across Africa. The African Vaccine Regulatory Forum Technical Committee (AVAREF-TC) 

focuses on strengthening ethical and regulatory capacities for overseeing clinical trials and 

product development within African countries. The Medical Devices Technical Committee 

(AMDF-TC) aims to recommend strategies for harmonising regulations concerning medical 

devices and diagnostics. The African Medicines Quality Forum Technical Committee (AMQF-

TC) and the Information Management Systems Technical Committee (IMS-TC) seek to 

provide innovative information and communication technology (ICT) solutions to support 

communication and harmonisation of medicine regulations across the continent. The 

Regulatory Capacity Development Technical Committee (RCD-TC) advises the AMRH 

Steering Committee on human resource development to bolster medicines regulatory 

capabilities. The Good Manufacturing Practices Technical Committee (GMP-TC) leads efforts 

to enhance GMP inspection capabilities by collaborating with RECs, the pharmaceutical 

industry, and other partners. The Evaluation of Medicinal Products Technical Committee 

(EMP-TC) plays a critical role in the scientific evaluation of medicinal products and in 

harmonising assessment and registration processes. Lastly, the Medicines Policy and 

Regulatory Reforms (MPRR-TC) supports the creation of enabling policy and legal 

frameworks for medical product regulation within AU Member States and RECs (116). 

 
Figure 14: African Medicines Regulatory Harmonisation (AMRH) Technical Committees (TCs) 

Figure 14 illustrates the AMRH-TCs, which are collaborating with RECs to harmonise regulations and 
enhance the quality, safety, and efficacy of all medical products administered across the African continent: 
The African Blood and Blood Products Technical Committee (ABRF-TC), The African Vaccine Regulatory 
Forum Technical Committee (AVAREF-TC), the Medical Devices Technical Committee (AMDF-TC), The African 
Medicines Quality Forum Technical Committee (AMQF-TC), the Information Management Systems Technical 
Committee (IMS-TC), The Regulatory Capacity Development Technical Committee (RCD-TC), The Good 
Manufacturing Practices Technical Committee (GMP-TC), The Evaluation of Medicinal Products Technical 
Committee (EMP-TC), and the Medicines Policy and Regulatory Reforms (MPRR-TC).     

3.2.3.2 Regional Centres of Regulatory Excellence (RCOREs) 

In response to the need for a high qualified regulatory workforce, weak infrastructure, and 

unsustainable healthcare financing, the AMRH has initiated eleven Regional Centres of 
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Regulatory Excellence (RCOREs) to strengthen eight regulatory functions. RCOREs are  

specialised African institutions with expertise in regulatory science and capacity in training 

or service delivery in regulatory and managerial functions. These RCOREs are vital for 

developing regulatory expertise, capacity building, coordinating regulatory assessments, 

and enhancing medicines regulation and harmonisation by bridging the efforts of NMRAs 

with academic research, scientific and research institutions, information dissemination 

centres, and pharmacovigilance centres. The major approaches of RCOREs to address the 

drug regulatory inconvenience among African countries are (117,118): 

• Provision of academic and technical training in regulatory science applicable to 

different regulatory functions and managerial aspects. 

• Skills enhancement through hands-on training, twinning, and exchange.  

• Practical training through placement in  the pharmaceutical industry. 

• Execution of operational research to pilot-test innovations and interventions to 

inform best practices for scale-up to other NMRAs 

Table 9: Regional Centres of Regulatory Excellence (RCOREs) 

Table 9 illustrates the eleven RCOREs, which have been designated NEPAD through its AMRH programme 
to strengthen eight regulatory functions.  

Source: Adopted from (117) 

Regulatory Functions RCORE Institutions 
Pharmacovigilance Centre for Advocacy and Training in Pharmacovigilance; University 

of Ghana Medical School 
Pharmacy & Poisons Board (PPB), Kenya 

Training in Core Regulatory 
Functions 

Kilimanjaro School of Pharmacy; St. Luke’s Foundation, Tanzania 
Centre for Drug Discovery, Development & Production University of 

Ibadan, Nigeria 
Quality Assurance and Quality 

Control of medicines 
North-West University (NWU) - Potchefstroom Campus, South 

Africa 
National Agency for Food and Drug Administration and Control 

(NAFDAC) Laboratory, Nigeria 
 

Licensing of the Manufacture, 
Import, Export, Distribution and; 

Inspection and Surveillance of 
Manufacturers, Importers, 

Wholesalers and Dispensers of 
Medicines 

National Drug Authority (NDA), Uganda 

Clinical Trials Oversight Direction General de la Pharmacie du Medicament et des 
Laboratoires, University of Ouagadougou, Burkina Faso 

Medicine Evaluation and 
Registration and Clinical Trials 

Oversight 
 

Food & Drugs Authority (FDA) Ghana 
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Regulatory Functions RCORE Institutions 
Medicine Evaluation and 

Registration 
Tanzania Medicines and Medical Devices Authority (TMDA) / 
School of Pharmacy Muhimbili University of Health and Allied 

Sciences (MUHAS) 
Medicine Registration and 

Evaluation, Quality 
Assurance/Quality Control and 

clinical trials oversight 

Medicines Control Authority of Zimbabwe (MCAZ) 

 

3.2.3.3 Regional Economic Communities (RECs) 

The AMRH initiative used the existing RECs as building blocks for regional Medicines 

Regulatory Harmonisation (MRH) initiatives to strengthen drug regulatory harmonisation 

among African countries. The RECs were established based on the Treaty Establishing the 

African Economic Community (AEC), commonly known as the “Abuja Treaty,” which entered 

into force in May 1994 (119).  

The AMRH initiative's goal was for NMRAs within each of Africa's RECs to address this 

problem by coordinating their activities, relying on the work of one another and other 

trusted regulatory authorities, and applying other principles of smart regulation. 

The AU recognises only eight RECs: the East African Community (EAC), Southern African 

Development Community (SADC), Economic Community of West African States (ECOWAS), 

Intergovernmental Authority on Development (IGAD), Economic Community of Central 

African States (ECCAS), Arab Maghreb Union (AMU), Community of Sahel-Saharan States 

(CEN-SAD), and Common Market for Eastern and Southern Africa (COMESA) (120). 

Currently, the AMRH initiative has been successfully implemented in five RECs: the East 

African Community (EAC), Southern African Development Community (SADC), Economic 

Community of West African States (ECOWAS), Intergovernmental Authority on 

Development (IGAD), and Economic Community of Central African States (ECCAS) (121). 

This implementation serves as a promising foundation for further expansion and adoption. 

It's important to note that there are six other RECs: the Central African Economic and 

Monetary Community (CEMAC), the Economic Community of the Great Lakes Countries 

(CEPGL), the Indian Ocean Commission (IOC), the Mano River Union (MRU), the Southern 

African Customs Union (SACU), and the West African Economic and Monetary Union 

(UEMOA). While these RECs vary in importance to their members, they are not recognised 
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by the AU. Therefore, the AMRH neglected these RECs during the harmonisation efforts 

(122). Moreover, there are other blocks in Africa to strengthen the cooperation in various 

fields (123).  

Notably, there are overlapping REC memberships among African countries, and most 

African countries are members of more than one REC. Figure 15 illustrates the overlapping 

of REC memberships across the African continent (124). 
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Figure 15: Africa’s Regional Economic Communities Recognised by the African Union (AU) 

Figure 15 illustrates overlapping REC memberships among African countries. 

Source: Figure 9 titled Africa’s Regional Economic Communities from (124) 
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3.2.3.4 Economic Community of West African States - Medicines Regulatory 

Harmonisation (ECOWAS-MRH) 

Creating the ECOWAS-MRH initiative in 2017 strengthened the existing WHO Collaborative 

procedure. It launched a joint assessment project, the West Africa Medicines Regulatory 

Harmonisation Project (WA-MRH) (125,126). 

The joint assessment procedure illustrated in Figure 16, a key component of the ECOWAS-

MRH initiative, is a multi-step process. It begins with an expression of interest (EOI) by the 

West African Health Organisation (WAHO), followed by a comprehensive review of selected 

medicinal products conducted by the Expert Working Group on Medical Products Dossiers 

Evaluation and Registration (EWG on MPDER). This is followed by inspections of the 

manufacturing sites, and upon approval from the Steering Committee, the products are 

jointly accepted. Once a medicinal product dossier assessment is successfully completed 

and jointly accepted, ECOWAS NMRAs will grant market authorisation within a maximum 

of three months from the date of joint acceptance. This paves the way for the MAH to make 

the medicine available to patients and healthcare professionals in the ECOWAS MSs where 

market authorisation has been granted. The scope of medicinal products covered in the 

joint assessment procedure includes: WAHO's assessment of the priority health needs in 

the region; WHO's evidence-based treatment guidelines (WHO Essential Medicine List); 

Programme Medicines for Human immunodeficiency virus (HIV) / Acquired 

immunodeficiency syndrome (AIDS), Malaria, Tuberculosis (TB), Reproductive Health, 

Neglected Tropical Diseases, Vaccines; Medicines used in Public Health Emergencies; 

Products registered by Stringent Regulatory Authorities (SRA), prequalified by WHO, or 

registered under Swissmedic Marketing Authorisation for Global Health Products (MAGHP) 

Procedure or EMA Article 58 (Positive Scientific Opinion), known as EU-Medicines for all 

(EU-M4all) procedure; Life-Saving Commodities (LSC) identified by the United Nations (UN) 

Commission on Life-Saving Medicines for Women and Children (126). Notably, there is a 

simplified version of the process for products registered by SRA, prequalified by WHO, or 

registered under the Swissmedic MAGHP Procedure or EU-M4all, as illustrated in Figure 17. 

At least twice a year and as needed, EWG on MPDER under WA-MRH review the scope and 

list of products invited to express interest. The updated invitation for expression of interest 

is published on the WA-MRH web portal of WAHO websites (126). 
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Figure 16: General Pathway for Medical Products Joint Submission Procedure in ECOWAS 

Figure 16 illustrates the timeline of the Joint Submission Procedure among the Economic Community of 
West African States (ECOWAS) for the medicines defined in the procedure scope by the Expert Working 
Group on Medical Products Dossier Assessment (EWG on MPDER). 

Source: (125)  

 
Figure 17: Collaborative Procedure in ECOWAS with Technical Partners 

Figure 17 illustrates the timeline of the Joint Submission Procedure among the Economic Community of 
West African States (ECOWAS) with Technical Partners for Products registered by Stringent Regulatory 
Authorities (SRA), prequalified by WHO, or registered under Swissmedic Marketing Authorisation for Global 
Health Products (MAGHP) Procedure or EMA Article 58 (Positive Scientific Opinion). The medicines in scope 
are defined by the Expert Working Group on Medical Products Dossier Assessment (EWG on MPDER). 

Source: (125) 
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The joint assessment procedure reduces the application workload and saves time and 

resources by allowing manufacturers to simultaneously submit one dossier (modules 2–5) 

and response package to multiple countries. Some NMRAs have strengthened their 

technical capacity by participating in this initiative. Registration requirements were 

harmonised across the region, leading to shared information and capacity building among 

regulators. This initiative has led to quicker access to quality-assured medicines and 

increased availability at both the country and regional levels. However, several challenges 

were encountered during the joint assessment process. Robust information technology 

infrastructure was absent, which hindered effective dossier tracking and the establishment 

of centralised submission and tracking systems. Furthermore, issues included inadequate 

human resources, manufacturers' non-compliance with deadlines, and insufficient 

recognition of the WA-MRH initiative within the work priorities of national agencies. There 

was also variability in regulatory performance among the NMRAs. Furthermore, applicants 

needed more comprehensive information about the process, milestones, and timelines. 

These benefits and challenges were reported in two different studies conducted by Owusu-

Asante et al. to assess the effectiveness and efficiency of the ECOWAS-MRH by the 

pharmaceutical industry and member countries.  Moreover, Owusu-Asante et al. made 

significant recommendations regarding improving the initiative, such as investing in 

resources, improving IT systems, enhancing collaboration, establishing a central 

administrative body, and implementing reliance pathways (102,103).  

3.2.3.5 Southern African Development Community – Medicines Regulatory Harmonisation 

(SADC-MRH) 

The ZaZiBoNa project, launched in 2013, was established as a collaborative procedure for 

medicine registrations among four SADC countries: Zambia, Zimbabwe, Botswana, and 

Namibia. The ZaZiBoNa initiative was built on the cooperation between the Southern 

African Programme on Access to Medicines (SAPAM) and the WHO prequalification (PQ) 

team (127). 

SAPAM was initially launched in 2009 to support the SADC Pharmaceutical Business Plan. 

Its focus is on health systems Strengthening (HSS) to address access challenges to essential 

medicines, devices, and health commodities. SAPAM contributes to the six WHO-defined 
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health system building blocks: essential medicines and health commodities, service 

delivery, information and technology, human resources, governance, and finance (44). 

In 2015, ZaZiBoNa was integrated into the SADC-MRH project. This project, along with other 

RECs in Africa, is overseen by the AMRH (128). 

The process illustrated in Figure 18 starts with identifying and evaluating a list of common 

products, followed by the allocation of rapporteur partnerships: one country serves as the 

rapporteur and performs the primary review of the dossier (modules 2 – 5), while the 

second country acts as a co-rapporteur and conducts a peer review. During an assessment 

session, the product and review reports were then evaluated by a team of assessors from 

all ZaZiBoNa-participating countries. The outcome of this session is a Consolidated 

Assessment Report (CAR) and Consolidated List of Questions (CLOQ), along with a 

recommendation for approval or rejection, which the individual countries subsequently 

present to their expert committees. Each country to which the dossier was submitted 

communicates the CLOQ, along with other national questions, to the applicant. Although 

registration following the ZaZiBoNa recommendation remains the responsibility of each 

participating country, a target timeframe of no more than 90 days has been set. Moreover, 

applicants can look forward to significant benefits, such as faster approvals, when 

submitting the product reviewed by ZaZiBoNa to other participating countries that initially 

did not receive the application or dossier, a testament to the efficiency and effectiveness of 

the ZaZiBoNa regulatory process (129,130). 
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Figure 18: ZaZiBoNa Regulatory Process 

Figure 18 demonstrate the steps of the ZaZiBoNa Regulatory Process. The process begins with identifying 
and evaluating a list of common products. Then a rapporteur partnership is then allocated. During the 
assessment, a team of assessors from all ZaZiBoNa countries evaluates the product and review report. The 
session results in a Consolidated Assessment Report (CAR), a Consolidated List of Questions (CLOQ), and a 
recommendation for approval or rejection, which individual countries present to their expert committees. 
Each country communicates the CLOQ and any national questions to the applicant, aiming to complete the 
registration process within 90 days following a ZaZiBoNa recommendation. 

Source: (131) 

Remarkably, the ZaZiBoNa initiative is not a legally established regulatory body and thus 

lacks the authority to approve or reject product registrations. NMRAs interested in 

participating do so by signing a memorandum of agreement titled "NMRA Agreement to 

Participate" These agreements regulate the exchange of confidential information and 

comply with the legislative frameworks of the participating countries for sharing 

information with other regulatory authorities (132). 

A study by Sithole et al. in 2020 evaluated the main benefits and challenges of the success 

of ZaZiBoNa, following a study evaluating effectiveness and efficiency in 2022 by Sitohle et 
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al. Moreover, recommendations were made to improve the performance of the initiative 

(127,133). 

ZaZiBoNa enhances information sharing among regulators, improves assessment 

capacities, and harmonises regional registration requirements. Furthermore, it provides 

detailed information on submission processes and timelines on country websites, 

establishes dedicated registers and tracking systems, ensures priority reviews, and 

facilitates timely recommendations for dossiers and applications. The initiative also delivers 

training that enhances assessor performance, creates a platform for interaction and 

information exchange among regulators, improves the quality of submitted dossiers, and 

enables the application of high assessment standards, regardless of a country's size or 

regulatory authority maturity (127,133).  

However, despite its success, the ZaZiBoNa initiative has faced significant challenges 

including the lack of  centralised submission and tracking systems. Furthermore, the lack of 

reliance processes for communication with applicants and expert committees. Additional 

challenges include unequal workload distribution among member countries, lack of 

jurisdictional authority, low or declining number of applications, and insufficient detailed 

information about the process for applicants. Furthermore, inadequate human resources 

and the applicants' failure to meet deadlines for responding to questions are prominent 

issues. Other concerns include manufacturers not adhering to the requirement to submit 

the same dossier to all countries, poor recordkeeping and tracking, unpredictable 

scheduling of expert committee meetings, and failure of authorities to designate ZaZiBoNa 

assessments as part of their official workload. Furthermore, addressing applicants' need for 

more comprehensive information on individual countries and ZaZiBoNa websites regarding 

the process, milestones, timelines, and status of medicinal products is crucial. This process 

is perceived as more stringent than some national processes, which poses difficulties for 

applicants. Additional problems include a lack of clarity about submission and follow-up 

procedures in each country and variations in the time member countries take to implement 

the ZaZiBoNa recommendations (127,133). 

In response to the centralisation challenge of submissions and tracking systems, ZaZiBoNa 

started a pilot project in February 2024 to transition to a centralised process for providing 

a positive or negative scientific recommendation to the participating MSs. Applicants 
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submit dossiers centrally rather than to individual MSs, eliminating the need for separate 

submissions to qualify for the procedure. If an applicant uses a positive recommendation 

to seek registration, a cost recovery fee will be charged, independent of the application fees 

levied by MSs. The final decision remains a recommendation, valid for 12 months. However, 

applicants can use the written positive recommendation to their advantage, supporting 

expedited review and finalisation of their application by any of the MSs with product 

registration processes. This support is designed to ensure a smooth and efficient process 

for all applicants (134). 

3.2.3.6 East African Community - Medicines Regulatory harmonisation (EAC-MRH) 

The EAC-MRH initiative commenced in March 2012 and aimed to enhance the collaborative 

efforts among EAC NMRAs. The programme's primary objective is to improve accessibility 

to essential medicines, vaccines, and medical devices that are safe, effective, and of high 

quality for treating, managing, and diagnosing conditions critical to public health. This is 

achieved by harmonising regulatory frameworks, guidelines, standards, and tools (135). 

Besides the coordination with NMRAs in order to achieve an acceptable harmonisation 

milieu, EAC is working with different technical partners such as the WHO, AUDA-NEPAD and 

Switzerland Therapeutic Agency, and Development Partners such as Bill and Melinda Gates 

Foundation (BMGF), Swiss Development Corporation (SDC), United States Agency for 

International Development (USAID), the World Bank, United Kingdom Department for 

International Development, United States Pharmacopoeia (USP) (136). 

Remarkably, the countries forming EAC have a long history of cooperation in several areas, 

including the establishment of a suitable legal framework (137,138).  

Impressively, the EAC-MRA website stands out as the most advanced in terms of the 

accessibility of its guidelines compared with other regional NMRAs. Furthermore, 

numerous guidelines have been established concerning the harmonisation of medicines 

(139,140). 

The EAC Joint Registration Process, as illustrated in Figure 19, is initiated by applying to the 

leading NMRA and the Tanzania Food and Drug Authority (TFDA). Within 14 days of 

submission, the application undergoes a screening process, and the applicant is notified of 

the outcome (141).  
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The dossier assessment is carried out over three months following a successful screening 

phase. Any additional data required are evaluated within two months of its receipt, with a 

maximum of three rounds of queries allowed (141). 

Upon successfully evaluating the dossier and verifying adherence to the GMP, the experts 

will forward a recommendation to the EAC Secretariat. Subsequently, the EAC Secretariat 

issues a confirmation letter to the applicant or manufacturer (141). 

 
Figure 19: EAC Joint Registration Process 

Figure 19 illustrates an overview of the East African Community (EAC) Joint Registration Process. The 
process starts, when the applicant submits the application to the lead National Regulatory Authority (NRA), 
which is the Tanzania Medicines and Medical Devices Authority (TMDA). TMDA conducts an initial screen 
for completeness and Good Manufacturing Practice (GMP) status within 10 days. The lead NRA schedules 
the initial review, which includes a GMP inspection led by the Uganda National Drug Authority (NDA). This 
review process takes up to 45 days, while the GMP inspection can take an additional 180 days. Two NRAs 
complete their initial review by day 65, followed by a joint assessment session involving representatives 
from all seven NRAs by day 90. At this stage, queries are sent to the applicant, if necessary, with up to three 
rounds of questions and responses, each potentially lasting 180 days. After resolving all queries, the joint 
assessment documents and recommendations are compiled and sent to the EAC Secretariat by day 270. The 
final recommendation is issued by day 300, and a confirmation letter is sent to the applicant. The applicant 
applies for marketing authorisation to individual NRAs, which should issue approvals within 90 working 
days from the application date, completing the registration process. 

Source: (141) 
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National approval is granted within three months from the date of joint acceptance. The 

respective NMRAs of the EAC Partner States then issue certificates confirming the final 

registration outcome. The registered products are maintained in each NMRA's list of 

registered products. Furthermore, NMRAs of the EAC Partner States are responsible for 

monitoring the products' safety and quality in accordance with national policies and 

regulations (141). 

Ngum et al. reported the benefits and challenges in two separate studies to assess the 

effectiveness and efficiency of EAC-MRH by the pharmaceutical industry and member 

countries (113,142). 

The EAC-MRH initiative has significantly improved the availability of medicines for patients 

in the region, reduced the workload for applicants and assessors, and enhanced access to 

quality-assured essential medicines. It has also successfully shortened approval timelines, 

fostered information sharing among regulators, and built assessment capacity (113,142). 

Despite these benefits, several challenges persist, such as the need for more detailed 

process information on national regulatory authorities and EAC websites. The absence of a 

centralised submission and tracking system decreases efficiency. Furthermore, the non-

mandatory nature of central registration and discrepancies between EAC-positive 

recommendations and individual country approvals often require additional information, 

causing delays. Inadequate human resources and manufacturers' failure to submit identical 

dossiers to all countries further complicate this process. Furthermore, the lack of an 

integrated information management system and difficulties monitoring and tracking 

assessment reports pose significant challenges (113,142). 

To enhance the effectiveness and efficiency of the EAC-MRH initiative, Ngum et al. made 

significant recommendations, such as establishing a robust information technology system 

for central tracking and a single central payment system. The transparency and availability 

of decision-making information on national and regional websites should be increased. 

Moreover, improving capacity and coordination mechanisms is essential to ensure 

consistent regional assessments. Establishing a regional administrative body to receive and 

track EAC applications centrally is crucial. This authority would further streamline processes 

and ensure uniform implementation of regulations across all MSs (113,142). 
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3.2.3.7 Comparison of EAC-MRH, SADC-MRH, and ECOWAS-MRH 

After the exploration of the three major initiatives among African NMRAs, it is clearly 

noticed that the initiatives' outlines are most similar, with some differences in the details. 

These similarities and differences were reported, as provided in Table 10, in a study by 

Sithole et al. published in May 2024. The primary result of this study was the need for a 

regional legally binding framework to allow the establishment of a centralised procedure, 

if possible. Furthermore, variable recommendations were given regarding aligning the 

operating models to improve efficiency and developing a framework for a centralised 

regional submission and review. Moreover, a regional legally binding framework was 

recommended to develop a fully centralised and decentralised procedures (4). 

Table 10: Comparison of EAC-MRH, SADC-MRH / ZaZiBoNa, and ECOWAS-MRH 

Table 10 demonstrates a comparison between the three MRH initiatives in different aspects related to 
regulatory harmonisation. The absence of a legally binding framework is noticed among the three 
initiatives. 

Abbreviations: East African Community (EAC); Economic Community of West African States(ECOWAS); 
Medicines Regulatory Harmonisation (MRH); National Medicines Regulatory Agency (NMRAs); Southern 
African Development Community (SADC); West African Health Organisation (WAHO). 

Source: Adopted from (4) 

Aspect EAC-MRH SADC MRH/ZaZiBoNa ECOWAS MRH 
Type of procedure Decentralised; 

however, there is no 
flexibility in selection 
of lead NMRA which 
is the equivalent of 

the Reference 
Member State and 
the EAC Secretariat 

serves as an 
administrative agency 

 

Hybrid of decentralised 
and centralised; 

implementing NMRA 
serves as a coordinating 

agency 

Hybrid of centralised and 
decentralised procedure; 
WAHO Secretariat serves 

as an administrative 
agency and the lead 

NMRA serves as 
coordinating agency 

Legally binding 
framework 

None None None 

Eligibility criteria for 
joint review 

Previous intention to 
market in all 
participating 

countries, currently 
minimum of 2 

countries 

Submission to a minimum 
of 2 countries 

None, as the regional 
review precedes national 

submissions; however, 
applicants are 

encouraged to market 
their products in all 15 

countries 
 

Submission windows No windows; open 
throughout the year 

 

No windows; open 
throughout the year 

 

Four 30-day submission 
windows (Feb, May, Jul, 

Oct) 
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Aspect EAC-MRH SADC MRH/ZaZiBoNa ECOWAS MRH 
Submission of 
applications 

Submission to the 
lead NMRA then 

submission to the 
remaining countries 

of interest 
immediately once the 
regional joint review 

is completed 
 

Submission to all 
countries applicant is 

interested in marketing 
the product before the 

regional joint review 
commences 

Submission to lead 
NMRA based on 

published expression of 
interest after a pre-

submission meeting, 
then submission to the 
remaining countries of 

interest within 2 years of 
the regional joint review 

being completed 
 

 
 

Assessment/review 
process 

Primary and peer 
review by lead 

NMRA, peer and final 
review at joint 

assessment session. 
Primary review by 

rapporteur selected 
using applicable 

criteria, peer review 
by second country 

(co-rapporteur), final 
review at joint 

assessment session 

Primary review by 
assessment team, peer 

and final review by expert 
working group at joint 

assessment session 

 

Communication with 
sponsors 

Responsibility of EAC 
Secretariat 

Responsibility of each 
individual country to 

which the application was 
submitted 

Responsibility of WAHO 
Secretariat 

Final approval and 
marketing status 

Approval issued by 
each individual 

NMRA in receipt of 
application and 

marketed only in 
those countries 

Approval issued by each 
individual NMRA in 

receipt of application and 
marketed only in those 

countries 

Approval issued by each 
individual NMRA in 

receipt of application and 
marketed only in those 

countries 

Target timelines 315 days including 
applicant’s time from 
the date validation is 

completed to the 
date of regional 

recommendation 

270 days including 
applicant’s time (from the 

date validation is 
completed to the date of 

regional 
recommendation) 

226 days including 
applicant’s time (from 
the date validation is 

completed to the date of 
regional 

recommendation) 
Target timeline for 

registration by NMRA 
after a regional 

recommendation 

90 days 90 days 90 days 

Fees Paid to each 
individual NMRA; 

however, there are 
plans to pilot an 

additional regional 
fee 

Paid to each individual 
NMRA; however, there are 

plans to pilot an 
additional regional fee 

Regional fee paid to the 
WAHO Secretariat and 
the lead NMRA and a 

national fee paid to each 
NMRA where a national 

application is made 
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3.2.4 International collaboration 

3.2.4.1 EU-Medicines for all (EU-M4ALL) 

As part of its efforts to promote global health, the EMA can evaluate medicines outside the 

EU and provide scientific opinions in collaboration with the WHO and non-EU NMRAs. The 

EU-M4all procedure, formerly known as the 58 Procedure, is based on Article 58 of 

Regulation (EC) No 726/2004. Under this centralised procedure, an opinion can be sought 

for a medicine intended for use outside the EU market (143,144). 

EU-M4all medicines are privileged to benefit from the comprehensive EMA regulatory 

toolkit, which includes scientific advice, the EMA's PRIME scheme, and accelerated review. 

This enhances their potential for global health impact (144). 

3.2.4.2 Marketing Authorisation for Global Health Products (MAGHP) 

The MAGHP procedure is designed to make the Swissmedic authorisation and scientific 

advice processes accessible to representatives of regulatory authorities in LMICs and the 

WHO. Although other countries or regions may be involved, the pilot phase's initial focus is 

on Sub-Saharan Africa and medicinal products targeting diseases that disproportionately 

affect this region (145,146). 

The MAGHP initiative is based on actively involving regional NMRAs and the WHO in the 

Swissmedic assessment process. This involvement allows NMRAs to participate in the 

assessment to build their capacities and establish confidence in the process. Such 

participation is anticipated to enhance trust and credibility in the regulatory framework, 

thereby facilitating the granting of national market authorisations following Swissmedic's 

approval. Consequently, the timelines for obtaining market authorisations from NMRAs are 

expected to be significantly reduced, thus expediting patient access to essential medicines. 

The procedure comprises two distinct components: Scientific Advice and market 

authorisation for Standard Procedure or Light Procedure (146). 

The MAGHP procedure results in a Swiss market authorisation. There are no restrictions to 

specific indications. The involvement of NMRAs fosters trust and confidence in the process 

and contributes to capacity building. Consequently, the timelines for marketing 

authorisation by NRAs can be reduced (146). 
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3.2.4.3 African Vaccine Regulatory Forum (AVAREF) 

The WHO established the AVAREF in 2006, which played a vital role in ensuring timely 

regulatory evaluations of clinical trial applications and accelerating the research and 

development of medical products. As a result of AVAREF's efforts, vaccines against 

meningitis, malaria, rotavirus, pneumococcal pneumonia, and Ebola have been developed. 

In addition, in 2019, AVAREF became one of the Continental Technical Committees of the 

AMRH Initiative. Once the new governance structure is implemented, AVAREF will play a 

significant role in supporting the AMA's establishment (147). 

3.2.4.4 WHO medicines prequalification Procedure (WHO PQ) 

The WHO medicines prequalification, initiated in 2001 to ensure the quality of antiretroviral 

medicines for supply to low-income countries, has been a resounding success. Following its 

initial focus on HIV/AIDS treatment, the scope of this initiative has been gradually expanded 

to cover additional therapeutic areas, a testament to its adaptability and effectiveness 

(148). Notably, the WHO PQ of vaccines is established since 1987 and in 2015 an Emergency 

Use Listing (EUL) was introduced (149).  

3.2.4.5 Collaborative Procedures for Accelerated Registration (CPR) 

In many countries with limited regulatory resources, the registration of finished 

pharmaceutical products (FPPs) depends on international procedures, such as WHO 

prequalification or approvals by SRAs. In response to that, the WHO has created two further 

procedures, which are (150): 

• WHO collaborative registration procedure (CRP) for accelerated registration of FPPs 

• Accelerated registration of FPPs approved by SRAs 

3.2.4.6 WHO Collaborative Registration Procedure (CRP) for Accelerated Registration of 

Prequalified Finished Pharmaceutical Products (FPPs) 

After a drug is WHO-Prequalified, it does not automatically gain access to all African 

markets; it has simply been evaluated and inspected according to international standards. 

For market access, the drug must also be approved by NMRA, a process that can be time-

consuming. To address this, the WHO has developed the CRP for accelerated registration. 

This procedure allows applicants to voluntarily express interest in applying the CRP to their 

WHO prequalified products. The applicant must submit the same dossier approved by the 
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WHO for prequalification, although individual NMRAs may accept simplified dossiers with 

minor administrative differences to meet the local labelling and regulatory requirements. If 

the NMRA agrees to use this procedure, it commits to making a decision within 90 days of 

receiving the WHO assessment reports and inspection information. The NMRA's decision 

must be communicated to the WHO and applicant within an additional 30 days (151). 

3.2.4.7 Accelerated Registration of Finished Pharmaceutical Products (FPPs) Approved by 

Stringent Regulatory Authorities (SRAs) 

Although an FPP may have undergone review by a globally recognised regulatory body such 

as the EMA, the US Food and Drug Administration (FDA) or another SRA, the local NMRAs 

processes must be completed, and it can be time consuming. Therefore, the WHO has 

developed an additional approach for the NMRAs with limited regulatory resources, 

management of diseases of major public health relevance based on reliance, known as 

Accelerated Registration of FPPs Approved by SRAs (152). 

3.3 Legal Basis of Drug Regulation Harmonisation in Africa 
To close the legislative gaps between African countries regarding medicines' regulations, a 

model law on Medical Products Regulation was drafted in 2014 by the AUDA-NEPAD, 

supported by key stakeholders such as the Access and Delivery Partnership (ADP), United 

Nations Development Programme (UNPD), and Planning and Coordinating Agency (NPCA). 

The final version of the AU Model Law on Medical for Medical Products Regulation was 

officially endorsed by African Heads of State and Government at the AU Summit in January 

2016 in Addis Ababa, Ethiopia (5,153–155). Figure 20 illustrates a timeline detailing the 

progression from the initial zero draft in 2014 to the official endorsement of the AU Model 

Law on Medical Products Regulation in January 2016. The timeline highlights the sequence 

of steps and key milestones achieved over this two-year period. It provides visual insight 

into the development phases and critical decision points along the path to endorsement. 

Each step is clearly marked, offering an easy-to-follow chronological flow of the process. 

The figure serves as a comprehensive guide to understanding the systematic efforts that 

culminated in the formal adoption of this model law. 
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Figure 20: The process of finalising the AU Model Law on Medical for Medical Products Regulation 

Figure 20 illustrates the timeline of the steps starting from the zero draft in 2014 till the official endorsement 
of the AU Model Law on Medical for Medical Products Regulation in January 2016. 

Source: figure 1, titled “ Timeline of the AU Model Law development process” from (5) 

The main objective for the AU Model Law on Medical Products Regulation is to address the 

challenges and harmonise the drug regulatory requirements among the African countries 

based on a unified legislative framework as illustrated in Figure 21 (153,156).  

The AU Model Law on Medical Products Regulation is designed to significantly enhance the 

ambitious plan of the AU PMPA framework. It adheres to the WHO best practices 

concerning medical products regulation and aligns with specific WHO recommendations. 

This model law aims to strengthen national legislation on medical product regulation and 

fosters the autonomy of the African NMRAs. To ensure broad accessibility and appreciation 

across diverse linguistic regions in Africa, the AU Model Law on Medical Products Regulation 

is available in four different languages (157).  

With its 35 Articles divided into ten parts, the AU Model Law on Medical Products 

Regulation is not a rigid regulation but a flexible one. Despite Article 2 defined clearly the 

model law's superiority in the event of a conflict with any other law on medical 

products.  Furthermore, any existing law in conflict with the AU Model Law on Medical 

Products Regulation, shall be repealed or amended. However, this model law is not a non-
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prescriptive legislation. Furthermore, Article 35 ensures that this model law shall comply 

with each state's legislation (5,154,155).  

 
Figure 21: AU Model Law on Medical Products Regulation 

Figure 21 illustrates the major challenges to be addressed by the legislative harmonisation among the 
African countries. 

Source: (156) 

Despite Article 28 encouraging the harmonisation of standards and guidelines, 

strengthening the regulatory network, legal framework, and mutual recognition, the AU 

Model Law on Medical Products Regulation neither refers to the AMA nor advanced drug 

regulatory procedures for harmonisation, such as centralised procedures. It is more about 

harmonising African countries' drug regulatory standards and practices (154,155). 

A guideline for domestication of the AU Model Law on Medical Products Regulation was 

developed by the staff of the AUDA-NEPAD and the Access and Delivery Partnership (ADP) 

to assist African MSs in implementing this model in their local legislative (154). 

Implementing the AU Model Law on Medical Products Regulation among African countries 

is a domestication process, defined as the legislative action taken to incorporate the AU 

Model Law on Medical Products Regulation into the national legislation in each African 

country. The AMRH initiative formed the Technical Working Group on Medicines Policy and 
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Regulatory Reforms (TWG-MPRR) to expedite and guide the domestication process to 

achieve these targets. The AUDA-NEPAD has also been coordinating legal capacity building 

and providing technical support to enable African countries to review their existing 

legislation on medical products regulation and make the required amendments for them to 

align with the AU Model Law Medical Products Regulation (154,158). However, the 

ambitious targets for domestication of the AU Model Law Medical Products Regulation in 

at least twenty-five African countries by 2020 still need to be met (5). As of February 2024, 

only 13 African countries have successfully domesticated the AU Model Law Medical 

Products Regulation (159). 

According to a study published by Ncube et al. in 2023, the degree of domestication of the 

AU Model Law on Medical Products Regulation among the twenty-one African NMRAs 

participated in this study was different, as reported in Figure 22; forty-eight per cent of the 

African NMRAs participated in the study have reported full domestication of the AU Model 

Law on Medical Products Regulation, however, thirty-eight per cent of the African NMRAs 

participated in the study have partially domesticated the AU Model Law on Medical 

Products Regulation (5).  

 
Figure 22: Type of Domestication of the AU Model Law on Medical Products Regulation among the African 
NMRAs 

Figure 22 gives an overview of the domestication strategies among the twenty-one African NMRAs 
participated in the study conducted by Ncube et al. and published in 2023. 

Source: figure 3, titled “Type of Domestication” from (5) 
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3.4 African Medicines Agency (AMA) 
To face the drug regulatory challenges within the African continent, the AMRH programme 

was initiated in 2009 by AUDA-NEPAD to establish a suitable regulatory environment for the 

AMA (160–163). Therefore, the AMA Task Team was established in November 2014 (163). 

The AMA's mission is not just promising but also holds the potential to transform the 

African pharmaceutical industry significantly. It shall support and contribute to the Africa 

Continental Free Trade Area (AfCFTA) and the promising PMPA, paving the way for a more 

robust and self-sufficient pharmaceutical sector in Africa (160). 

The AU endorsed the legal basis of the AMA in January 2015 during the twenty-sixth 

ordinary session of the Executive Council by Decision EX.CL/872(XXVI) (164). The Treaty of 

the AMA was established in February 2019 based on Decision 735 (XXXII) (165). The 

Republic of Rwanda was chosen to host the headquarters of the AMA based on the Decision 

EX.CL/Dec.1179(XLI) and EX.CL/1369(XLI) (15,16). 

The AU Executive Council, in its forty-fourth ordinary session, reported in 

EX.CL/1486(XLIV)A the progress on the establishment and operationalisation of AMA and 

the signing and ratification status of the AMA Treaty (166). Twenty-six member states have 

signed and ratified the treaty establishing the AMA, which means they have deposited the 

required legal instrument of ratification at the commission (36). 

Despite reaching the minimum number of countries needed for the ratification, which was 

indicated in Article 38 of the AMA Treaty to be at least fifteen member states, a wide range 

of challenges among African countries hinder the operationalisation of the AMA (13). The 

three main challenges reported in EX.CL/1486(XLIV)A are the delayed reactions from the 

member states regarding the implementation of the AMA Treaty, reliance on external 

partners to support AMA’s activities, and lack of capacity (166). 

The AMA's main objective, as in the AMA Treaty Article 4, is to elevate the capacity of the 

RECs and the member states to secure access to high-quality, safe, and efficacious 

medicines among Africans (13). To reach this objective, four objectives were identified in 

the fact sheet created by Programme for Appropriate Technology in Health (PATH) in 

partnership with AUDA-NEPAD as illustrated in Figure 23 (167). 
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Figure 23: African Medicines Agency (AMA) Objectives 

Figure 23 gives an overview of the four objectives by African Medicines Agency (AMA), which will ensure 
that medicines regulated within the African continent are of the highest quality, safety and efficacy. 

Source: Adopted from (167)  

 

The AMA is guided by the seven principles in Article 5 of the AMA Treaty: leadership, 

credibility, ownership, transparency and accountability, value-addition, confidentiality, and 

commitment to sound quality management. These principles ensure the AMA's capability 

of functioning and endorsing the main functions as in Figure 24 (13,168). 

Article 7 of the AMA Treaty states that the AMA has to function as a legal entity capable of 

entering agreements and defending legal procedures (13). 

 
Figure 24: Functions of African Medicines Agency (AMA) 

Figure 24 illustrates the proposed Functions of African Medicines Agency (AMA), which are Oversight of 
Clinical Trials, Marketing Authorisation (MA), Safety Monitoring, Good Manufacturing Practice (GMP) 
inspections, Market Surveillance, and Quality Control. 

Source: Adopted from (168)  

The AMA, as illustrated in Figure 25, shall have four core organs: the Conference of State 

Parties, the Governing Board, the Secretariat, and TCs. The Conference of State Parties 
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should be the highest policy-making organ in the AMA. It shall be able to execute functions 

such as adopting regulations out of power, approving the structure and administrative 

guidelines, providing policy directions, and approving RCOREs, among other functions 

assigned to it in Article 14 of the AMA Treaty (13,169). 

The Conference of State Parties must convene at least once every two years, and decisions 

must be made by consensus of at least two-thirds of the State Parties. The Conference of 

the State Parties consists of the Ministry of Health representatives or their authorised 

persons from all the member states that ratified the AMA Treaty. A chairperson, three vice-

chairpersons, and a rapporteur shall be elected. They shall form the Bureau, and the 

members of the Bureau shall meet at least once a year. They shall hold office for two years 

(13). 

 
Figure 25: Proposed AMA Structure 

Figure 25 illustrates the proposed structure of the African Medicines Agency (AMA), which shares some 
similarities with the structure of the European Medicines Agency (EMA). Both agencies have a Management 
Board, rely on Technical Committees (TCs), have a Secretariat, and cooperate with National Medicines 
Regulatory Authorities (NMRA). 

Source: Adopted from (96) 

The Governing Board will be composed of five Heads of NMRAs from each region, one REC 

representative, one representative of Regional Health Organisations (RHOs), one 

representative of National Committees Responsible for Bioethics on a rotational basis, and 
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the Commissioner for Health, Humanitarian Affairs, and Social Development (HHS) at the 

African Union Commission (AUC). The Governing Board shall meet at least once a year (13). 

The Office of Director General of AMA shall serve as a Secretary of the Governing Board. 

The Director General shall be responsible for the day-to-day management of the AMA as 

the Head of the Secretariat and shall represent the AMA as the chief Executing Officer. The 

Conference of State Parties shall appoint the Director General upon recommendation from 

the Governing Board and will hold the office for four years, renewable once (13). 

The TCs shall be responsible for scientific assessments of dossiers, among other functions, 

which shall ensure the quality aspects and provide a scientific opinion to facilitate the 

functioning of AMA. The TCs shall consist of experts representing a wide range of expertise 

and reflecting Africa's geography. When necessary, other experts from outside the 

continent can be consulted (13). 

The AMA shall maintain active cooperation between the AU countries and non-AU 

countries across the continent and maintain a close relationship with the AU. To achieve its 

objectives, the AMA shall strengthen cooperation with the WHO, the African Centres for 

Disease Control and Prevention (Africa CDC), RECs, and other agencies and institutions (13). 

The Conference of States Parties will coordinate the financial resources, including adopting 

the annual budget, annual contributions to be paid by the State Parties, and expenses and 

administrative costs. The AMA's finances and accounts shall be audited by an independent 

Auditor appointed by the Board (13). 

3.5 Comparative Analysis of EMA and AMA Legislative Frameworks and 

Operations 

To highlight the major differences and similarities between the EMA and the AMA, the 

following comparative analysis was conducted with a focus on the legal frameworks, as the 

legal basis empowers the agencies to carry out their functions, ensuring a high level of 

autonomy in fulfilling its mandate, establishing a well-coordinated structure for regulatory 

activities, securing sufficient financial resources, and maintaining an adequate number of 

competent human resources are essential prerequisites for its optimal performance. 
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Table 11: Comparative Analysis of the EMA and the AMA Legislative Frameworks and Operations 

Table 11 provides an overview of various aspects of both agencies, African Medicines Agency (AMA) and 
European Medicines Agency (EMA), to highlight the major differences and similarities between the two 
agencies regarding the legal frameworks and operations. 

Aspect EMA AMA 
Establishment Legislative 

Framework 
EU Regulation 2309/93 (64) 

 
AU Desicion EX.CL/872(XXVI) (164) 

Major Operating Legislative 
Framework 

Regulation (EC) No 726/2004, 
Directive 2001/83/EC and several 
directives and regulations are in 

place (170). 
 
 

AMA Treaty based on AU Decision 
735 (XXXII) and AU Model Law on 

Medical for Medical Products 
Regulation (165). 

However, not all AU Members have 
ratified the AMA Treaty and not all 
AU Members have laws compliant 
with the AU Model Law on Medical 

for Medical Products Regulation 
(5,36). 

Notably, the current version of the 
AU Model Law on Medical for 

Medical Products Regulation does 
not refer clearly to the AMA. 

The availability of Different 
Degrees of Legislative 

Framework 

EMA is relying on different legal 
instruments such as regulations, 

directives, decisions, opinions, and 
recommendations to operate. 

These legal instruments are clearly 
defined in article 288 of the Treaty 
on the Functioning of the European 

Union (TFEU) (54). 

Based on Abuja Treaty the 
regulations and decisions 

respectively article 10 and article 
13 are clearly binding (119). 

However, it is difficult to ascertain 
the binding nature of decisions 
made by the Assembly and the 

Executive Council, as in practice is 
not always the case. Based on 

research report titled “Mapping AU 
Decision Making Actors and 

Processes” decisions can take three 
forms, similar to those of the EU in 

terms of binding nature (171): 
• Regulations: legally 

binding 
• Directives: legally binding 

concerning the intended 
results 

• Declarations, Resolutions, 
and Recommendations: 
not binding 

Autonomy EMA has an advanced level of 
autonomy (172,173). 

AMA Shall be autonomy but still 
not clear, as AMA is still in the 

establishment's phase. 
Member states legal basis 

status 
Harmonised with each other. 

Moreover, EEA States have legal 
basis to implement the decisions 

from EU Commission (90) 

Not harmonised with each other 
despite the recommendation to 
harmonise with Model Law on 
Medical for Medical Products 

Regulation (5). 
The RECs have also guidelines 

recommending harmonising the 
law among their member states 

(154). 
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Aspect EMA AMA 
Drug Regulatory Support 

and Dynamics 
EMA has established several 

mechanisms to support human 
medicines regulatory 

harmonisation such as centralised 
procedure, variation regulation and 

different procedures to close the 
gaps formed by unmet medical 

needs (78–80,82,89,174). 
Moreover, there are advanced 

dynamics regarding the update of 
the legal basis, regulations and 

directives in place (55,56). 

No data are available as the AMA is 
still in its initial stage. 

Structure The current structure is considered 
solid to operate (87,88) 

The proposed structure could be 
solid to operate, however no data 
on the operational nature of the 
proposed structure is available 

(96). 
Regulatory Workforce and 

expertise 
Different advanced Technical 
Committees, high qualified 

workforce and pool of more than 
4000 experts (85). 

Different Technical Committees are 
in place and some high qualified 
workforce (116). However, it was 

stated in different studies that the 
lack of expertise is a major issue. 

Therefore, RCORES have been 
established (117). 

Finance For 2024, the total budget of the 
EMA is €478.5 million. 

Approximately 92.4% of the 
Agency's budget comes from fees 
and charges, 7.3% from the EU's 

contribution for public health 
issues, and 0.3% from other 

sources. It is estimated that in 
2024, €174.8 million will be 

allocated from the Agency's budget 
to the member NMRAs (175). 

No data are available, and the 
finance model is not clearly 

defined. 

3.6 Additional Data – Survey 

The survey was administered from 21 June to 15 July 2024, after validating the eight 

questions for clarity and relevance to gather supplementary data from regulatory affairs 

professionals, specifically targeting those actively engaged with human medicines 

regulations in Africa. Of the 82 regulatory professionals contacted, 43 participated in the 

survey, achieving a response rate of 52.4%. The survey questions are included in Appendix 

3 (Survey After Validation). Table 12 illustrates the background of the survey participants. 

The highest response rates were observed when participants were contacted before the 

survey was sent out. All participants from the pharmaceutical industry were contacted via 

telephone or video calls prior to sending the survey. However, there were challenges in 
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reaching health authorities in some African countries, which negatively impacted the 

number of responses. 

Table 12: The background of the survey participants 

Table 12 illustrates the background of the survey participants. The highest response rates were observed 
when participants were contacted before the survey was sent out. All participants from the pharmaceutical 
industry were contacted via telephone or video calls prior to sending the survey. However, there were 
challenges in reaching health authorities in some African countries, which negatively impacted the number 
of responses 

Participants Background Number of 
Participants 

Percentage 
from the overall 

participants 

Number of 
contacted 

drug 
regulatory 

affairs 
professionals  

Response 
rate 

African drug regulatory affairs 
professionals working in the 

pharmaceutical industry in Africa 

27 62.8 % 29 93.1 % 

African drug regulatory affairs 
professionals working in African 

NMRAs 

11 25.6 % 37 29.7 % 

European drug regulatory affairs 
professional with experience in 

African regulations, working in the 
pharmaceutical industry in the EU 

5 11.6 % 5 100 % 

 

3.6.1 Analysis of Survey Responses 

The first four questions in Figure 26, Figure 27, Figure 28 and Figure 29 were intended to 

evaluate the feasibility of establishing similar procedures to the EMA's CP or historical 

models, for example, the Concertation Procedure and the CPMP Procedure, for the AMA. 

Most of the participants have considered the EMA's CP successful. However, most of the 

participants disagreed with the usage of the EMA's CP without necessary modifications. 

Most participants have recommended developing centralised procedures among African 

countries, at least among the countries in the same REC, considering the necessary 

modifications. Moreover, most participants have recommended considering the EU's 

historical procedures, the Concertation Procedure and CPMP Procedure, as primary models 

for harmonisation.  

The remaining four questions, represented in Figure 30, Figure 31, Figure 32, and Figure 

33, were aimed at developing recommendations for promoting harmonisation within the 

AMA based on the procedures used in European countries. Most participants have agreed 
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that the European procedures, DCP, MRP, and RUP, may be used as harmonisation models, 

at least among the African countries in the same REC. Moreover, harmonised approaches 

such as Joint Assessment, Work-Sharing, and Reliance-Based Regulatory Pathways have 

been considered suitable models for promoting harmonisation, at least among the 

countries in the same REC. Furthermore, most participants have foreseen the benefits of 

these approaches for broader harmonisations among the African REC if the countries within 

the same REC are harmonised regarding regulatory and legal frameworks with each other. 

The eight figures, from Figure 26 to Figure 33, represent participant responses to different 

survey questions. These figures collectively illustrate the perspectives of various 

participants on a range of procedures and initiatives related to human medicines regulatory 

harmonisation. Each figure provides visual data on how respondents answered each 

specific question. This sequential presentation allows for a comprehensive analysis of the 

opinions among the survey participants. The figures effectively map out the participants' 

consensus and differing views on the different European procedures and initiatives, which 

may be useful for enhancing the human medicines regulatory landscape among the African 

countries. 

3.6.1.1 First Question 

 
Figure 26: First question titled “Centralised Procedure (CP) in the EU: Assessment of Success” 

Figure 26 was extracted from the Google form used to administer the survey and represents the answers of 
the regulatory affairs professionals regarding the assessment of the CP's success. 97.7% of the participants 
consider the CP a successful model of regulatory harmonisation and foresee its continued success in the 
future. 



 

65 
 

3.6.1.2 Second Question  

 
Figure 27: Second question titled “Applicability of the EU Centralised Procedure (CP) in African Context” 

Figure 27 was extracted from the Google Form used to administer the survey and represents the answers 
of the regulatory affairs professionals regarding the usage of the European Medicines Agency's Centralised 
Procedure (EMA's CP) in an African context without modifications. 79.1% of the participants do not consider 
this approach applicable, and 16.1% could not predict the applicability of this approach. 

3.6.1.3 Third Question 

 
Figure 28: Third question titled “Development of a similar Centralised Procedure among African Countries” 

Figure 28 was extracted from the Google Form used to administer the survey and represents the answers 
of the regulatory affairs professionals regarding the development of a centralised procedure among African 
countries or at least among the countries in the same Regional Economic Community (REC). 53.5% of the 
participants agree that this approach is feasible with necessary modifications. 39.5% of the participants 
could not predict the feasibility of this approach among the African countries. Only 7% of the participants 
consider the European Medicines Agency's Centralised Procedure (EMA's CP) with modifications is not 
feasible among African countries, even among the African countries in the same REC. 
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3.6.1.4 Fourth Question 

 
Figure 29: Fourth question titled “Influence of Historical EU Procedures on African Harmonisation Efforts” 

Figure 29  was extracted from the Google Form used to administer the survey and represents the answers 
of the regulatory affairs professionals exploring the usage of the European Union (EU) historical procedures, 
which were non-binding, as primary models for harmonisation among African countries. 72.1% of the 
participants agree with considering the historical EU procedures as primary models for harmonising human 
medicines regulations among African countries. 25.6% could not predict whether these procedures should 
be considered or not. 

3.6.1.5 Fifth Question 

 
Figure 30: Fifth question titled “Consideration of the Decentralised Procedure (DCP) for African Countries” 

Figure 30  was extracted from the Google Form used to administer the survey and represents the answers 
of the regulatory affairs professionals exploring the benefits of considering the DCP as a primary model for 
promoting the human medicines regulatory harmonisation among African countries without adding 
complexity to the existing regulatory framework. 53.3% of the participants agree that the DCP can be used 
to promote harmonisation among African countries without adding complexity to the existing regulatory 
framework. 32.6% of the participants could not predict the feasibility of this approach among the African 
countries. Only 14% of the participants did not recommend the consideration of DCP to promote 
harmonisation among African countries. 
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3.6.1.6 Sixth Question 

 
Figure 31: Sixth question titled “Suitability of the Mutual Recognition Procedure (MPR) and Repeat-Use 
Procedure (RUP) among different African countries” 

Figure 31 was extracted from the Google Form used to administer the survey and shows that most 
regulatory affairs professionals (69.8%) agree that the MRP and the RUP can facilitate regulatory 
harmonisation for human medicines in African countries without complicating the existing framework. A 
smaller percentage (20.9%) were unsure about the feasibility of these models, while only 9.3% did not 
recommend their use for harmonisation. 

3.6.1.7 Seventh Question 

 
Figure 32:Seventh question titled “Adoption of non-legally binding harmonised Joint Assessment, Work-
Sharing and Reliance Pathways” 

Figure 32 was extracted from the Google Form used to administer the survey. It captures regulatory affairs 
professionals' views on adopting Joint Assessment, Work-Sharing, and Reliance-Based Regulatory 
Pathways to promote human medicines regulatory harmonisation among African countries at least  within 
the same Regional Economic Community (REC). Most participants (74.4%) supported these approaches for 
harmonisation, while 11.6% were unsure of their benefits, and 14% did not recommend them. 
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3.6.1.8 Eighth Question 

 
Figure 33: Eighth question titled “Comprehensive Initiatives to Promote Harmonisation across the 8 African 
RECs” 

Figure 33 was extracted from the Google Form used to administer the survey. It shows that most regulatory 
affairs professionals (69.8%) agree that methods like the MRP, RUP, DCP, Joint Assessment, Work-Sharing, 
and Reliance-Based Regulatory Pathways can enhance broader regulatory harmonisation among African 
RECs, given harmonized regulatory and legal frameworks within each REC. Only a small fraction (4.6%) did 
not recommend these approaches, while 25.6% were uncertain about their benefits. 

3.6.2 Survey Limitations 

The survey was conducted over a short period from 21 June to 15 July 2024. This 

constrained timeframe may impact the findings negatively. Furthermore, a distinct variation 

in response rates was observed based on the mode of contact; participants approached via 

telephone or video calls and exhibited significantly higher response rates than those 

contacted solely through emails.  Moreover, most respondents approached via telephone 

or video calls noted that they lacked familiarity with historical EU regulatory procedures, 

such as the Concertation and CPMP procedures. This knowledge gap could potentially 

influence the responses. However, after clarification, most of them recognised these 

procedures as a step to harmonise regulatory procedures across the African continent. 

Furthermore, eliminating the limitations associated with response bias and sampling issues 

cannot be granted. Therefore, the data obtained from this survey should be considered 

supplementary to support the primary research findings rather than as conclusive evidence. 
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4. Discussion 

The formation of the EU is a result of finding the conscience between its MSs, as it is a union 

based on protecting the MS's sovereignty while uniting the actions and efforts to deal with 

the challenges in all sectors, which means that the MSs delegate some of their decision-

making authority to the collective institutions they have established, enabling democratic 

decisions on specific matters of shared interest to be made at the EU level (176). Therefore, 

the EU is a successful economic and political union (177). This unique formation has a 

positive impact on the drug regulatory sector, as the drug regulatory sector is a challenging 

sector that needs united efforts and expertise to ensure the quality and safety of the 

medicines administered within the EU (73). 

In the EU, legislative power initially established with the representatives of MS' 

governments meeting in the council, reflecting the EU's foundation as a union of sovereign 

states rather than a single European nation. MSs pooled, rather than transferred, their 

sovereignty, maintaining a joint authority over EU decisions. However, with deeper EU 

integration, this power dynamic evolved to include a more balanced role for the European 

Parliament. Furthermore, the Parliament's role was consultative, but it gradually gained 

influence, culminating in the co-decision procedure, where it shares legislative power with 

the Council (53). 

The motive for harmonising the regulatory harmonisation of human medicines among 

European nations was the Thalidomide tragedy in the sixties of the last century (58). The 

introduction of harmonised human medicines regulatory frameworks took more than thirty 

years. It reached its highest in the nineties of the last century with the formation of the 

EMA and the introduction of the legally binding CP (64). Despite those thirty years, human 

medicines regulatory harmonisation has started from draft zero. The journey of 

harmonising human medicines regulatory and legal frameworks among European countries 

marks several milestones that have contributed positively to the introduction of the CP.  

These milestones include the introduction of harmonised regulations and directives (170). 

Moreover, the introduction of new procedures, for instance the CPMP Procedure and 

Concertation Procedure (12,61,62). 
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The CPMP procedure was a landmark in European medicines harmonisation. It encouraged 

manufacturers to seek simultaneous marketing authorisation for a drug in several European 

countries in five or more MSs lately; two MSs was enough. Despite this, the procedure was 

not centralised or legally binding. However, it has paved the way for more advanced 

procedures such as MRP, RUP and DCP. Moreover, it has signalled the need for harmonised 

procedures among the European NMRAs (12,28,61). 

The Concertation Procedure was the first to enable a harmonised approach through the 

evolution of biotechnology and highly innovative drug products. Although this procedure 

was not legally binding and was not successful at that time, as many European NMRAs have 

sought arbitration, it has established the need for legally binding CP among European 

countries, which was possible after the establishment of the EMA as an autonomous 

centralised body, which is a prerequisite for the coordination of such procedures (12,28,62). 

The success of harmonising the European frameworks was noticed in facing challenges such 

as the COVID-19 Pandemic and the closure of the unmet medical needs’ gaps (78,79,81,82). 

Moreover, the harmonised human medicines regulatory and legal frameworks are seen as 

an attractive environment for the pharmaceutical industry, which can access the EEA 

market with one centralised market authorisation, reducing the complexity of navigation 

across different regulatory systems, which played a vital role in flourishing the 

pharmaceutical industries across the European continent and promoted the international 

cooperation in this field (178). 

These benefits have motivated the AU to harmonise the human medicines regulatory 

frameworks across the continent by establishing the AMRH and taking the first step in 

establishing the AMA, which shall be theoretically equivalent to the EMA and shall be 

modelled after it; however, among the African countries (179).  

Despite the African continent not starting from draft zero as the European continent, the 

challenges in the drug regulatory sector in Africa are immense and coupled with significant 

drawbacks compared with the European continent. The African continent is roughly seven 

times larger than the European one, with more than triple the population and a higher level 

of diversities in all aspects. Moreover, most African NMRAs cannot overtake all essential 

regulatory functions, including the lack of expertise and qualified workforce, because of the 
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shortage of training institutions, the absence of structured career paths and incentives, and 

the phenomenon of 'brain drain' (96). 

Furthermore, the continent is grappling with three significant health challenges: infectious 

diseases, non-communicable diseases (NCDs), and nutritional disorders. Africa's substantial 

disease burden and elevated mortality from diseases that are both preventable and 

treatable can be attributed to insufficient health systems, limited financial and human 

resources, and the lack of accessible and affordable medicines that meet quality, safety, and 

efficacy standards (180).  

Moreover, most African NMRAs have not reached maturity level three, which is the 

minimum level to ensure the functioning of regulatory systems according to the WHO 

Resolution 67.20. Only six African NMRAs have reached maturity level three, and no African 

NMRA has reached maturity level four (101,107).  

As illustrated in Figure 34, regulatory fragmentation and complexity, poor enforcement of 

existing regulations, and poorly designed regulation negatively impact the accessibility, 

availability, and quality of human medicines. Moreover, poor enforcement of the existing 

regulation encourages the proliferation of SSFFC medicines. This, in turn, adversely affects 

health systems and contributes to increased mortality rates and increase the DALYs (94). 

To address these challenges, human medicines regulatory harmonisation among African 

countries should be promoted, and the PMPA for Africa should be supported. NEPAD-AUDA 

has established the AMRH initiative. The AMRH initiative has played a central role in the 

regulatory harmonisation of human medicines among the African NMRAs by leveraging 

efforts from all over the continent to promote harmonisation and foster the establishment 

of the AMA (98,161,181). 
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Figure 34: Impact of consequences of regulatory fragmentation and complexity, poor enforcement on the 
Health Systems 

Figure 34 illustrates the possible impacts of regulatory fragmentation and complexity, poor enforcement of 
existing regulations, and poorly designed regulation negatively impact the accessibility, availability, and 
quality of human medicines. Moreover, poor enforcement of the existing regulation encourages the 
proliferation of Substandard, Spurious, Falsely Labelled, Falsified and Counterfeit (SSFFC) medicines. This, 
in turn, adversely affects health systems and contributes to increased mortality rates and increase the 
Annual Disability- and Adjusted Life Years (DALYs). 

Source: Adopted from (94) 

AMRH has introduced the RCORE centres to build expertise and a highly qualified workforce 

to support drug regulatory harmonisation plans. However, an evaluation of the RCOREs' 

performance is needed to ensure they function as initially planned and enhance and 

strengthen their functions. The lack of independent evaluation may challenge the 

functionality of the whole RCORE idea and may be a possible weakness of the structure. In 

2019, an assessment was done by several international parties, including representatives 

from the AUDA-NEPAD, RCOREs, USAID, Medicines, Technologies and Pharmaceutical 

Services (MTaPS), USP, and FHI360 (formerly Family Health International)  to evaluate and 

validate a Monitoring and Evaluation tool to measure the RCOREs performance. However, 

the result of the assessment still needs to be made available (95,182). 

Furthermore, AMRH was established based on the existing RECs as building blocks to 

strengthen drug regulatory harmonisation among African NMRAs. Despite the existence of 

several RECs, only eight have been recognised by the AU, and the AMRH has sought the 
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implementation of harmonisation initiatives among them (121). Notably, as illustrated in 

Figure 15, African countries have overlapping REC memberships, and most of them are 

members of more than one REC, which may be counterproductive, increase duplicate work, 

and increase complexity. (122). 

Moreover, multiple memberships may cause a complication known as the spaghetti bowl 

effect, which can be noticed when different rules are applied or when different trade 

agreements are implemented (183). 

Furthermore, the RECs were established in the nineties of the last century prior to the 

establishment of the AMRH with mainly economic goals. This model includes countries with 

diverse medical needs in the same REC, which is counterproductive in implementing 

harmonised regulatory and legal frameworks. Moreover, defining a mandatory scope as a 

part of a CP in the same REC might be challenging due to including countries with diverse 

medical needs in the same REC. 

Notably, the classification of the African countries via the Africa CDC is more convenient 

than the RECs, considering the regional similarities and the fact that there is no multiplicity 

in memberships. The Africa CDC is comprised of five Regional Coordination Centres (RCC) 

as illustrated in Figure 35 and was launched in January 2017 (184,185). 

Moreover, the Africa CDC membership considers the medical needs of the MSs and are 

guided by the principles of delegated authority, timely dissemination of information, and 

transparency, among others, in carrying out its activities. Furthermore, the institution 

serves as a platform for MSs to share and exchange knowledge and lessons from public 

health interventions (185).  

Furthermore, the number of RCCs is limited to five, which may be considered simple 

compared to the number of RECs across the African continent. Therefore, AMRH and AMA 

shall be restructured and built up based on the RCCs of the Africa CDC instead of the RECs. 

The REC model may be beneficial from an economic point of view. However, this model may 

unnecessarily complicate the human medicines regulatory harmonisation landscape among 

the African countries. Therefore, stronger cooperation between the AMA and the Africa 

CDC is highly recommended to set priorities that comply with each African region's medical 

needs.  
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Considering the last two major regional pandemics in Africa, Ebolavirus disease (EVD) and 

Middle East respiratory syndrome–related coronavirus (MERS-related coronavirus), the 

classification of Africa CDC is more feasible and convenient to build on human medicines 

regulatory harmonisation frameworks. 

 
Figure 35: Regional Coordination Centres of the Centres of Control and Disease Prevention (Africa CDC) 

Figure 35 demonstrates the five RCCs, which are building up the Africa CDC. Notably, there are no 
multiplicity of memberships and the countries in the same region are grouped together. 

Source: (184) 

The EVD in 2014 was mainly broken out among the MSs of the Western Africa RCC. 

Historically, most outbreaks have been noticed in Central Africa RCC, Eastern Africa RCC, 

and Western Africa RCC as illustrated in Figure 36 (186). Therefore, these three RCCs shall 

consider the medicines for EVD in a mandatory scope and can develop centralised 

procedures for assessing and developing medicines to prevent and cure this disease. On the 

other hand, the Northern African RCC shall not consider the medicines for EVD in a 

mandatory scope, as there were no outbreaks among its countries. 

However, the Northern Africa RCC shall consider the medicines for MERS-related 

coronavirus in a mandatory scope, as the outbreaks were only among its countries in Africa, 

as illustrated in Figure 37 (187). 

Therefore, this recommended approach during harmonisation is believed to satisfy the 

needs of each African nation without forcing unaffected nations to prioritise unnecessary 
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medications. This will prevent the abuse of resources and ensure that all nations benefit 

from the harmonised approach. 

 
Figure 36: Ebola outbreaks among the African Countries since 1976 till 2024 

Figure 36 illustrates the number of cases of the Ebolavirus among the African countries and the Ebolavirus 
species. Notably, no countries in northern Africa RCC were affected and the no country among the Southern 
Africa RCC was affected, expect a small outbreak in South Africa. Mainly, the outbreaks were concentrated 
among countries in Western Africa RCC, Central Africa RCC, and less common among the countries in Eastern 
Africa RCC. 

Source: (186) 
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Figure 37: Distribution of reported Middle East respiratory syndrome–related coronavirus (MERS-related 
coronavirus) cases between March 2012 and October 30, 2018, globally with focus on Africa. 

Figure 37 illustrates the cases of MERS-related coronavirus among the African countries. Remarkably, only 
northern Africa RCC countries were affected. 

Source: (187) 

Only five RECs have established MRHs, and only three have joint assessment procedures, 

which are EAC-MRH, SADC-MRH, and ECWAS-MRH (121). These procedures have 

similarities and differences, as demonstrated in Table 10 (4). 

The differences may be required to satisfy the regulatory needs of regional human 

medicines. However, if the differences among the procedures are immense, they can 

negatively impact the broader harmonisation across the continent. Therefore, the outline 

shall be similar, and the differences shall only satisfy regional medical needs and not 

unnecessary complex local legislation. 

Notably, all three procedures, EAC-MRH, SADC-MRH, and ECWAS-MRH, are not legally 

binding and need to be revisited, as these procedures have contributed positively to the 

regulatory environments across the countries in the same RECs (4).  

Despite the success of these joint procedures, some challenges have drawn them back. The 

ECOWAS-MRH lacks an information technology infrastructure, which has obstructed the 

implementation of effective dossier tracking and prevented centralised submission. 
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Furthermore, the initiative faces challenges such as insufficient human resources, 

manufacturers' failure to adhere to deadlines, and inadequate cooperation of the WA-MRH 

initiative with the national agencies. Additionally, there is observed inconsistency in 

regulatory performance across various NMRAs. Moreover, applicants need to receive more 

detailed information regarding the procedural steps, key milestones, and expected 

timelines (102,103). 

Despite its achievements, the ZaZiBoNa initiative faces several challenges. Key issues 

include uneven workload distribution among member countries, insufficient jurisdictional 

authority, a decreasing volume of applications, and a lack of detailed procedural 

information for applicants. Additionally, inadequate human resources and delays by 

applicants in responding to inquiries are significant concerns. Further complications arise 

from manufacturers' non-compliance with the requirement to submit identical dossiers 

across all countries, inadequate record-keeping and tracking, erratic scheduling of expert 

committee meetings, and the authorities' neglect to recognise ZaZiBoNa assessments as 

part of their formal duties. The initiative is perceived as more stringent than certain national 

procedures, which complicates the application process. Moreover, ambiguities in 

submission and follow-up protocols across different countries and variations in how quickly 

member countries implement ZaZiBoNa recommendations also pose challenges  (127,133). 

For instance, the recommended timeline for the ZaZiBoNa process is 9 months. However, 

as illustrated in Figure 38, the timeline fluctuated considerably between 5 to 18 months 

from 2014 to 2021 (188). This was confirmed in a study done by Sithole et al. in 2020, the 

median time to receive a ZaZiBoNa recommendation, including the time taken to respond 

to applicant queries but excluding the individual NMRA time before or after the joint 

ZaZiBoNa assessment, fluctuated considerably between 5 to 18 months from 2014 to 2019. 

Furthermore, the adoption of ZaZiBoNa's recommendations by NMRAs varies across 

countries, indicating limited predictability (127). 

The EAC-MRH faces persisting challenges include the need for more detailed information 

about national regulatory processes on both national regulatory authority and EAC 

websites. The absence of a centralised submission and tracking system reduces efficiency. 

Additionally, the non-mandatory nature of central registration and discrepancies between 

EAC positive recommendations and individual country approvals necessitate additional 
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information, causing delays. Inadequate human resources and the failure of manufacturers 

to submit identical dossiers to all countries further complicate the process. Lastly, the lack 

of an integrated information management system and difficulties in monitoring and 

tracking assessment reports present significant challenges (115,4). 

 
Figure 38: ZaZiBoNa Assessment Timeline between 2014 and 2021 

Figure 38 demonstrates the median time to receive a ZaZiBoNa recommendation, including the time taken 
to respond to applicant queries but excluding the individual NMRA time before or after the joint ZaZiBoNa 
assessment, fluctuated considerably between 5 to 18 months from 2014 to 2021. 

Source: (188) 

The international collaborations and partnerships have benefited the African NMRAs in 

various regulatory fields. However, according to a report commissioned by PATH and 

Deutsche Stiftung Weltbevölkerung (DSW) titled "GOING FURTHER TOGETHER—The Case 

for European Union Partnership with Africa on Regulatory Harmonisation", African NMRAs 

often delay product approval even after receiving a positive opinion under Article 58 

procedure, known as EU-M4all procedure. The lack of trust in the quality of the Article 58 

opinion among some African countries further complicates this issue (189). From the 

procedure's inception in 2004 until July 2020, the EMA issued 11 positive opinions under 

the EU-M4all procedure, resulting in 138 authorisations in 90 countries worldwide (144). 

Out of 138, 75 approvals were granted in Africa (190). The number of opinions and 

approvals is considered significantly low compared to the number of opinions EMA typically 

provides, as illustrated in Figure 1. The EMA charges the same fees as the CP, which may 
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not be attractive for African NMRAs or pharmaceutical industries in Africa, given their 

limited financial resources.  However, applicants can request a full or partial fee waiver from 

the EMA's Executive Director (143). 

The introduction of the Model Law on Medical Products Regulation marks a milestone in 

harmonising the human medicines regulatory and legal frameworks among African 

countries. Despite developing a guideline for the domestication of this model law to assist 

the AU MSs in implementing this model low in their local legislation, only a few African 

countries have legislation compliant with the AU Model Law on Medical Products 

Regulation (154). Moreover, the binding degree of the legal instruments among the African 

countries are not clear, as the AU Constitutive Act does not specify which AU decisions are 

binding and subject to Article 23 sanctions (191). In practice, the AU decisions are either in 

the form of decisions or declarations. Except for those explicitly considered as declarations. 

It is difficult to ascertain the binding nature of decisions made by the Assembly and the 

Executive Council. To address this gap, the AU referred to the Abuja Treaty and the EU when 

developing the rules of procedure for the Assembly and the Executive Council. According 

to these rules, decisions by the Assembly and the Executive Council can take three forms, 

similar to those of the EU in terms of binding nature (171): 

• Regulations: Legally binding 

• Directives: Legally binding concerning the intended results 

• Declarations, Resolutions, and Recommendations: Not binding 

Moreover, several elements hinder the implementation of the AU Model Law on Medical 

Products Regulation. These elements include a shortage of human and financial resources, 

competing national priorities, overlapping responsibilities among government institutions, 

and the slow and lengthy process of amending or repealing existing laws (5). 

Furthermore, the Model Law on Medical Products Regulation does not refer to any 

regulatory procedure, even not to the AMA. Although it is referred to as a regulation, it is 

not directly binding, as there is no one hat fits all AU MSs (154). Moreover, the articles 

included in the Model Law on Medical Products Regulation should be more precisely 

formulated to avoid misunderstandings and the development of different legislative 
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systems among African countries. Therefore, a revision shall be considered, and it should 

be renamed to be considered directive in instead of regulation.  

The establishment of the AMA in February 2019 is a cornerstone in harmonising human 

medicines regulations among African countries. Despite reaching the prerequisite number 

of countries required for ratification, which is fifteen, not all African countries have ratified 

the treaty of the establishment of the AMA. As of June 2024, only 26 countries have ratified 

the treaty, which is considered a low number (36). It is unclear why ratifying this treaty 

requires more than five years in most African countries. However, these delays can be 

justified by the diversity and complexity of the legal systems among African countries. 

Moreover, the weak structure of the legal systems and the existence of political motives 

may hinder the regulatory harmonisation of human medicines to preserve sovereignty and 

financial benefits. However, the financial benefits may be more attractive if the African 

countries support the AMA. For instance, the total budget of the EMA in 2024 is €478.5 

million, from it €174.8 million will be allocated from the Agency's budget to the member 

NMRAs (175). A similar model may be feasible across Africa. The loss of sovereignty is not 

a challenge, as MSs shall pool, rather than transfer, their sovereignty, maintaining a joint 

authority over the AU's or AMA's decisions. Furthermore, the regulatory frameworks shall 

be harmonised with the local legislation. 

The proposed AMA structure was introduced in the AMA Business Plan (181). The actual 

structure of the AMA still needs to be illustrated. Notably, the proposed structure shares 

similarities with the EMA and the WHO PQTm (96). The similarities between the AMA and 

the EMA may facilitate the cooperation between the two agencies. 

Based on the results of the administrated survey in 2.4 Section (Additional Data - Survey), 

97.7% of the respondents have considered the EMA’s CP successful. However, 79.1% of the 

participants do not consider this approach applicable without modification among the 

African countries, which is consistent with the existing challenges regarding developing 

harmonised legal and regulatory frameworks among African countries. Therefore, a 

modified CP to suit the African continent may be an adequate option, which 53.3% of the 

respondents have predicted to be feasible, at least among the countries in the same REC or 
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RCC. Furthermore, developing a continent-wide CP for strategic medicines such as COVID-

19 vaccines may be a viable option. 

Moreover, historical EU procedures such as the Concertation Procedure and the CPMP 

Procedure may be a feasible option despite their non-binding nature. However, these 

procedures may be a suitable transition state to assess the feasibility of introducing 

centralised procedures among African countries. 72.1% of the respondents predicted this.  

The majority of respondents expressed support for the introduction of DCP, MRP, and RUP. 

They believe that these procedures, if implemented, will not add complexity to the existing 

regulatory framework in African countries. Similar to the existing EAC-MRH, SADC-MRH, 

and ECWAS-MRH, these approaches involve approval decisions by local NMRAs and are not 

legally binding for all countries. Moreover, it facilitates market access, which may be 

attractive for the pharmaceutical industry. Moreover, they shall be designed to promote 

harmonisation among African countries, encouraging cooperation and reliance.  

Strengthening regulatory Reliance-Based Pathways, Work-sharing approaches, and Joint 

Assessments will be a step forward in harmonising human medicines among African 

countries. However, these approaches need to be harmonised. 

Looking ahead, 69.8% of the respondents see the potential for broader harmonisation 

among regional blocks. They believe that significant progress can be made if countries 

within the same region harmonise their legal and regulatory pathways and introduce 

regional procedures.  
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5. Conclusion, Outlook, and Recommendations 

By leveraging the knowledge gained from the results and discussion sections, the adoption 

of the CP among the African countries may pose a significate challenge at present. As this 

procedure is legally binding and operates based on harmonised legal framework. For 

instance, The EMA's CP operates based on legal frameworks introduced by the European 

Commission and adopted by all EEA. Despite, the presence of the AU Model Law Medical 

Products Regulation, it is not domesticated among all the African countries (5). Moreover, 

the binding degree of the AU legal instrument is not always clearly defined. However, it 

should be similar as the ones from the EU based on Abja Treaty, nevertheless, in practice, 

it is not always the case, which is challenging and hinder the introduction of the CP (171). 

There is no need to start from draft zero as the EMA and the European regulatory systems 

are proven to be advanced and overcome challenges based on the outcome from the 

COVID-19 pandemic (82). Therefore, using the EMA and the relevant European regulatory 

frameworks as a draft model should be considered be developing harmonised human 

regulatory frameworks among the African countries by modifying it to meet the needs of 

the African continent.  

Considering  the COVID-19 Pandemic, a centralised pathway for strategic human medicines 

in case of pandemic is highly recommended among the African countries. Moreover, a non-

binding centralised human regulatory evaluation similar to the Concertation Procedure 

among the African NMRAs coordinated by AMA may be feasible and highly recommended 

in order to facilitate the AMA's operations and build up capacities, expertise and financial 

resources. 

The introduction of the regional medicines regulatory harmonisation initiatives based on 

the RECs and administrated by AMRH is a milestone in the human medicines' regulatory 

harmonisation among the African countries. However, RECs are built on economic interests 

and do not prioritise the human medicines regulatory harmonisation needs, which is 

noticed among some RECs including MSs with diverse medical needs. Moreover, the 

multiplicity of the REC memberships may hinder the regulatory harmonisation and increase 

the duplicate work among MSs, which have no capacity and may cause the spaghetti bowl 

effect. Therefore, restructuring AMRH to be based on RCCs instead of RECs is 
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recommended. However, necessary comparative studies and evaluations are prerequisites 

for the restructuration. 

The joint assessment procedures in EAC, ECOWAS, and ZaZiBoNa have positively impacted 

the regulatory harmonisation of human medicines. However, the countries within the same 

REC have no legally binding framework. Therefore, a centralised procedure may be feasible 

for countries with the same medical needs by introducing a mandatory scope for medicines 

that have high priority among the countries in the same REC and can be built on the existing 

regulatory pathways. However, independent  performance evaluating studies for the whole 

REC model are needed. 

In light of the results and discussion, a simplified human medicines regulatory 

harmonisation model based on the European regulatory system has been constructed, as 

shown in Figure 39. However, harmonising the legal and regulatory frameworks is a 

prerequisite for these approaches. Moreover, reconstructing AMRH based on the RCCs 

instead of RECs may contribute positively to the success of the proposed system. 

Furthermore, cooperation with the EMA is the most essential requirement, as the EU 

regulatory system can be used as a white paper. 

Furthermore, it's imperative to conduct comparative studies of the legal and regulatory 

frameworks for each African country with the Model Law on Medical Products Regulation. 

These studies will provide the necessary recommendations to develop best practices for 

harmonising legal and regulatory frameworks in the context of human medicines. It is 

recommended that the Model Law on Medical Products Regulation should be a directive 

and not a regulation, as it is not feasible to establish a regulation directly binding among 

countries with different legal bases. 

Furthermore, studies are needed to assess the functionality of RECs regarding human 

medicines regulatory harmonisation, and comparative studies are recommended to 

compare the feasibility of using the RCCs instead of RECs as building blocks for human 

medicines regulatory harmonisation across the African continent. Moreover, studies are 

essential to assess the functionality of the RECORs and understand how these centres 

contribute to building capacities and expertise.  
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Figure 40 provides a proposed roadmap demonstrating the steps needed to reach human 

medicines regulatory and legal harmonisation among the African countries. This roadmap 

consists of seven steps and aims to facilitate the construction of regulatory pathways based 

on the European regulatory pathways as illustrated in Figure 39. However, modified to meet 

the African regulatory needs. 
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Figure 39: Proposed Model of Harmonised Marketing Authorisation (MA) in Africa 

Figure 39 illustrates a proposed model of MAs across the African continent based on the European regulatory pathways. However, modified to meet the African regulatory 
needs. RECs are used instead of RCCs in this model. However, RCCs might be feasible in promoting human medicines regulatory harmonisation. 

Abbreviations: African Medicines Agency (AMA), Centralised Procedure (CP), Decentralised Procedure (DCP), Marketing Authorisation (MA), Medicines Regulatory 
Harmonisation (MRH), Mutual Recognition Procedure (MRP), National Regulatory Authority (NRA), National Procedure (NP), Reginal Coordination Centres (RCC), Regional 
Economic Community (REC), Repeat-Use Procedure (RUP). 
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Figure 40: Proposed Roadmap for actions needed to reach human medicines regulatory harmonisation 
among across the African continent 

Figure 40 demonstrates the steps needed to reach human medicines regulatory and legal harmonisation 
among the African countries. This roadmap consists of seven steps and aims to facilitate the construction 
of regulatory pathways based on the European regulatory pathways as illustrated in Figure 39. However, 
modified to meet the African regulatory needs. 

Abbreviations: African Union (AU), Marketing Authorisation (MA), Regional Coordination Centres (RCCs), 
Regional Economic Communities (RECs). 
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6. Summary 

Background: The success of the human medicines regulatory harmonisation in Europe was 

crowned with the CP, which is the culmination of the efforts during the development of the 

harmonised European legal and regulatory frameworks. The implementation of the CP was 

facilitated by the establishment of the EMA in 1995. Inspired by the success story among 

European countries, the AU established the AMA. 

The formation of the AMA is a significant milestone in the continent's journey towards 

medicines regulatory harmonisation. However, human medicines regulatory challenges 

across African countries present significant barriers, hinder the continent's progress, and 

inhibit its ability to effectively tap into its vast resources. Therefore, regulatory harmonised 

frameworks empowering procedures such as the CP or similar mechanisms are needed to 

support the region's healthcare progression.  

The aim of this research: This thesis explores the feasibility of introducing the EMA's CP or 

similar mechanisms for approving human medicines in Africa, leveraging the positive 

momentum generated by the formation of the AMA. Moreover, this thesis seeks to identify 

challenges and opportunities for human medicines regulatory harmonisation across the 

continent.  

Methods: The data required for this research were collected using four different methods 

based on the data type required to assess the feasibility of developing harmonised 

mechanisms for human drug approvals, such as the EMA's CP, or similar harmonised 

mechanisms among African countries: 

• A narrative review was conducted to gather data about the historical development 

of the European human medicines' regulatory harmonisation with focus on the legal 

frameworks and the operations. 

• A scoping review provided a comprehensive summary and overview of the current 

state of the human medicines regulatory harmonisation among African countries 

given the early stages of the AMA. 

• With comparative analysis, various aspects of both agencies, the AMA and the EMA, 

with focus on legislatives and operations differences. 
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• A survey was administered to gather additional data from industrial perspectives 

and regulatory bodies. The survey includes eight questions: The first four intended 

to evaluate the feasibility of adopting the EMA's CP or similar procedures for the 

AMA. The remaining four questions aim to develop recommendations for promoting 

harmonisation within the African countries based on the procedures used among 

the European countries. 

Results:  Since the 1960s, Europe has started harmonising the regulatory frameworks for 

human medicines. A vital step in this aspiration was the establishment of the EMA and the 

introduction of the legally binding CP, reflecting the evolution and milestones of legal and 

regulatory harmonisations among the European countries since that era. Europe's 

harmonised regulatory frameworks represent some of the most advanced systems globally. 

These frameworks facilitate the authorisation of human medicines using various legal 

instruments with differing degrees of binding force to support the functionality of the 

EMA's operations. Moreover, adequate human and financial resources further enhance this 

regulatory environment. 

On the other hand, harmonisation efforts among African countries are enormous, however 

they are still in the beginning. The AMA is still in its early stages, as many of the African 

countries have not ratified the treaty for the establishment of the AMA. Moreover, the lack 

of a clear and binding legal basis is challenging. Furthermore, the human and financial 

resources allocated to support the harmonisation are inadequate. Notably, the regional 

MRH initiatives formed based on RECs have a potential to promote regulatory 

harmonisation if they could be further developed as legally binding procedures. 

Discussion: The cornerstone of the success of human medicines regulatory harmonisation 

across the European continent is finding the consensus between the MSs to reach 

harmonised status, which has taken extended time, as the harmonisation in Europe started 

in the early sixties. However, there was no harmonised model to follow. Therefore, the 

harmonisation in Europe was initiated from draft zero. However, African countries should 

not start from draft zero, as they can use the EU regulatory system as a draft for building up 

harmonised regulatory systems across the continent. The lack of harmonised legal 

frameworks and clarity regarding the binding degree of the legal instruments among African 

countries significantly hinders human medicine regulatory harmonisation across Africa. 
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Furthermore, the RCCs may be more feasible to use as a building block of the AMRH than 

RECs. 

Conclusion: Adopting the EMA's CP among African countries may pose a significant 

challenge. However, it could be developed for the strategic human medicines used in 

pandemic situations, such as COVID-19 vaccines during the recent pandemic. Therefore, 

the EMA's CP is helpful as a draft idea for developing suitable mechanisms among African 

countries. Other procedures, such as DCP, MRP, RUP, and the Concertation Procedure, may 

be more feasible options. Initiatives such as Work-Sharing, Joint Assessment, and Reliance-

Based Pathways need strengthening and harmonisation. Cooperation with the EU may have 

potential for Africa and Europe. The historical procedure, the Concertation Procedure, may 

be an adequate option with some modifications for a non-binding centralised human 

medicines evaluation. There is a vast potential to develop unique regulatory pathways 

among African countries. 

However, all these ideas need a solid legal basis. Therefore, revising the AU Model Law on 

Medical Products Regulation is recommended, and harmonising the regulatory frameworks 

on human medicines is overdue for all African countries. Although this model law is referred 

to as a regulation, it is not directly binding. Therefore, it should be referred as a directive. 

Comparative studies of each African country's legal and regulatory frameworks with the 

Model Law on Medical Products Regulation are recommended. Furthermore, revising the 

AMRH structure based on RCCs instead of RECs is recommended.  

Moreover, independent monitoring and evaluation are needed to ensure the success of the 

human medicines' regulatory harmonisation among African countries, reaching an 

advanced status to implement procedures similar to the EMA's CP. 
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