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Title: Medical device regulation and oversight at the national and sub-national level in sub-

Saharan Africa: A scoping review protocol. 

Background/introduction 

Health technologies have shown potential to improve the quality, safety and outcomes of 

healthcare delivery1,2. However, the introduction, adoption and use of health technologies can 

be challenging in many settings, leading to poor adoption, difficulty in use and even unintended 

harms and risks2,3. Governance arrangements-including regulatory and oversight frameworks, 

systems and processes, can influence the safety, quality and use of health technologies which 

ultimately improves health outcomes4. Thus, regulatory and other governance arrangements 

are needed to ensure health technologies are prioritised, used safely, effectively, to maximise 

benefits and minimise risks1,2.  

Governance arrangements for health technologies are likely to be influenced by the way in 

which the technology is defined or categorised. Medical devices are noted in particular, as 

challenges with definitions and classification have been shown to influence regulation and 

oversight5,6. Broadly, medical devices are defined as health technologies other than medicines, 

vaccines, or clinical procedures, and include a wide range of products from simple medical 

supplies to more complex equipment7,8. In low and middle income countries, the regulation of 

medical devices is generally less well established than for other health technologies such as 

medicines and pharmaceuticals, with varying guidelines and processes applied6,9–11.  

Concerns about the governance of medical devices continue to be raised, made more pertinent 

by the significant numbers of devices and equipment found to be inappropriate, unsafe, non-

functional, obsolete or abandoned12–15. Medical devices donated and procured for use are often 

designed in and for high income settings and may not be appropriate for low-resource 

settings13,14. Safety issues and other concerns are highlighted, including harm or risks to 

patients, inappropriate use by healthcare providers as well as the unavailability of expertise to 

repair and maintain equipment2,14. In addressing such concerns, governance and regulation has 

largely focused on identifying and addressing problems associated with device safety and its 

users2. But, systems issues such as accountability and reporting mechanisms, administrative 

strategies and organisational policies have been shown to influence safety and use concerns 

related to medical devices16,17.  

Reports show sub-Saharan Africa countries, continue to experience challenges with the 

development, availability and affordability of essential medical devices6,10,14. Inadequate and 

poorly understood regulatory and governance pathways for medical devices are highlighted as 

a key barrier to access, appropriate use and improved quality of care10,18,19. Where regulatory 

frameworks exist, these are often modelled after guidelines used by the US FDA, EU and other 

high-income settings20. Such guidelines from high income settings are seen to focus mainly on 

the approval of medical devices for market introduction, and it is unclear how these processes 

allow for oversight of medical devices beyond introduction into markets10. Also, the suitability 

of these regulatory processes for SSA contexts, for enabling the prioritisation of country-

specific issues have been questioned10.  
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A preliminary search in MEDLINE, PubMed and Scopus returned a few literature reviews of 

medical device regulation in select African countries20,21. The literature shows only a small 

number of countries in SSA have developed specific guidelines and processes for the regulation 

of medical devices10,20,21. National frameworks and systems for regulation of medical devices 

were discussed mainly by comparison with the World Health Organization (WHO) guidelines, 

although other international regulatory guidelines such as the US FDA, International Standards 

Organisation (ISO) and the EU “conformité européenne” (CE) process were recognised20,21. 

Overall, it is not well understood how medical device regulation and oversight does (or should) 

take place within sub-Saharan Africa; and there is limited evidence of the implementation of 

regulatory and oversight processes across national and sub-national levels of governance. 

Furthermore, it is unclear how medical devices introduced into the market are adopted by 

healthcare organisations such as hospitals and other health facilities, and what governance 

processes may be applicable. This study will explore the nature and extent of information 

available to understand how medical devices are regulated and overseen in sub-Saharan Africa, 

examining processes both at national and sub-national level and explore the evidence of the 

implementation of current approaches in practice. 

Protocol design 

The scoping review will be conducted in accordance with the guidance provided by the Joanna 

Briggs Institute Manual for Evidence Synthesis22. This builds on earlier guidance on scoping 

reviews provided by Arksey and O’Malley23, Levac and colleagues24 and Peters et al25, 

providing an updated scoping review methodology. In addition, guidance on the conduct and 

reporting of scoping reviews as outlined in the PRISMA-ScR guidelines will be followed26.  

Aim and Review Question(s) 

The overall aim of the systematic scoping review is to explore the literature on how medical 

devices are regulated and overseen at national and sub-national level in sub-Saharan Africa. 

The review questions include the following: 

1. How are medical devices categorised and defined in the literature for the purposes of 

regulation and oversight? 

2. What regulations/policies and guidance are in place and does this differ by 

type/classification of medical device? 

3. Who are the actors involved in the governance (including regulation and oversight) of 

medical devices? 

4. How are governance processes implemented in practice at the national and sub-national 

levels- including challenges and opportunities for improving regulatory and oversight 

guidelines and processes. 

Eligibility criteria  

This study aims to describe how medical device regulation and oversight occurs in SSA. This 

review will build upon previous non-systematic literature reviews outlining regulatory 

frameworks in select countries. It will also include a wide range of resources (published and 

grey literature) which describe or report how medical device regulation and oversight policies 
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and guidelines work and experiences implementing these processes across national and sub-

national levels in SSA countries. 

Population 

This review will include resources on regulatory and oversight guidelines and processes for 

medical devices used in all populations/types of participants. 

Concept 

The concept of this review is the governance- including regulation and oversight of medical 

devices. The review will include resources which either focus on or include information on 

regulation and other governance processes at the national and subnational level. 

Context 

The broad context of the papers included in this review is sub-Saharan Africa.  

Types of sources for inclusion: 

This will include scientific peer-reviewed studies, policies/frameworks and guidelines 

available, dissertations/thesis, any commentaries on policies, and empirical papers reporting 

experience implementing policies/guidelines. Literature on regulation of medical devices 

outside the sub-Saharan African context may be included where it provides information 

relevant to medical device regulation and oversight in SSA, such as the WHO and other global 

guidelines. 

Exclusion criteria: Literature detailing regulation and oversight of medicinal products, 

medicines or pharmaceuticals, vaccines and any health technology that is not a medical device 

will be excluded except where there is overlapping relevant information. Articles focused on 

evaluation or testing of specific medical devices for efficacy, safety, or quality in human or 

animal populations will be excluded. Literature only providing details of a specific country’s 
Act or legislation for medical regulation will be excluded. 

Search Strategy and information sources 

The information sources in this systematic scoping review will include databases such as 

PubMed, MEDLINE, Scopus, EMBASE, Web of Science, CINAHL, African Journals Online, 

African Digital Archive, Policy Commons, and the websites of key organisations involved in 

medical device regulation such as the World Health Organisation (WHO). 

First, an initial search will be conducted to explore terms and keywords for the searches. 

Second, the identified terms and keywords will be applied to searches across the chosen 

databases, and the results will be organised. Third, hand searching of all reference lists of 

included studies to identify additional material of relevance. Next, a search of a variety of grey 

literature sources such as relevant grey literature databases (eg, Grey Literature Report, 

OpenGrey, Web of Science Conference Proceedings) will be done to identify studies, reports 

of relevance to this review. Finally, a targeted search of websites of relevant organisations will 

be conducted to reveal additional material not found in the database search.  
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Key terms for the review include “medical devices”, “regulation”, “governance”, “oversight”, 
“sub-Saharan Africa” and their synonyms. Key words for the search in PubMed are shown 

below as an example. Terms will be searched as both keywords in the title and/or abstract and 

subject headings (eg, MeSH) as appropriate. No language or date limits will be applied. 

 

 

 

 

 

 

 

 

 

 

 

 

Study selection 

The Covidence online software platform will be used to facilitate the entire screening process. 

Mendeley Reference Management software will be used to collect and upload all identified 

citations. Duplicates will be removed. Titles and abstracts of the papers of current interest will 

then be assessed independently by 2 reviewers against the eligibility criteria outline above. 

Potential full text papers for inclusion will undergo the same procedure, being assessed in detail 

against the inclusion criteria. Reasons for exclusion of full text studies will be recorded and 

reported. Any disagreements between the 2 reviewers will be resolved by discussion to reach 

consensus or the involvement of an additional reviewer where necessary. 

Data collection/charting 

A data extraction tool will be developed to extract study characteristics and relevant details 

about the population, concept, context, and key findings. The data extraction tool may be 

modified and revised during the data charting process and eventual changes will be described 

in the final report. Study characteristics to be extracted will include, but not be limited to: 

publication year, publication type, country/region of focus, actors, available regulatory 

frameworks; medical device definition; device classification; pre-market controls; placing-on-

market controls; post-market controls; challenges with regulation and oversight and 

opportunities to improve regulation and oversight. These categories are based on previous 

literature21,27. The first reviewer will extract the data and a proportion of this will be 

independently checked by the second reviewer. 

Search terms and key words for PubMed: 

(((("Equipment and Supplies"[Mesh])) OR ("medical device*"[Title/Abstract])) AND (("Africa South of 

the Sahara"[Mesh]) OR (("Subsaharan Africa"[Text Word] or "Sub-Saharan Africa"[Text Word] or 

Angola or Benin or Botswana or "Burkina Faso"[Text Word] or Burundi or "Cabo Verdi"[Text Word] or 

Cameroon or "Cape Verde"[Text Word] or "Central African Republic"[Text Word] or Chad or Comoros 

or Congo or "Cote d'Ivoire"[Text Word] or Djibouti or "Equatorial Guinea"[Text Word] or Eritrea or 

Eswatini or Ethiopia or Gabon or Gambia or Ghana or Guinea or Guinea-Bissau or Kenya or Lesotho or 

Liberia or Madagascar or Malawi or Mali or Mauritania or Mauritius or Mozambique or Namibia or 

Niger or Nigeria or Reunion or Rwanda or "Sao Tome"[Text Word] or Principe or Senegal or Seychelles 

or "Sierra Leone"[Text Word] or Somalia or "South Africa"[Text Word] or Sudan or Swaziland or 

Tanzania or Togo or Uganda or "Western Sahara"[Text Word] or Zambia or Zimbabwe) OR ("east 

africa*"[Text Word] OR "central africa*"[Text Word] OR "southern africa*"[Text Word])))) AND 

((regulation[Title/Abstract] OR oversight[Title/Abstract] OR governance[Title/Abstract] OR "regulatory 

framework*"[Title/Abstract] OR "regulatory establishment"[Title/Abstract] OR "regulatory 

process*"[Title/Abstract] OR "regulatory authorit*"[Title/Abstract] OR "regulatory 

capacity"[Title/Abstract]) OR (("Device Approval"[Mesh]) OR "Government Regulation"[Mesh])) 
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Data summary and synthesis 

Data will be summarised to align with the aim and research questions of the systematic scoping 

review. This will include the use of tables and charts, along with a narrative summary. In an 

effort to understand the governance roles of various health system actors in the regulation and 

oversight of medical devices, this review will apply the multi-level governance framework28,29 

to guide the analysis of findings.  

Stakeholder consultation 

This scoping review may include consultation with relevant stakeholders and content experts 

following the initial search and study selection process to refine the search strategy and identify 

any key missing resources. Stakeholder may also be consulted to further explore the findings, 

which may provide insights beyond what is reported in the literature.  

Discussion 

The results from this scoping review will aim to understand the current state of medical device 

regulation and oversight in sub-Saharan Africa, explore challenges and opportunities for 

governance of medical devices and help to identify strengths and weakness of the approaches 

to medical device regulation in these settings. 

 

Conclusion 

Medical devices are widely used in sub-Saharan Africa to improve a variety of health 

conditions. However, their introduction and use has been associated with harms and risks to 

the public and health systems. Regulatory, oversight and other governance systems are needed 

to ensure safety, quality and effectiveness but these remain limited and not well understood. 

This scoping review aims to map the literature available, clarify key concepts and identify 

important roles and issues related to governance processes for medical devices. 
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