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THE REGISTRATION OF 
IMPORTED MEDICAL 
DEVICES 



The registration of imported medical devices is vital in ensuring the 
quality, safety, and efficacy of healthcare products available in 
Nigeria. Nigeria relies on imported medical devices to provide 
essential medical care to its population. Registering imported 
medical devices in Nigeria involves regulatory authorities, 
manufacturers, and importers to ensure compliance with local laws 
and regulations. With the continuous advancement in medical 
technology and the increasing demand for medical devices, it is 
essential to have a robust regulatory framework in place. This article 
examines the importance of registration, the regulatory framework, 
and its benefits to Nigeria's healthcare system.

The registration of imported medical devices is of paramount importance for several 
reasons. Firstly, it ensures that only safe and effective medical devices enter the 
Nigerian market. By evaluating and approving medical devices before they are 
distributed and used, regulatory bodies can safeguard public health and protect 
consumers from substandard or counterfeit products.

Secondly, registration facilitates the traceability and accountability of medical 
devices. Each registered device receives a unique identification number, enabling 
tracking of its distribution, usage, and any adverse events.

Thirdly, the registration process fosters transparency and trust in the healthcare 
system. It allows healthcare providers and patients to access detailed information 
about imported medical devices, including their intended use, specifications, and 
potential risks. 

Importance of Registration
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1. Quality Assurance: The registration process ensures that only medical devices meeting 
defined quality standards are allowed in the Nigerian market. This enhances the overall 
quality of healthcare services and protects patients from potentially harmful or ineffective 
devices.

2. Patient Safety: By evaluating the safety and efficacy of medical devices, the registration 
process helps protect patients from the risks associated with substandard or counterfeit 
products. It contributes to reducing adverse events and promoting safer medical practices.

3. Regulatory Compliance: Registration ensures manufacturers and importers comply with 
relevant regulations and guidelines. It helps to prevent the importation and distribution of 
unauthorized or unapproved medical devices, ensuring that only authorized and certified 
devices reach the market.

4. Market Control: The registration process allows regulatory authorities to maintain control 
over the medical device market. It enables effective monitoring, traceability, and post-market 
surveillance of devices, facilitating prompt action in case of safety concerns or product 
recalls.

5. Industry Development: A well-regulated registration process fosters confidence among 
investors, manufacturers, and importers. It encourages the growth of the medical device 
industry in Nigeria, attracting more companies to participate in the market and contribute to 
the country's economic development.

Benefits of Registration

The regulatory process for registering imported medical devices in Nigeria involves multiple 
steps by NAFDAC to ensure compliance with safety and quality standards. These includes:

1. Application Submission: The importer or manufacturer applies to NAFDAC, providing 
comprehensive information about the medical device, including its technical 
specifications, intended use, manufacturing processes, and labelling.

2. Document Review: NAFDAC reviews the submitted documents to assess the compliance 
of the medical device with relevant regulations, standards, and guidelines. This includes 
evaluating the safety, efficacy, and quality of the device.

3. Laboratory Testing: Depending on the risk classification of the device, NAFDAC may 
request laboratory testing to verify its safety and performance characteristics. Accredited 
laboratories conduct these tests to ensure accurate and reliable results.

4. Facility Inspection: For certain medical devices, NAFDAC may conduct inspections of the 
manufacturing facilities to assess compliance with Good Manufacturing Practices (GMP) 
and quality control processes.

Regulatory Process
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1. Compliance with Regulatory Requirements: The registration process begins with importers 
ensuring that their medical devices comply with the regulatory requirements set by NAFDAC. 
This includes adherence to standards, specifications, and guidelines for quality, safety, and 
performance established by international organizations such as the International 
Organization for Standardization (ISO), World Health Organization (WHO), and the 
International Electrotechnical Commission (IEC).

2. Pre-Market Approval: The manufacturer or authorized representative must submit a 
registration application to NAFDAC, providing detailed information about the device, including 
its intended use, technical specifications, manufacturing processes, and clinical data. 
NAFDAC reviews the application to ensure the device meets the necessary standards and 
grants approval for importation and distribution.

3. Classification and Risk Assessment: Medical devices are categorized into different classes 
based on their intended use, potential risk, and duration of contact with the human body. The 
classification determines the level of scrutiny and documentation required for registration. 
The risk assessment involves evaluating the potential hazards and risks associated with the 
device and its components to determine the appropriate regulatory pathway.

4. Technical Documentation: This documentation includes details such as device 
specifications, manufacturing processes, labelling, instructions for use, sterilization methods, 
and performance data. 

5. Quality Management System: Importers must establish and maintain a robust quality 
management system (QMS) to ensure the consistent quality of their medical devices. 
Compliance with QMS standards demonstrates the importer's commitment to quality and 
regulatory compliance.

6. Clinical Evaluation and Performance Testing: Importers must provide clinical data to 
support their devices' safety and performance claims. Additionally, performance testing 
should be conducted to assess the device's functionality, reliability, and durability. These 
evaluations and tests help verify the device's suitability for its intended use and ensure it 
meets the required standards.

The Principles and Guidelines Governing the Registration Process 
for Imported Medical Devices in Nigeria

Furthermore, registration promotes fair competition among manufacturers and importers. It 
creates a level playing field, encouraging companies to invest in research and development, 
improve manufacturing processes, and provide high-quality medical devices to the Nigerian 
market.

5. Approval and Registration: If the medical device meets all regulatory requirements, 
NAFDAC approves and registers the device. A unique identification number is assigned, and 
the device is listed in the NAFDAC database as authorized for importation, distribution, and 
use in Nigeria.
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7. Post-Market Surveillance: Post-market surveillance involves collecting and analyzing data 
on device safety, performance, and adverse events. Importers should collaborate with the 
already existing health system `to report any adverse events or product defects to NAFDAC 
promptly.

8. Labeling and Packaging Requirements: Labels should contain essential information, such 
as the device's name, intended use, manufacturer details, batch number, and expiration date. 
The labelling should be clear, legible, and indelible.

9. Local Authorized Representative: Foreign manufacturers intending to import medical 
devices to Nigeria must appoint a local authorized representative. This representative serves 
as a liaison between the manufacturer and NAFDAC. They are responsible for submitting the 
registration application, maintaining regulatory compliance, and handling post-market 
surveillance activities on behalf of the manufacturer.

The Regulatory Agencies

NAFDAC is Nigeria's primary regulatory agency responsible for 
registering and controlling imported medical devices. It 
ensures that imported medical devices meet safety, efficacy, 
and quality standards before they are distributed and used 
within the country. NAFDAC thoroughly evaluates and tests 
medical devices to ensure compliance with established 
regulations.

1. National Agency for Food and Drug Administration 
and Control (NAFDAC)

SON sets and enforces standards for various products, 
including medical devices, to ensure their quality and safety. 
Medical devices imported into Nigeria must comply with SON's 
standards and undergo conformity assessment to verify 
compliance. SON also conducts inspections and audits to 
ensure that the quality and performance of imported medical 
devices are maintained throughout their lifecycle.

2. Standards Organization of Nigeria (SON):

FMOH collaborates with NAFDAC and other regulatory 
agencies to develop policies, regulations, and guidelines that 
govern the importation and use of medical devices. FMOH 
provides strategic oversight and coordinates the activities of 
various regulatory agencies to ensure a harmonized and 
efficient registration process. It also promotes capacity 
building and training programs to enhance the regulatory 
expertise and knowledge of stakeholders involved in medical 
device registration.

3. Federal Ministry of Health (FMOH):
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Conclusion

The registration of imported medical devices in Nigeria is guided by various regulatory 
agencies, each with specific roles and responsibilities. They collectively ensure that only safe, 
productive, and high-quality medical devices enter the Nigerian market. Their collaborative 
efforts safeguard public health and promote the availability and accessibility of reliable 
medical devices within the country. By adhering to robust registration procedures and 
enforcing stringent regulations, Nigeria can enhance the overall quality of healthcare and 
protect its citizens from substandard or counterfeit medical devices.

For more information on this article, please contact: Dayo Adu (dayo.adu@famsvillesolicitors. 
com) and Pamilerin Akabunwa (pamilerin.akabunwa@famsvillesolicitors.com).

4. National Health Insurance Scheme (NHIS):

NHIS is an agency responsible for regulating health insurance in Nigeria. While not directly 
involved in the registration process of imported medical devices, NHIS significantly ensures 
that only approved health insurance schemes cover registered medical devices. NHIS 
collaborates with NAFDAC and other regulatory agencies to establish a list of approved 
medical devices eligible for reimbursement under health insurance policies. This 
collaboration ensures that imported medical devices are safe and effective, and accessible 
to the population through health insurance coverage.
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