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NATIONAL AGENCY FOR FOOD & DRUG ADMINISTRATION AND CONTROL 

(NAFDAC) 

REGULATORY DIRECTIVE ON REGULATORY RELIANCE 

1.0. PURPOSE: 

1.1 The purpose of this pathway is to accelerate the evaluation of relevant applications with 

the view of ensuring timely access to NAFDAC-regulated products 

1.2 This will be achieved by relying on and recognizing the work done in dossier assessment, 

GMP, GDP, and GCP inspection, QMS audits, safety assessment, post-market 

surveillance, and market surveillance outcomes, as well as Lot release and the result of 

Laboratory testing. 

2.0. SCOPE 

2.1 The scope of this reliance policy will cover the assessment, inspection/audit, evaluation 

and/or analytical reports or expert opinions from: 

2.1.1 World Health Organization (WHO) Listed Authorities (WLAs), VICH members, or 

ICH Observers. 

2.1.2 National Regulatory Authorities (NRAs) operating at maturity level 3 (ML3) and 

maturity level 4 (ML4). 

2.1.3 United States Environmental Protection Agency (USA-EPA). 

2.1.4 International bodies: World Health Organization (WHO), World Organization for 

Animal Health (OIE). 

2.1.5 Regional bodies: West Africa Health Organization (WAHO), ECOWAS Medicines 

Regulatory Harmonization (MRH) 

2.1.6 WHO Pre-Qualified or ISO/IEC 17025 Accredited Laboratories 

2.1.7 African Medicines Regulatory Harmonization (AMRH) 

2.1.8 WHO Collaborative Registration Procedure for Medicines, IVDs, Vaccines, and 

vector control products. 

2.1.9 Full members of the WHO National Control Laboratory Network for Biologicals. 

2.2 The policy shall apply to marketing authorization, Pharmacovigilance, clinical 

trials/clinical investigations, post-market surveillance, market surveillance, Lot release 

of vaccines and other biologicals, laboratory testing, and regulatory inspections. 

 

3.0. DIRECTIVE DETAILS: 

3.1 General 

3.1.1 This document seeks to define how the Agency will adopt regulatory reliance 

mechanisms in making its regulatory decisions as relates to the granting of Marketing 

Authorization, Clinical Trial/Clinical Investigation Approval, approval of Field Trial 
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of Bio-pesticide, Bio-fertilizer and new pesticide molecules, the conduct of Good 

Manufacturing Practice (GMP) inspections/Quality Management System (QMS) 

Audits, Pharmacovigilance, Post-Market Surveillance, Market Surveillance, Lot 

release of Vaccines and other Biologicals and Laboratory testing. 

3.1.2 These mechanisms are designed to facilitate regulatory reviews and evaluations in a 

timely manner, without compromising the quality, safety, efficacy, and performance of 

medical products, as well as the design of clinical trials and clinical investigations for 

medical products. 

3.1.3 These reliance pathways are applicable where the quality, safety and efficacy of 

medicinal, Biologic/New molecule products, or the quality, safety and performance of 

medical devices including in vitro diagnostics (IVDs) have been confirmed or where 

any of the phases of a clinical trial has been initiated or approved in a jurisdiction with 

a well-resourced regulatory Agency or where the National Regulatory Authority (NRA) 

is a WHO Listed Authority or where experts within a competent body such as the WHO 

have evaluated the product. 

3.1.4 This reliance pathway is not mutual but rather NAFDAC’s strategy on making 

regulatory decisions by relying on the regulatory agencies and international 

organizations listed in section 3.1. 

3.1.5 The Agency, however, maintains its right to make national decisions without 

compromising the quality, safety, and efficacy of medicinal and Biologic/New 

molecule products or the quality, safety, and performance of medical devices, including 

in vitro diagnostics (IVDs). 

3.2 Procedure 

3.2.1 The Applicant (an entity seeking approval for their submissions) should inform the 

applicable organization, as listed in 3.1 above, of their intended submission to ensure 

provision of access to relevant information by the Agency. 

3.2.2 The Agency shall ‘verify’ that the product intended to be registered, imported, and 

distributed in Nigeria or the clinical trial/ clinical investigationto be conducted in 

Nigeria has been duly registered or authorized by the relevant well-resourced 

organization. 

 

3.3 Basis for Reliance 

3.3.1 The product has been evaluated and listed as a WHO-prequalified product by the WHO 

Prequalification Program. 

3.3.2 The Product has been evaluated and listed as a product of the WHO collaborative 

registration for WHO Listed Authority (WLA)-Authorized Products. 

3.3.3 The product has been authorized by a WHO Maturity Level 3 National Regulatory 

Authority (NRA). 

3.3.4 The product has been evaluated and listed as an output of the African Medicines 

Regulatory Harmonization or the West African Medicines Regulatory Harmonization 

Initiative of the Economic Community of West African States (ECOWAS). 

3.3.5 The Product has been registered and/or granted marketing authorization in either an 

ICH founding or standing regulatory member state or region, or an IMDRF 

Management Committee member country, or a VICH member country, as may be 

applicable. 
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3.3.6 The clinical trial/investigation or the investigational product has been authorized or 

granted marketing authorization in either an ICH founding or standing regulatory 

member state or region; or an IMDRF Management Committee member country, or a 

VICH member country, as may be applicable. 

3.3.7 The clinical trial/investigation or the investigational product has been evaluated and 

judged satisfactory at any other bilateral or multilateral joint review meeting endorsed 

by NAFDAC for the purpose of such review and pronouncement. 

3.3.8 The clinical trial/investigation or the investigational product has been authorised or 

adjudged satisfactory at a joint meeting facilitated by the World Health Organisation 

under the African Vaccine Regulatory Forum (AVAREF) platform. 

3.3.9 The relevant documents and products presented to NAFDAC should be identical to 

those submitted, evaluated, and approved by the well-resourced or reference NRA or 

relevant international organization. 

3.3.10  The analytical reports should be from laboratories that are WHO Pre-qualified or 

ISO/IEC 17025:2015 accredited. 

3.3.11 The Lot release certificate should be from a National Control laboratory (NCL) that is 

a full member of the WHO National Control Laboratory Network for Biologicals. 

3.3.12 Safety information or report should be from WLAs, the WHO, Maturity Level 3 NRAs, 

an IMDRF Management Committee member country, or ICH/VICH founding or 

standing regulatory member state or region. 

 

Approved By: 

Director-General (NAFDAC) 

Prof. (Mrs.) Mojisola Christianah Adeyeye 
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