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NATIONAL AGENCY FOR FOOD AND DRUG 

ADMINISTRATION AND CONTROL ACT 1993  

(AS AMENDED) 

 GOOD PHARMACOVIGILANCE PRACTICE REGULATIONS 2009  

 

Commencement  
In exercise of the powers conferred on the Governing Council of the National Agency for 

Food and Drug Administration and Control (NAFDAC) by sections 5 and 29 of  NAFDAC 

Act 1993 (as amended) and all the powers enabling it in that behalf, the Governing Council 

of NAFDAC with approval of the Honourable Minister of Health makes the following 

Regulations: 

  

 

1.  These regulations shall apply to authorised medicinal products for human and 

veterinary use and any pharmacovigilance activity connected therewith. These 

regulations shall apply to but are not limited to pharmaceuticals, nutriceuticals, 

traditional,  complementary and or alternative medicines, vaccines, biologicals and 

medical devices.   

  

2. No person shall manufacture or distribute any medicinal product except as 

prescribed in these  and other regulations. Failure to comply with the provisions of 

these regulations shall be subject to regulatory action.  

 

3.  a.    It shall be the responsibility of the marketing authorization holder and other person  

authourized to distribute medicinal products  to have permanently and continuously 

at his disposal an appropriately qualified person responsible for pharmacovigilance. 

Such qualified person shall reside in the country and shall be responsible for the 

following: 

 

i. The establishment and maintenance of a pharmacovigilance system to 

ensure that any information about suspected adverse reactions which have 

been reported to the personnel of the company and to medical 

representatives, is collected, collated, evaluated and forwarded to the 

Agency; 

ii. Preparing reports as prescribed in section 7. 

iii. Reply accurately, fully and promptly to any request made by the Agency for 

the provision of additional information necessary for the evaluation of the 

risks and benefits afforded by a medicinal product, including the provision 

of information about the volume of sales of the medicinal product 

concerned; 
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iv. Providing the Agency with any other information relevant to the evaluation 

of the risks and benefits of a medicinal product particularly information 

concerning post authorization safety studies including information regarding 

the validity of the withdrawal period or lack of expected efficacy. 

v. The marketing authorization holder shall not communicate information 

relating to pharmacovigilance concerns to the general public in relation to its 

authorized medicinal products without prior approval by the Agency. The 

marketing authorization holder shall ensure that such information is 

presented objectively and is not misleading.  

vi. Marketing authorization holders shall use internationally agreed terminology 

for reporting adverse reactions.  

 

 

 

4. The marketing authorization holder and other person authorized to distribute medicinal 

products shall maintain detailed records of all suspected adverse reactions occurring 

within and outside Nigeria. These reactions shall be communicated as prescribed by the 

Agency. 

 

 

5. a.  The marketing authorization holder and other person authorized to distribute   

medicinal products shall keep records of all suspected serious adverse reactions which 

have occurred in Nigeria and brought to his attention and report same to the Agency not 

later than fifteen (15) days following the receipt of information. 

  

b. In accordance with the required pharmacovigilance plan prescribed by the Agency, 

the marketing authorization holder shall record and report, not later than fifteen (15) 

days, all other suspected serious adverse reactions occurring in Nigeria which he is 

reasonably expected to have knowledge of. 

   
 

6. The marketing authorization holder shall report to the Agency any action relating to 

their product safety that has been taken by a regulatory authority outside Nigeria, 

including the basis for such action, not later than three (3) working days of first 

knowledge. 

  

 

 

7. a. Periodic safety update reports shall be submitted to the Agency. 

b. Periodic safety update reports for new drug molecules in Nigeria shall be submitted 

within the first ten (10) years of marketing authorization, at least every six (6) 

months for the first two (2) years, annually for the three (3) following years, and 

every five (5) years, at the time of renewal of license. 

c. Where a new medicinal product is already being marketed elsewhere, existing 

periodic safety update reports shall be submitted to the Agency not later than thirty 
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(30) days after submission of documents requesting for marketing authorization in 

Nigeria.  

d. Where a medicinal product is listed, the marketing authorization holder shall submit 

a periodic safety update report every six (6) months for the two (2) year listing period 

(provisional registration).  

 

 

8. a   The Agency shall establish a National Pharmacovigilance Centre which shall 

receive, collect, collate, document, follow-up, scientifically analyze and evaluate adverse 

reaction reports to generate useful information for patient safety.  

b. Marketing authorization holders and health care professionals shall immediately 

report any adverse reaction associated with medicinal products as prescribed by the 

Agency. 

c. The information collected within the system shall be maintained in a database and 

communicated to institutions, professionals and the public by the Agency as 

applicable. 

 9  a.  A person who contravenes a provision of these regulations is guilty of an                 

offence and liable on conviction:-                   

i. In the case of an individual, to imprisonment for a term not exceeding two 

years or to a fine not exceeding N50,000 or to both imprisonment and fine. 

ii. In the case of body corporate, to a fine not exceeding N100,000. 

 

     b.  Where an offence under these Regulations is committed by a body corporate or firm 

or other association of individuals:- 

 

i. every director, manager, secretary or other similar officer of the body 

corporate; or      

ii. every partner or officer of the firm; or 

iii. every trustee of the body concerned; or 

iv. every person concerned in the management of the affairs of the 

association; or 

v. every person who was purporting to act in a capacity referred to in 

paragraphs (i) to (iv), is severally guilty of that offence and liable to be 

proceeded against and punished for that offence in the same manner as if 

he had himself committed the offence unless he proves that the act or 

omission constituting the offence took place without his knowledge, 

consent or connivance.  
 

10.  For the purpose of these Regulations, unless the context otherwise requires, the         

following terms shall have the meanings specified: 

Pharmacovigil

ance   

System 

         

 Penalty  

 Interpretation 
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Agency  National Agency for Food and Drug Administration and Control 

Adverse reaction  

 

A response to a medicinal product which is noxious and unintended, 

and which occurs at doses normally used in man for the prophylaxis, 

diagnosis or therapy of disease, or for the modification of 

physiological conditions 

Health care 

professionals  

Doctors, pharmacists, nurses, Medical laboratory scientists. They 

shall also include but not limited to traditional Medicine 

practitioners, community health workers and Patent and proprietary 

medicine vendor license holders . 

Marketing 

Authorization 

Holder  

 A person or company authorized by the Agency to manufacture, 

import, receive as donation, distribute or sell a medicinal product in 

the country. 

Medicinal products Pharmaceuticals, nutriceuticals, traditional, complementary and 

alternative medicines, vaccines, biologicals and medical devices.   

Periodic Safety 

Update Report  

 

An update of the world-wide safety experience of a medicinal 

product at defined times during post-registration period.  

Person  An individual, partnership, corporation, association, government 

agency, or organizational unit thereof, and any other legal entity.  

 

A person as referred to in section 9 means a marketing authorization 

holder.  

Regulatory action Includes but not limited to product hold, recall, forfeiture, or 

destruction, sealing of manufacturing line or facility, withdrawal of 

product license/registration certificate and prosecution 

Serious adverse 

reaction 

 

An adverse reaction which results in death, is life threatening, 

requires in-patient hospitalization, or prolongation of existing 

hospitalization, or results in permanent or significant disability or 

incapacity, or in a congenital anomaly/birth defect.    

Unexpected 

Adverse  Reaction 

An adverse reaction, the nature, severity or outcome of which is 

inconsistent with the summary of product characteristics of the 

medicinal product(s). 

 

 

11.  These Regulations may be cited as Good Pharmacovigilance Regulations 2009.      

 

MADE AT ABUJA THIS……….DAY OF…………………………..2009 

 

       

Chairman  

Governing Council                 Director-General, 

National Agency for Food and  National Agency for Food 

Drug Administration and Control  and Drug Administration and 

(NAFDAC).       Control  (NAFDAC) 
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