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1.0. INTRODUCTION 

To ensure that Local Representatives and Manufacturers comply with pharmacovigilance 

regulatory obligations and to facilitate compliance, the Food and Drugs Authority shall conduct 

Pharmacovigilance inspections of the companies whose products have been granted marketing 

authorization. Inspections will be routine as well as unannounced to the Local representatives 

suspected of being non-compliant. The results will be used to help the Local representatives and 

Manufacturers improve compliance and may also be used as a basis for regulatory action. The 

scheduling and conduct of these inspections will be driven by routine programmes and by risk 

analysis criteria. 

 

2.0. GLOSSARY 

In these guidelines, unless the context otherwise states: -  

 

“Authority” means the Food and Drugs Authority 

 

“Risk Management Plan” A systematic approach and set of pharmacovigilance activities and 

interventions designed to identify, characterize, prevent or minimize risks relating to medicinal 

products, and the assessment of effectiveness of those interventions and how these risk will be 

communicated to the Authority and the general population. 

 

“Local Representative” 

The company or legal entity who represents the MAH in Ghana and perform functions delegated 

by the MAH. 

 

“Local Distributor or Local Agent” 

A company or legal entity appointed by the manufacturer or the Marketing Authorization Holder 

to import, receive as donation, distribute or sell a medicinal product in Ghana. 
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“Marketing Authorization Holder” 

Marketing Authorization Holder: The company or legal entity in whose name the marketing 

authorization for a product has been granted and is responsible for all aspects of the product and 

compliance with the conditions of marketing authorization. 

  

“Pharmacovigilance System Master File” 

A document which describes the pharmacovigilance system for one or more medicinal products 

of the marketing authorization holder. 

 

“Qualified Person for Pharmacovigilance (QPPV)” An individual named by a Marketing 

Authorization Holder (MAH) as the main person responsible for ensuring that the company (the 

MAH) meets its legal obligations under the Public Health Act, 2012, Act 851, Section 125 for 

monitoring of the safety of the product marketed in Ghana. 

 

3.0. REQUIREMENTS 

3.1. General Requirements 

3.1.1.  Pharmacovigilance Inspections  

To ensure that Local representatives and Marketing Authorization Holders (MAH)comply with 

pharmacovigilance regulatory requirements and to facilitate compliance, the Authority shall 

conduct Pharmacovigilance inspections.  

 

Inspections will be routine as well as targeted to Local representatives and Marketing 

Authorization Holders suspected of being non-compliant. The results will be used to help Local 

representatives and Manufacturers improve compliance and may also be used as a basis for 

enforcement of regulatory action.  

 

The scheduling and conduct of these inspections will be driven by routine programs and by risk 

analysis criteria.  

 

The inspection will be conducted where pharmacovigilance activities of the Local representative 

or Marketing Authorization Holders are located.  
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3.1.2  Objectives of Pharmacovigilance Inspections 

• Improve pharmacovigilance system established by Local Representatives and 

MAHs 

• Ensure compliance with the pharmacovigilance obligations by the Local 

representative  and MAH in order to protect public health and safety  

• Enforce regulatory requirements 

 

3.1.2. Types of Pharmacovigilance Inspections 

3.1.2.1. Routine Inspections 

These are scheduled inspections that Local representatives or MAHs shall undergo at periods as 

determined by the Authority. The frequency of routine inspection will be determined on the basis 

of risk analysis criteria. 

 

Local representatives or MAHs shall be given advanced notices of these inspections. These 

inspections shall be aimed at identifying whether the Local representatives or MAHs have the 

personnel, systems and facilities in place to meet their regulatory obligations for registered 

products under the Public Health Act 2012. 

 

These inspections may be requested with one or more specific products selected as examples for 

which specific information can be traced and verified through the various processes, in order to 

provide practical evidence of the functioning of the pharmacovigilance system of the Local 

representatives or MAHs and their compliance with their regulatory obligations.  

 

3.1.2.2. Unannounced Inspections 

These are ad hoc inspections that are triggered as a result of, for example, safety issues, 

suspected violations of legislation relating to the monitoring of the safety of products. Under 

these circumstances the Local representatives or MAH will not be notified of these inspections in 

advance.  
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3.2. Specific Requirements 

3.2.1. The Inspection Schedule 

The Authority will carry out pharmacovigilance inspection for Local Representatives and MAHs 

based on risk analysis. 

This will help to focus resources to improve the protection of public health where there is a 

potentially higher risk. 

 

Factors which may affect inspection scheduling may include but not limited to the following: 

3.2.1.1. number of products issued marketing authorization by the Authority; 

3.2.1.2. product portfolio; 

3.2.1.3. failure to provide details of the Qualified Person for Pharmacovigilance to the 

Authority; 

3.2.1.4. number of products with known safety risks; 

3.2.1.5. non-compliance with the Authority’s reporting requirements  

3.2.2. Phases of the Inspection Process 

There are three main phases of each pharmacovigilance inspection: 

Planning: A preliminary notification to the Local representative or the MAH about the 

scheduled inspection and pertinent documents to facilitate the inspection may be requested by 

the Authority at least 14 days to the scheduled inspection date. The date for the inspection is 

agreed together with the Local representative or the MAH. 

 

The Authority may request for the following documents prior to the inspection. This may include 

but not limited to;  

3.2.2.1. Pharmacovigilance System Master File (PSMF) to reflect Ghanaian 

Pharmacovigilance system including but not limited to human resource for 

pharmacovigilance, organizational chart for pharmacovigilance, job description of 

the QPPV and other staff involved in pharmacovigilance, information relating to 

the QPPV, SOPs and other work instructions. For details refer to Module II – 

Pharmacovigilance system master file (Rev 1). 

3.2.2.2. Contract between the Local representative or the MAH and the QPPV  
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3.2.2.3. Pharmacovigilance agreement between the MAH/Local Representative and the 

Local Distributor(s) 

3.2.2.4. Standard training material and presentations; 

3.2.2.5. Minutes of meetings specific to pharmacovigilance 

3.2.2.6. Individual adverse reaction cases files and CIOMS reports; 

3.2.2.7. Recent PSURs / PBRERs for marketed products; 

3.2.2.8. Contracts and agreements with third parties and list of distributors; 

3.2.2.9. Ghana specific RMPs for selected products when applicable; 

3.2.2.10. line listings of adverse reaction reports; 

 

Conduct of Inspection: The inspection may be conducted at the Local representative or the 

MAH’s location, and if a third party is involved in any pharmacovigilance activity, their site may 

also be inspected by the Authority. The inspection will normally commence with an opening 

meeting and end with a closing meeting. The Local representative or the MAH has the right to 

choose which members of staff participates in these meetings but shall include the QPPV. 

 

Reporting and Follow-Up: Deficiencies found during the Authority’s pharmacovigilance 

inspections are graded as follows. 

Critical: A deficiency in pharmacovigilance systems, practices or processes that adversely 

affects the rights, safety or well-being of patients or that poses a potential risk to public health or 

that represents a serious violation of Public Health Act, 2012 and applicable Food and Drugs 

Authority guidelines. 

Major: A deficiency in pharmacovigilance systems, practices or processes that could potentially 

adversely affect the rights, safety or well-being of patients or that could potentially pose a risk to 

public health or that represents a violation of Public Health Act, 2012 and applicable Food and 

Drugs Authority guidelines  

Minor: A deficiency in pharmacovigilance systems, practices or processes that would not be 

expected to adversely affect the rights, safety or well-being of patients.  

 

In general, preliminary findings will be communicated at the closing meeting. An inspection 

report is then prepared and reviewed internally to ensure consistency of classification of 
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deficiencies prior to issue of the final report. The report is sent to the Local representative or 

MAH, usually within 30 working days of the site visit or the date of the provision of the last 

document requested. It should be noted that the factual matter contained in the inspection report 

relates only to those things that the inspection team sees and hears during the inspection process.  

 

3.2.3 Responding to Findings 

Following the issue of the inspection report, the Local representative or MAH is requested to 

respond to any deficiencies identified and to provide the Authority with an appropriate corrective 

action and preventative action plan (CAPA) within 21 working days or a deadline to be 

determined by the Authority  based on the magnitude of non-compliance identified.   

 

The Local representative or MAH may be required to provide reports and where necessary 

evidence of the progress and completion of the action plan. There may be re-inspection at an 

appropriate time to verify the progress and success of these remedial actions.  

 

Note that, in some circumstances, the Local representative or MAH may be required to take 

immediate action to address a critical or major finding, for the protection of public health and 

safety.  

 

3.2.4 Record Management and Archiving 

All pharmacovigilance data should be maintained in a secure area (dedicated for that purpose) 

and the data should be stored to ensure: 

• Limited access to data 

• Protection of confidentiality of patients 

• Protection of information  

• Easy retrieval 

Documents must be stored in secured cabinets that will protect them from hazards (rodents, 

flood, fire) 

 

Pharmacovigilance data should be stored throughout the life cycle of the product. 
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4.0. SANCTIONS  

The following regulatory sanctions shall be applied in the case of non-compliance; 

4.1 Local representative or Manufacturer may be informed of non-compliance and 

advised on how this can be remedied.  

4.2 Non-compliant Local representative or Manufacturer may be inspected to determine 

the extent of non-compliance and then re-inspected to ensure compliance is achieved.  

4.3 Warning; The Authority may issue a formal warning reminding Local representative 

or Manufacturer of their pharmacovigilance regulatory obligations.  

4.4 Black listing non-compliant Local representative or Manufacturer  

4.5 Product recalls e.g. where important safety warnings have been omitted from product 

information; 

4.6 Deferral of application for registration of product(s) until corrective and preventive 

actions have been implemented;  

4.7 The Authority may consider making public a list of Local representative or 

Manufacturer found to be seriously or persistently non-compliant.  

4.8 Urgent Safety Restriction  

4.9 Variation of the Marketing Authorization  

4.10 Suspension of the Marketing Authorization  

4.11 Revocation of the Marketing Authorization  

 

5.0 PENALTIES 

Non-adherence to the requirements of these guidelines by Local Representatives Marketing 

Authorization Holders and Marketing Authorization Holders will result in Authority imposing 

sanctions as prescribed by the Public Health Act, 2012, Act 851, Section 142 and Section 148, 

Subsections 4 and 5. 

 


