
RCORE – CLINICAL TRIAL OVERSIGHT, FDA GHANA 
BACKGROUND 

 History, Institutional Set-up, Governance & Management Systems 

The Food and Drugs Authority (FDA) formerly the Food and Drugs Board (FDB) was 
established in August 1997. It is the National Regulatory Authority mandated to regulate 
food, drugs (including biologicals, blood and blood products), food supplements, herbal 
and homeopathic medicines, veterinary medicines, cosmetics, medical devices, 
household chemical substances, tobacco and tobacco products, and clinical trials in 
Ghana. 
 
The FDA was formally mandated by the Food and Drugs Law of 1992, PNDCL 305B 
and its amendment, Act 523. In 2012, the Public Health Act 2012, Act 851 was passed 
which resulted in the review of the mandate of the FDA. The review among others 
extended the mandate of the FDA in the following regulatory activities: parts 6 (Tobacco 
Control Measures), part 7 (Food and Drugs), and part 8 (Clinical Trials).  

The FDA is an Agency of the Ministry of Health. It is governed by an eleven member 
Governing Board inclusive of the Chief Executive Officer, who is responsible for the day-
to-day administration of the organization. The Chief Executive takes executive 
responsibility for operational management, service delivery and strategic issues of the 
FDA Ghana (Find below the current organogram of the FDA). 

 

There are currently 5 divisions within the organization which includes Safety Monitoring and 

Clinical Trials Division (SMCT). The SMCT Division has two Departments - Safety 

Monitoring Department and Clinical Trials Department, and one specialized unit - Biological 

Products Unit.  

The Clinical Trials Department aims to implement the appropriate and modern regulatory 

measures to achieve the highest standard for design, conduct, recording and reporting of 



clinical trials in Ghana, such that data and results from these trials are credible and accurate 

to support the safety and efficacy for all drugs, cosmetics, household chemical substances 

and medical devices that are locally manufactured, imported, exported, distributed, sold, or 

used. 

To help achieve the above, an 11-member Technical Advisory Committee on Clinical Trials 

(TAC-CT) was established in 2005 to provide the FDA Ghana with on-going and timely 

medical and scientific advice on current and emerging issues related to clinical trials.  

 
Infrastructure 

The FDA has a well – designed office complex at 17 South Legon Commercial Area, 

Shiashie, Accra, Ghana with the following facilities:    

 Secure storage for trial related documents and samples 

 Adequate workspace with IT logistics  

 Internationally accredited and well-equipped laboratory for physicochemical and 

microbiological analysis of medicines  

 Full monograph analysis of all samples (100%) 

 Well-equipped 100-seater training room that can be demarcated into 4 syndicate rooms 

 Resourced Project Research Management and Info Systems Department  

 Pre and Post Reg. Safety Database (SAFETYWatch) 

 Post-market regulatory support from regional offices, border posts and port of entry 

offices 

 Well-built website provides up to date information on Authority’s Operational Forms and 

Guidelines 

 

Activities of the FDA are primarily funded by the Government of Ghana. Its infrastructure, 

staff, administrative, financial, management and legal systems are publicly verifiable. 

 
The development and use of standards have been integral to the execution of the mission 

of FDA since its establishment, hence, a robust legislative framework which includes 

Guidelines, Standard Operating Systems and Timelines. These Guidelines can be found on 

the official website of the FDA. 

  

FDA Office Complex Laboratory 



PROGRAMS AND SERVICES 

The FDA currently runs a Clinical Trial training course designed to provide an introduction to 
Good Clinical Practice (GCP), local and international Guidelines, regulations and other 
Research Governance Framework requirements covering clinical trials and other clinical 
studies conducted in Ghana. The course is designed to be practically oriented, with the key 
objective that participants will know what to do and will practice excellent GCP when they 
return to their workplace so that the rights, safety and well-being of patients and the quality 
of the research data will be ensured as well as to provide practical training that would result 
in an enhanced understanding of regulatory requirements for the conduct of Clinical Trials in 
Ghana. The current modules treated in this course include the following: 
 

MODULE 1 (A-F) – CLINICAL TRIAL AUTHORIZATION 

1a. Overview - Introduction to Drug Development 

The module introduces the research and development that evaluates safety and efficacy of 

especially new drugs prior to approval for human use. The role of industry sponsors, 

regulators, investigators and study subjects in the conduct of clinical trials is described in 

the module.  

 

1b. Overview - A Historical Perspective on Drug Development Regulations 

Some of the historical events that have shaped current regulations and guidance for 

protecting human subjects in clinical research are described in this module. It describes the 

significance of the Nuremberg Code, the Declaration of Helsinki, the Belmont Report and 

introduces ICH and CIOMS guidelines. 

 

1c. Overview – Defining Regulations (ICH, GCP) 

The purpose of the ICH and GCP guidelines and the basic requirements for compliance are 

described in this module. It provides an understanding of the ICH and GCP guidelines and 

their impact on the Pharmaceutical Industry. Specific local requirements for the conduct of 

clinical trials are also emphasized. 

 

1d. Overview – Clinical Trial Protocol Development 

The module describes how a study Protocol is developed to ensure that 

procedures/measures outlined in the research study are carried out in a consistent and 

reproducible manner. 

 

1e. Overview - Institutional Review Board/Independent Ethics Committee 

The module describes the role of Institutional Review Boards and other Ethical Review 

Committees in safeguarding the rights, safety and well-being of study subjects by assuring 

the balance of risks and benefits of the research including the special attention that should 

be paid to trials that may include vulnerable subjects. The module also pays attention to 

how ethical studies can be conducted in resource-limited studies. FDA’S requirements for 

IRB/IEC approvals required when submitting Clinical Trial Applications are discussed. 

 



1f. Overview - Identifying Roles and Responsibilities in Clinical Research 

This module describes the crucial roles of the different stakeholders in Clinical Research 

and how they interact with each other. 

 

1g. Overview - Evaluating Clinical Trial Applications 

Finally for this module, it describes how Clinical Trial documents are processed and 

evaluated prior to authorization, during conduct and after trial. 

 

 

MODULE 2 (A-E) – GCP INSPECTIONS 

2a. Overview - GCP Inspections 

The module introduces the concept and basis for GCP inspections. The process required 

before, during and after the inspection is discussed. An overview of sanctions and penalties 

that may be imposed after an inspection is also outlined.  

 

2b. Overview - Essential Documents for Clinical Research 

This module describes those documents which individually and collectively permit 

evaluation of the conduct of a trial and the quality of the data produced. The documents 

serve to demonstrate compliance of the investigator, sponsor, and monitor with the 

standards of Good Clinical Practice and with all applicable regulatory requirements. 

 

2c. Overview – Quality Assurance in Clinical Trials 

The module is therefore designed to provide participants with some basic information on 

how to ensure that study procedures are conducted in a standardized manner and all data 

that is collected or generated from the study can be guaranteed to be accurate and valid: 

2d. Overview - Trial Management 

This module covers the trial management topics including informed consent, subject 

recruitment and enrollment, monitoring visits and source document verification. 

 

2e. Overview – End of Study Process 

Study closeout activities are performed to confirm that the site investigator’s study 

obligations have been met and post study obligations are understood. Closeout activities 

verify that study procedures have been completed, data collected, and if relevant, study 

intervention is returned to the responsible party or prepared for destruction.  The module 

specifically addresses the following: 

 

Module 3 (a-c) - Adverse Events and Safety Monitoring (Pharmacovigilance) 

3a. Overview - Adverse Events 

This module discusses the Definitions, Reporting requirements, Responsibilities of the 

Investigator and the Sponsor and the role of the Data Safety Monitoring Board as pertains 

to Adverse Events and Serious Adverse Events.  

 



3b. Overview – Reporting From Clinical Trial Sites 

Also, tailored to suit local requirements and discusses a number of reports that the FDA 

requires to facilitate its monitoring activities for on-going clinical trials. Regulatory 

requirements, rationale, formats and timelines for submitting the underlisted reports 

 

3c. Overview – Post Market Approval & Phase IV Safety Monitoring 

This module is designed to provide a good foundation in key aspects of Clinical Pre- and 

Post-Marketing Safety. It identifies the roles and responsibilities of marketing authorization 

holders and the FDA in the conduct of Pharmacovigilance. 

 
The Department has since 2008 provided this training for local investigators and on 

requests delivers customized or study specific training for clinical study sites. Participation 

in these trainings has increased over the years with positive impact observed with the 

decrease in the number of critical and major observations made during GCP inspections of 

clinical trial sites. 

 

Pictures from the Annual GCP training 2013 

        
 
Pictures from the Annual GCP training 2013 

        
At the 100-seater Conference Room of FDA 

 



Training of Professionals and students 

Having established its capacity, the FDA has been proactive in approaching academia to 

provide lectures in the conduct of clinical trials and GCP. The FDA has been delivering such 

lectures to students of the MSc. Clinical Trials postgraduate course at the School Of Public 

Health, University of Ghana Students since its roll out in the 2009/2010 academic years. 

Final year students of the Faculty of Pharmacy, Kwame Nkrumah University of Ghana also 

benefited from FDA’s clinical trial training in April 2014. 

Graphical representation of the Pre and Post Assessment Tests during GCP Training 

for Final Year Pharmacy Students – KNUST 

 
 

Clinical Trial Trainings organized for Professionals in Clinical Research 

TRAININGS YEAR No. of PARTICIPANTS COUNTRY 

GCP Regular  2008 40 Ghana 

2010 42 Ghana 

2013 53 Ghana 

2014 44 Ghana 

2015 26 Ghana 

GCP Site Request 2013 81 Ghana 

2015 76 Ghana 

Field Visits by Countries 
understudying FDA, Ghana 

Since 2008   Sierra Leone 

2011   Mozambique 

2 visits in 2012  Uganda 

2013  Eritrea 

2014  Tanzania 

Clinical Trials Lecture for Msc 
Clinical Trial Students, UG 

2009/2010 10 Multi-country 

2010/2011 7 

2011/2012 6 

2012/2013 3 

2013/2014 3 
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GCP Training For Final Year 
Students – School of Pharmacy 
and Pharmaceutical Sciences, 
KNUST 

2014 330 Ghana 

Accreditations 

The FDA is accredited by the Medical and Dental Council of Ghana to provide   training 

session to medical officers. Credit points gained at this training could be used to support re-

licensure of medical persons who wish to be in good standing to practice in Ghana. 

 

PARTNERSHIPS – NMRAs, ACADEMIA 

National Medicines Regulatory Agencies (NMRAs) 

The FDA has collaborated with several NMRAs in the sub-region over the past years. 

Countries that have understudied the FDA include Tanzania, Eritrea, Uganda, Mozambique 

and Sierra Leone. 

 

Academia 

The FDA is collaborating with the School of Public Health, University of Ghana, Legon, 

Accra to deliver its RCORE objectives.   

The School of Public Health was established in 1994, in response to a growing demand for 
a cadre of public health practitioners who will provide leadership in Public Health reforms in 
the country primarily to train Public Health Practitioners. The programmes are also available 
to non-health personnel whose activities have an impact on the environment and public 
health. The School currently runs programmes in Public Health (BPH, M.Sc, M.Phil and 
PhD), Master of Science in Health Informatics, Master of Science in Clinical Trials, Applied 
Health Social Science (M.Sc and M.Phil), Master of Philosophy (M. Phil.) in Applied 
Epidemiology and Disease Control. The school also runs Short courses in Social 
Mobilization for Health and Development and Occupational Safety and Health. 
 

REGULATORY CAPACITY  

The regulatory capability of the FDA in providing clinical trials oversight cannot be over-

emphasized. The Food and Drugs Law, 1992 PNDCL 305B made provision for clinical trials 

as follows: 

 A person shall not in the course of business carried on by that person manufacture, sell, 
supply or distribute a drug or chemical substance for the purpose of clinical trial test of 
drugs on animals unless a clinical trial certificate or animal trial certificate has been 
issued for it by the Board. 

 

 A person who carries out a clinical trial test of a new drug on humans or animals in the 
absence of documentary evidence that human or animal pharmocodynamic and 
pharmacokinetic studies on health volunteers have been properly carried out, commits 
an offence.  

 



 An application for a clinical trial certificate or an animal trial certificate shall be made to 
the Board in the prescribed form and may be granted subject to the conditions 
determined by the Board. 
 

Currently, the scope of the mandate of the FDA to regulate clinical trials has been widened 

in Part 8, Sections 150 to 166 of the Public Health Act 851, 2012 for the underlisted 

amongst others: 

 Establishment of Technical Advisory Committee (TAC-CT), its Terms of Reference 
and composition  

 Conditions under which a trial may be conducted under the authorization of the FDA 

 Procedures to apply to conduct a trial and information to submit in support of an 
application  

 Authority to issue Guidelines and Codes of Practice to stakeholders (Section 148 of  
Act 851) 

 Authority to monitor clinical trials 

 Authority to investigate trials 

 Powers to stop or suspend trial 
 

Indeed the above Act had given stronger legal backing to the activities of the FDA with 

respect to clinical trial regulation as the above has been carried out since November, 2004 

when the first clinical trial was approved by the FDA. The TAC-CT for instance has provided 

the Authority with on-going and timely medical and scientific advice on current and 

emerging issues related to clinical trials since June 13, 2007. The TAC –CT expert advice to 

the FDA on specific questions cannot be over emphasized. 

 

To assess the regulatory capacity of the FDA, its activities were subjected to the peer 

review assessment program of the World Health Organization in September, 2013. FDA’s 

regulatory capability was generally rated as above average with regards to the sub region 

by the assessors. 

 

Performance of FDA in regulating clinical trials 

INDICATORS YEAR   

 2011 2012 2013 2014 2015 

Clinical Trial Applications 

Received in the Year 

8   2 8    2 10 

Clinical Trial Applications 

Approved in the Year 

7 2 5    1 2 

Clinical Trial Amendments 

Received in the Year 

3 9 5    5 5 

Clinical Trial Amendments 

Approved in the Year 

 

1 6 4    5 4 



Number of Clinical Trials 

Inspected in the Year 

1 2 12 14 5 

Average Processing Times 

(working days) 

24 23  13      10 13 

 

OTHER COLLABORATIONS 

The FDA has over the years attended various international sessions and meetings (list 

below) to exchange ideas with other regulators and to get abreast with current trends for 

regulating clinical trials. Officers of the Authority have participated as speakers at such 

meetings.  

 

The Authority’s policy for continuous participation in these programs would ensure that the 

FDA continues to build capacity and is equipped to contribute effectively to the 

harmonization and improvement of clinical trials regulation and building of capacity in Africa. 

 

 W.H.O Global Learning Opportunities for Vaccine Quality Trainings 
o GCP Inspections   
o Legislation in Clinical Trials   
o Clinical Trials Authorization   

 Drug Information Association (DIA) trainings  
o Pharmacovigilance: Pre and Post Market Safety  

 EU-GCP Inspector's Workshop 

 US FDA CDER Regulatory Forum 

 Health Product and Food Branch, Health Canada Regulatory Forum 

 DIA Africa’s Regulators Meeting 

 Italian Medicines Agency (AIFA) 

 United Nations Interregional Crime and Justice Research Institute (UNICRI) 
 

Regulatory Officers from FDA participating in an EU Inspection (AIFA led) as 
Observers 

  



AIFA-UNICRI-FDA GCP Inspections Training  

 

 

FUTURE INITIATIVES 

Online GCP Training 

Training modules are being developed into suitable on-line modules to enable participants 

who so wish get trained on-line. 

 

 

 

Incorporating GCP Module in Pharm D Program 

Following good reviews given by participants of the GCP trainings, the School of Pharmacy, 

Kwame Nkrumah University of Science and Technology has agreed to inculcate FDA’s 

GCP training modules into the Pharm D curricula of the School. 

Fellowship Program – European Medicine Agency (EMA) mentorship 

The FDA is in discussion with its Academic partners (School of Public Health, University of 

Ghana and School of Pharmacy, KNUST) to see how the EMA mentorship program which 

is within the framework of RCOREs could be incorporated in an existing course. 



CONTACT DETAILS 

 

Mr. Hudu Mogtari 
Chief Executive Officer 
Food and Drugs Authority 
P. O. Box CT 2783 
Cantonments - Accra 
Ghana. 
  
Direct Line: +233-0302-229261 
Fax:         +233-0302-229794 
Email: hudu.mogtari@fdaghana.gov.gh 
  
Other Enquiries: 
Tel: +233-0302-233200/235100/ 
Fax: +233-0302-225502 
E-mail: fda@fdaghana.gov.gh 
 

 
 
 
 
Mrs. Delese Mimi Darko 
Head: Safety Monitoring & Clinical 
Trials Division 
Food and Drugs Authority 
P. O. Box CT 2783 
Cantonments - Accra 
Ghana. 
  
Direct Line: +233-244-337250 

         
Email: delese.darko@fdaghana.gov.gh 
           mimidarko66@yahoo.co.uk  
  
Other Enquiries: 
Tel: +233-0302-233200/235100/ 
Fax: +233-0302-225502 
E-mail: fda@fdaghana.gov.gh 
 drug.safety@fdaghana.gov.gh 
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