
 

INTRODUCTION 

 

Aims 
The Good Clinical Practice (GCP) training course organized by the Food and Drugs  Authority 
(FDA) is designed to provide an introduction to Good Clinical Practice (GCP),   local and interna-
tional Guidelines, regulations and other Research Governance Framework requirements covering 
clinical trials and other clinical studies conducted in Ghana. The course is designed to be practi-
cally 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 training course which is run regularly by the Authority has been updated with the   objective 
of providing an insight into the current requirement that the FDA would expect clinical trialists 
to abide by in their researches as well as to provide a platform for experience sharing and a 
common professional approach in order to pave the way for mutual recognition and acceptance 
and stimulating efficiency that would allow faster medicinal product development to the benefit 
of the patients and health care. 

Format 
The training would be delivered mainly through interactive power point presentations. Partici-
pants would be mostly required to bring their experience to bear on topic  presented by Resource 
Persons. Break out / parallel sessions would form an integral part of the sessions. The breakout 
sessions are designed to address specialties / specific  aspects of clinical research like research 
design, data management and epidemiology.  Participants are also exposed to case   studies 
where they get firsthand experience of applying the theory learnt.  

To get a fair idea of which areas need more emphasis during trainings, FDA GCP courses are often 

preceded with a pre-test course in the form of simple multiple choice questions covering a range 

of GCP topics. A post – course test and questionnaire may also be  required to help the FDA assess 

the impact of the training immediately after each course. 

NB: Certificates are awarded at the end of the training.   

Who Should Attend 
The GCP courses is designed to provide practical training for all who are or intend to be involved in 
interventional clinical research involving humans and pharmaceuticals. It will also be of interest to 
those with managerial responsibilities for research institutions. It is recommended for all Principal 
Investigators with trials on-going in Ghana and sponsors who intend to fund a trial in Ghana to   
patronize the workshop. 
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Expected learning outcomes 
Following the course, participants will have a demonstrable understanding of the background and 
practical implications of GCP. This understanding is intended to be a foundation for action,       
bridging the gap between theory and practice in their places of work. 

Date: 23rd—24th July, 2014 

 



 

Following the course participants should be able to: 

I. Appreciate the drug developmental processes and the impact of research on the     safety, 
quality and efficacy of medicines in general. 

II. Comprehend the basics of GCP requirements in clinical trials and how they are implemented 

III. Demonstrate an understanding of the importance of the interwoven laws, frameworks and 
guidelines which govern the set up and conduct of clinical research generally with emphasis on 
local requirements. 

IV. Demonstrate an understanding of the roles and responsibilities of different individuals and 
stakeholders in clinical research 

V.  Understand the regulatory applications required before clinical research can be started in the 
Ghana 

VI. Identify a range of essential documents and the purpose of maintaining a trial master file 

VII. Understand the process of receiving informed consent and the roles and responsibilities of 
those involved in this process 

VIII.Demonstrate the ability to correctly and accurately complete case report forms and other rel-
evant documentation and understand the process for data query resolution 

IX. Demonstrate an awareness of the correct safety reporting requirements that ensure patient 
safety 

X.   Know where to go for further advice and support and how to keep updated. 

Accreditation 

This year’s GCP training has been accredited by the Medical and Dental Council. Medical Officers par-

ticipating in this training shall be accredited with 3 points by the MDC, Ghana. 

 

Fees 

 GH¢ 600.00 per person.  

 

It is recommended that payment of the fees be made before the date of the workshop. Proof of     

payment would be required before a participant would be allowed entry into the workshop. Payments 

can be made at any of the FDA offices countrywide.  

Fees paid would cover course materials, lunch and one coffee break each day.  

Accommodation 

Participants would have to bear the cost of their accommodation and transportation to and from the 

venue of the workshop. The FDA is however making efforts to secure hotel / hostel accommodation at 

discounted rates. Interested participants may contact the training co-ordinator for more details  

 Resource Persons 

1. Representative              Technical Advisory Committee on Clinical Trials 

2. Prof. Kwadwo Ansah Koram                       Former Director, NMIMR 

3. Mr. Date Paul Michael            Head, Scientific Metrology Dept., GSA 

4. Mr. Freeman Jabari                                   Clinical Operations Manager, Quintiles W/A                   

5. Mr. Samuel Boateng             Consultant, Clinical Research Ethics 

6. Mrs. Delese Darko             Ag. DCE, SMCTD, FDA 

7. Mr. Eric Karikari Boateng            Head, Laboratory Services Dept. FDA 

8. Mrs. Yvonne Adu- Boahen            Ag. Head, Clinical Trials Dept. FDA 

9. Mr. George Sabblah             Ag. Head, Safety Monitoring Dept. FDA 

10. Mrs. Nartekuor Nartey-Armooh            Clinical Trials Dept. FDA 



MODULE 1 (a-g) 

 

CLINICAL TRIAL AUTHORIZATION 

a. 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 hu-

man use. The role of industry sponsors, regulators, investigators and 

study participants in the conduct of clinical trials is described in the 

module.  

 

Contents: 

Pre-clinical 

Drug Discovery 

Types of Pre-clinical Studies 

Regulations in Pre-clinical Studies 

Pre Marketing Trials (Phase 0, I, II and III) 

Post Marketing Trials (Phase IV) 

 

b. Overview - A Historical Perspective on Drug Development Regulations 

Some of the historical events that have shaped current regulations 

and guidance for protecting human participants 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. 

Contents: 

Historical Perspective on Drug Development Regulations 

History of Clinical Research Regulations 

Ethics in Clinical Research 

Risk and Clinical Research Practical session 

Case studies 

 

c.  Overview – Defining Regulations (ICH, GCP) 

The purpose of the ICH and GCP guidelines and the basic require-

ments 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. 

Contents: 

Defining Regulations (ICH, GCP) 

FDA 

ICH 

GCP 

SOPs 

Other Guidelines 

Case studies 

Practical session 

Application & Implementation of GCP Principles 

Case studies 

 

d.  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. 

Contents: 

Study Participant Selection 

Measurement Tools/Endpoints 

Sample Size Determination 

Statistical Analysis Determination 

Data Collection & Storage 

Clinical Research Protocol 

Sample: Protocol Format 

Reading a Protocol 

References 

 

e.  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 participants 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 participants. 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. 

Contents: 

Institutional Review Board/Independent Ethics Committee 

Membership Composition 

Functions and Operations 

Procedures and Records 

Role and Importance of the IRB/IEC in Clinical Trials 

Central vs. Local IRBs 

 

f.  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. 

Contents: 

Investigational Site 

 The Principal Investigator (PI)/Sub Investigators (Sub-I)/ Co 

Investigators 

 Study Coordinator (SC) 

The Sponsor 

 Clinical Research 

 PV and Drug Safety 

 Data Management 

 Statistical Department 

 Legal Department 

 Quality Assurance/Quality Control Dept. (QA / QC)

Regulatory Affairs Dept. 

The Institutional Review Board/Institutional Ethics Committee 

(lRB\IEC) 

Contract Research Organization (CRO)/Site Management Organi-

zations (SMO) 

The Project Manager/Clinical Team Manager  

The Clinical Research Associate (CRA)/Monitor 

Quality Assurance/Quality Control Dept. (QA/QC) 

Regulatory Affairs Dept. 

PV and Drug Safety 

The Data Safety Monitoring Board (DSMB) 

The Regulatory Authorities (FDA) 

 

 

 

TRAINING MODULES 



TRAINING MODULES 
MODULE 1 (a-g) 

 

CLINICAL TRIAL AUTHORIZATION 

 

g. 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. 

 

Contents: 

Evaluating Clinical Trial Applications (Study Protocol, Inform 

Consent Form, Investigator’s Brochure, DSMB Charter) 

Operational Tools 

       Forms 

Guidelines 

SOPs 

Checklists 

Templates 

General Information 

Protocol identity 

Investigator’s details 

Sponsor’s details 

Investigator / Sponsor agreement 

Responsible persons 

Background to Study 

Supporting data 

Investigational product details 

Evidence of safety/ efficacy /effectiveness of 

IP/placebo – GMP compliance 

Justifications 

Population 

IP/Placebo 

References 

Study Design 

Trial objectives 

Endpoints 

Relationships between objectives & endpoints 

Bias control measures 

Study procedures 

Stopping rules 

Product accountability 

Source documents, CRFs 

Participants 

Number 

Inclusion criteria 

Exclusion criteria 

Withdrawal criteria 

Effect of withdrawal procedures on objectives 

Treatment per participants 

Participant compliance 

Rescue medications (if any) 

 

Assessing efficacy and safety 

Efficacy 

Parameters 

Method & timing of recording parameters 

Analysis  

Safety 

Parameters 

Method & timing  

Analysis 

SAE Management 

Definition 

Reporting structure 

Reporting timelines 

Forms 

Responsibilities 

Statistical Plan 

Statistical methods 

Sample size determination 

Stopping rules 

Data management 

Population for analysis 

Ethics 

Proof of approval from authorized institutions 

IRB 

GHS - ERC 

Inform Consent Form 

Identification of study 

Identification of investigators 

Identification of sponsor 

Study procedures 

Participant involvement 

Benefits / Risks 

Compensation 

Confidentiality of data 

Participant withdrawal 

Responsible person 

Contacts 

Administrative Provisions 

GCP compliance statements 

Financial declaration 

Insurance of participants 

Publication policy 

Validity of protocol 

Practical Session 

             Hands-on evaluation  

 

 



TRAINING MODULES 
MODULE 2 (a-e)  

 

GCP INSPECTIONS 

a. 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 im-

posed after an inspection is also outlined.  

Contents: 

GCP Inspections and FDA’s Mandate 

Why GCP Inspections 

Inspection Objectives 

Selection Criteria For Clinical Trials GCP Inspection 

The Inspection Process 

Pre-Inspection Preparation 

Opening Meeting 

Actual Inspection 

Areas Of Interest 

Exit Meeting 

Inspection Report 

Content of Report 

Practical session 

Role play 

 

b. Overview - Essential Documents for Clinical Research 
This module describes those documents which individually and col-
lectively permit evaluation of the conduct of a trial and the quality 
of the data produced. The documents serve to demonstrate compli-
ance of the investigator, sponsor, and monitor with the standards of 
Good Clinical Practice and with all applicable regulatory require-

ments. 

Contents: 

Essential Documents for Clinical Research 

Protocol 

ICF 

Curriculum Vitae 

Investigator Brochure 

CRF 

Source Documents 

Site Logs 

Lab Management Plans 

Project Management Plans 

Data Management Plans 

Data Entry Guidelines 

Data Validation Specifications 

Regulatory authorizations/approvals/notifications 

Practical session: 

Hands-on evaluation of a typical clinical trial 
protocol using abridged or current evalua-

tion form. 

 

c.  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 con-
ducted in a standardized manner and all data that is collected or 
generated from the study can be guaranteed to be accurate and 

valid: 

Contents: 

Tracking tools  

Standard Operating Procedures 

Source documents and case reports forms 

Equipment calibration 

d. Overview - Trial Management 
This module covers the trial management Contents including in-
formed consent, participant recruitment and enrollment, monitor-

ing visits and source document verification. 

Contents: 

The Informed Consent Process 

This topic discusses informed consent guidelines, the 
required and optional elements of informed consent, and 
the process for obtaining informed consent. The topic 
highlights some of the challenges associated with in-
formed consent and the concept of vulnerable partici-

pants. 

Purpose of Obtaining IC 

Basic Elements of the IC 

Consenting Process 

Documentation requirement\Exceptions for IC 

The role of the CRA in the IC process 

Sample ICF 

Participant Recruitment and Enrollment 

This deals with the different options for participant re-
cruitment, recruitment/retention incentives and regula-
tory guidelines governing this, and study compliance is-

sues. 

Recruitment/Enrollment Strategies 

Screening/Enrollment Logs 

Monitoring Visits and Reporting 

This describes the different types of site visit, including pre, 

during and post-visit activities. 

Types of Sites Visits 

 Pre-Study/Qualification/Selection Visit 

 Initiation Visit 

 Interim/Routine Monitoring Visit 

 Termination/Close-Out Visit 

Site Visit Activities 

 Review ICF 

 Review Investigator Site File (ISF) 

 Conduct Drug Accountability 

Source Document Verification (SDV) 

This describes some of the pivotal activities for both SC 

and CRA. 

Queries Resolution Process 

Drug Accountability Process 

Practical sessions: 

Prioritizing GCP principles in trial activities 

 

e. 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 obli-
gations are understood. Closeout activities verify that study proce-
dures 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: 

 

Contents: 

Study close-out plans 

Study close-out procedures 

Feedback to study participants and/ or community  



MODULE 3 (a-c) 

ADVERSE EVENTS AND SAFETY MONITORING 

(PHARMACOVIGILANCE) 

 

a. 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.  

 

Contents: 

Definitions of Adverse Events, Adverse Drug Reactions and 

Serious Adverse Events (SAE) 

The Importance of reporting Adverse Events 

Process of reporting Adverse Events 

Timelines for reporting Adverse Events 

Verbal autopsies 

Practical session 

Analyzing SAE scenarios 

 

 

b. 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 

 

Contents: 

Reporting From Clinical Trial Sites 

Progress / quarterly reports 

Interim analysis / study reports 

Data and Safety Monitoring Board reports 

Clinical study reports 

 

c. 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. 

 

Contents: 

Public health impact of adverse drug reactions 

Requirements to strengthening Pharmacovigilance: 

Resources 

Law 

Science 

Pharmacovigilance Regulation 

 Promote and protect public health by reducing burden of 

ADRs and optimizing the use of medicines:  

Clear roles and responsibilities 

Science based (move up hierarchy) 

Risk based/proportionate 

Increased proactivity/planning 

Reduced duplication/redundancy 

Integrate benefit and risk 

Communication and transparency 

Addresses almost all pharmacovigilance activities  

Authorization requirements  

Risk Management Plans  

PSURs  

Scientific Committees  

Transparency and communication  

Coordination of inspections  

Audits  

Effectiveness of risk minimization  

ADR reporting  

 

Post-authorization safety studies  

Definition  

General guidance and requirements 

Good vigilance practice guidance  

Clinical trial 

Non-interventional study 

Reporting of Pharmacovigilance data  

data relevant to the risk benefit balance  

Reporting of ADRs: 

Timelines for serious and non-serious ADRs 

 TRAINING MODULES 



ATTENDEE DETAILS 

PLEASE COMPLETE IN BLOCK CAPITAL LETTER  

         Prof.         Dr.               Mr.                  Mrs.                   Ms. 

Last Name 

 

First Name  

 

Institution 

 

Position/Role 

 

Postal Address 

 

 

 

Telephone 

(mobile) 

 

Email* 

 

 (Required for confirmation) 

 

FEES: 600 GHS per participant 

Fees paid would cover course materials, lunch and one 

coffee break each day.  

Participants would have to bear the cost of their accommo-

dation  and transportation to and from the venue of the 

workshop.  

It is recommended that payment of the fees be made      

before the date of the workshop. Proof of payment would 

be required before a participant would be allowed entry 

into the workshop.  

Payments can be made at any of the FDA offices country-

wide.  

 

PAYMENT METHODS 

Cash/Bankers draft to any of FDA’s offices nationwide.  

Registration Form should be submitted  Monday, June 30, 

2014 to enable the FDA make suitable arrangements for 

their participation.  

 

By signing below, I confirm that I agree with FDA’s Terms 

and Conditions of attendance  

All cancellations must be made in writing and must be received at the FDA Head Office for at least five (5)working days 

prior to the event start date.  

Transfer Policy 

You may transfer your registration to a colleague prior to the start of the event . Please notify the FDA Office of any 

such substitutions as soon as possible.  

Photography Policy 

By attending the event, you give permission for images of you, captured during the conference through video, photo , 

and/or digital camera, to be used by FDA in promotional materials, publications, and website. 

Signature Date 

     

APPLICATION 

FORM 


