GOOD CLINICAL PRACTICE – Basic Course
OBJECTIVES OF THE COURSE:

Training of clinical trial staff in order that they are able to conduct accurate, ethical trials with reliable results recognized by and acceptable to the Pharmaceutical Industry

COURSE LENGTH:

Practical, in-depth, interactive workshops over 2 days - +/- 12hours

Multiple choice open book question paper – 50 questions – minimum 80% 

COURSE CONTENT:

	DAY 1

Drug Development Process:

Types of Clinical Trials and different phases
Clinical protocol and Investigator Brochure

Historical Review of GCP:
Case studies and development of guidelines
Declaration of Helsinki, ICH and SA GCP Guidelines

FDA Requirements

South African GCP:  
Overview of new SA GCP Guidelines

Participants requiring additional attention

Types of research requiring additional attention

Competencies and responsibilities of the principal investigator 

South African Clinical Trial Register

Trial results and publication

Ethics and Legislation

Archiving

Regulatory Process in SA:
The approval process, documents required 

Ethics Committee composition and procedures

Practical session

Study Documents:
Investigator’s Brochure and Protocol - The purpose and contents

Protocol adherence, Protocol amendments

Source documents
Archiving of Essential Documents

Recruitment and Retention:

Recruitment challenges – Trial, site and patient issues

Achieving recruitment targets

Value of participant retention

Informed Consent:
Elements and process of  Informed Consent

Vulnerable subjects and communities / Special cases

ABPI Compensation Guidelines
Practical session


	DAY 2
Investigational Product:
Responsibilities of trial team
Storage, dispensing, blinding and code breaking
Accountability and compliance
Practical session

Safety Reporting:
Definitions and terminology

Responsibilities of the Investigator and Sponsor

Source notes, CRF and SAE forms

Safety reporting procedure and timelines

CIOMS reports

MCC and Ethics requirements
Practical session
Responsibility of the Study Team:
Investigator responsibilities: Investigational product, randomization, informed consent, safety reporting, final report

Study coordinator responsibilities

Team as a whole

Practical Session

SOP Writing:

Reason for having SOPs

Template for creating own SOPs

Annual review and update of SOPs
Good Laboratory Practice:
History and overview
Laboratory issues in clinical trials

Confidentiality

Quality Assurance and Quality Control

Monitoring:
Conducting site initiations

Source data verification

Monitoring report
Audits:
Preparing for an audit

Regulations

Observations and audit report
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