GOOD CLINICAL PRACTICE UPDATE 

OBJECTIVES OF THE COURSE:

Revision of Good Clinical Practice principles for investigators and clinical trial staff who have previously attended GCP training. Emphasis is placed on the most important aspects of Clinical Research and changes that have occurred over the past 3 years.
COURSE LENGTH:

3-4 hours 
          COURSE CONTENT:

	Historical Review:
History and rationale for Ethical Guidelines

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
Recruitment and Retention:

Recruitment challenges – Trial, site and patient issues

Achieving recruitment targets

Value of participant retention
Informed Consent:

The Investigator’s role

Elements and process of Informed Consent

ABPI Compensation Guidelines
Vulnerable subjects and communities/special cases

Conflict of Interest:
Case Studies
Recognising the conflict

Disclosure
Audit Preparation:

Audits, objectives and procedures

Regulatory Inspections, objectives and procedures

How to avoid audit findings
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