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.
COURSE LENGTH:

21/2 hours 
OUTCOMES THE LEARNER HAS ACHIEVED:

· Knowledge of the investigator’s trial responsibilities and what is required prior to the start of a study

· Understanding of the necessity of making detailed patient notes and keeping records to enable accurate case record form completion

· Knowledge of the principles of patient recruitment, informed consent and patient management, including patient compensation for trial related injury

· Knowledge of Trial supplies accountability and management

· Understanding of the necessity of adverse event reporting and safety reporting procedures

· Understanding of audit and inspection procedures

          COURSE CONTENT:

	Investigator Responsibilities:

Overview of new SA GCP Guidelines, South African National Council Trial Register with particular emphasis on the Principal Investigator’s responsibility, commitment to the study, consequences of non-compliance

Delegation of duties and archiving
The Investigators’ Responsibilities

Considerations before committing to a study:

General assessment of site resources, including assessment of infrastructure, human resources and time management

Preparing to do a study:

Standard Operating Procedures:

Informed Consent:

The Investigator’s role

Elements of Informed Consent

ABPI Compensation Guidelines
Vulnerable subjects and Communities/special cases

Trial Supplies Accountability & Management: New South African Requirements
Adverse Events:

Definitions and terminology

Responsibilities of the Investigator and Sponsor

Safety reporting procedure and timelines

Safety Reports

MCC and Ethics requirements

Audits & Inspections:

Audits, objectives and procedures

Regulatory Inspections, objectives and procedures

How to avoid audit findings
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