 GOOD CLINICAL PRACTICE - Basic
Day 1:  08:30 - +/-15:30              Day 2:  08:20 - +/- 14:30
There will be a 15 minute tea break at +/- 10:30 and 30 minutes for lunch at +/- 12:30. 

Afternoon tea will be available at +/- 14:30 on day one only

AGENDA
Introduction

Drug Development process

Historical Review of GCP

South African GCP

Regulatory Approval Process in SA

Study Documents – plus practical

Patient Recruitment and Retention

Informed Consent - plus practical

Investigational Product - plus practical

Safety Reporting plus practical

Responsibility of the Study Team - plus practical

Standard Operating Procedures

Good Laboratory Practice

Monitoring

Audits

Test handed out

You will take the test home for completion. A WHC ‘Certificate of Attendance’ will be issued on the successful completion of the open book test (min 80%). 

The certificate will then take about 2 weeks to process and deliver.

NB: The certificates will have all the CPD information printed on them. They must be carefully filed as your CPD points are not electronically logged and you may be audited. Duplicate certificates are not issued.
