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Curriculum for monitoring training
(All monitors should have undertaken GCP training – see attached outline)
A. Introduction to research ethics

B. Definition of monitoring (Also definition of audit and inspection)
C. Preparing for a monitoring Visit

· Setting the agenda, dates and time

· Documents to review – protocol, SOPs/MOP, Patient information sheet and previous monitoring report

D. Monitoring process
a) Pre – study visit
· Including site assessment
b) Site initiation visit

c) Interim monitoring visit
· Enrolment status

· Reviewing the Regulatory file (ISF)
· Monitoring the Informed consent process 
· Source document and CRF content review

· Source Document Verification (SDV)
· Methods – Back to back and Direct method

· Extent – phase, quantity of data, available time, manpower, investigator’s research experience and company policy

· SDV approach – critical data and non critical data

· Safety issues
· Pharmacy and product accountability

· Debriefing and report writing

d)  Conducting a study close out visit
E. Materials

· Monitoring SOP

· Monitoring checklist

· Informed consent checklist

· ISF/TMF list of documents

· Study close out SOP.
GCP training curriculum
Content:
· Historical background

· Principles of ICH GCP

· The Roles of:

1) Independent Review Boards and regulatory authorities.
2) Investigator

3) Sponsor

· The trial protocol - design and statistical issues.

· Quality control and quality assurance

· Handling of study product and accountability
· Safety reporting – Adverse events(AEs), serious adverse events(SAEs) and suspected unexpected serious adverse reactions(SUSARs)
· Essential documents for conduct of clinical trials.
· Labs supporting clinical trials and GCLP.
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