INTRODUCTION TO CLINICAL TRIALS & GOOD CLINICAL PRACTICE

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
OUTCOMES THE LEARNER HAS ACHIEVED:

At least 80% in the written and practical exam

· Knowledge of the necessity of working to good clinical practice guidelines and ethics and regulatory requirements

· Understanding of the terms used in clinical trials

· Understanding of what is required of an investigator and the site prior to commencing a study

· Knowledge of the investigator’s responsibilities

· Site preparation

· Knowledge of what to expect in a protocol and investigator’s brochure

· Ability to file trial documentation correctly

· Ability to write standard operating procedures specific to the site

· Understanding of the principles of patient recruitment, informed consent and patient management

· Understanding of the principles of archiving and record retrieval

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

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

· Understanding of study drug management and the importance of patient compliance

· Understanding of audit and inspection procedures

· Monitoring and case record form completion

COURSE LENGTH:

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

METHOD OF ASSESSMENT:
Written examination comprising randomly selected (from master copy of questions) multiple choice questions based on all the work throughout the programme. Practical component for which delegates are required to complete documents pertaining to clinical trials

COURSE CONTENT:

	DAY 1

Introduction to GCP

Short history of GCP with the focus on:

Why the Study Team should know about GCP

Declaration of Helsinki, ICH GCP Guidelines

SA GCP Guidelines, FDA Requirements
Ethics and Regulatory

The approval process, Documents required 

Ethics Committee composition and procedures

Trial Design

Overview of clinical trials 

Phases, design, blinding, statistics, costs, time

The Language of Clinical Research

Abbreviations used in Clinical Research

Feasibility and Site Selection

The search for Investigators

Considerations before taking on a study

Protocol In-put – The Investigator Meeting

Tips to make the site suitable 

Investigator Responsibilities

Overview of the Guidelines

Site set-up and Preparation 
Site preparation: protocol specific site assessment, including protocol review, site infrastructure and resource assessment, patient population assessment, visit planning 

The Trial Site Master File

Delegation of Duties
Practical Session - Preparing for a Study

Essential Documents:

The Investigator Site File

Investigator’s Brochure and Protocol - The purpose and contents

Familiarity with the study product

Protocol adherence, Protocol amendments

SOP Writing

Reason for having SOP’s

Template for creating own SOP’s

Training of SOP’s, Annual review of SOP’s

Practical session - Document Management 

This practical session will allow delegates to become familiar with the Investigator Site Master File. 

Delegates will be presented with patient specific documents for checking and filing in a Patient File
	DAY 2

Trial Initiation

Recruitment

Ethical issues 

Recruitment challenges and strategies

Meeting recruitment targets

Patient scheduling and appointments – Manual and Computer

Strategies to keep patients on a study

Management of lost-to-follow-up patients
Informed Consent

Elements of  Informed Consent

Vulnerable subjects and communities / Special cases

Trial Close 

Archiving

Record of documents archived

Patient records in the public sector

Practical Session -  Informed Consent 

A practical session in which delegates will do a role-play of

consenting patients  from various special case categories using an ideal document

Case Record Forms and Monitoring Data collection and entry

Patient files

Case Record Forms and CRF completion

Electronic Data Capture

AE 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

Drug Management
Delegation of duties

Study drug management, Patient compliance 

Code Breaking

Practical Session - Drug Management

Quality Assurance
Detecting fraud

Audits and FDA Inspections

Practical Session
Source Data Verification and completion of a Case Record Form 
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