BHBIA Guidelines Training Workshop
Thursday 27th May 2010

	9.00-9.30  Coffee and Registration
	

	Introductions, Expectations and Agenda
	Paula Walker

	What’s changed?

· An overview of the most recent revisions to the Legal & Ethical and AE guidelines
	Rachel Medcalf

	Key Principles

· Purpose & scope

· Underpinning legislation 

· Adverse event reporting principles
	Rachel Medcalf

	Quiz – Part 1
	Paula Walker

	10.55 – 11.15 Coffee
	

	The RfP and Proposal

· Responsibilities, competency qualifications and contracts
	Heike Bäumlisberger

	RfP Case Study
	Rachel Medcalf

	Sample and Respondent Ethics

· General sampling principles 

· Specific sub-groups patients, the vulnerable, children
	Paula Walker

	Quiz – Part 2
	Heike Bäumlisberger

	12.30 – 1.15 Lunch
	

	Recruitment and Reimbursement
	Rachel Medcalf

	Case Study – Clause 20
	Paula Walker

	Questionnaires, Guides and Stimulus Materials

· Guiding principles and avoiding disguised promotion
	Heike Bäumlisberger

	Exercise – Critique and Correct
	Rachel Medcalf

	15.00-15.20 Tea/Coffee
	

	Fieldwork and AE Collection Processes

· Considerations for specific situations/methodologies

· Practicalities of adverse event collection
	Rachel Medcalf

	Q&A Clinic and AE Case Studies
	Joanne Webb/All

	Analysis, Reporting and Publication
	Paula Walker

	Closing a Project 

· AE reconciliation and data storage
	Paula Walker

	16.30 Concluding Comments and Close
	All


