Adverse Event Reporting in Market Research Revised Guidelines 

Members’ Briefing Meeting 

Wednesday 21st April 2010

AGENDA

9.30 
Coffee and Registration

10.00
 Introduction:

· Background to the consultation process

· Aims of today’s meeting 

Heike Bäumlisberger, BHBIA Ethics Lead and Business Intelligence Manager, Bristol-Myers Squibb Pharmaceuticals Ltd

10.15 Briefing on the changes to AER guidance:

· What has changed and why?

· What are the implications for market research?

· What new reporting procedures have been agreed for MR?

Rachel Medcalf, BHBIA Deputy Chair & Agency Lead and Managing Director, Adelphi Research UK 
Nigel Soanes, Chair of the ABPI Pharmacovigilance Expert Network and Medical Information & Product Safety Manager, AstraZeneca
11.15
Coffee and Danish pastries

11.45 Case Studies

A range of real-life market research scenarios will be discussed, with the Expert Panel explaining how to identify events that need to be forwarded and how/when reports should be forwarded in each scenario.

Heike Bäumlisberger and Expert Panel 

12.45
Q & A / Panel discussion

Rachel Medcalf and Expert Panel 

1.15 Next Steps & Close

Heike Bäumlisberger

Followed by Buffet Lunch

Expert Panel

· Nigel Soanes, Chair of the ABPI Pharmacovigilance Expert Network and Medical Information & Product Safety Manager, AstraZeneca

· Dr Esteban Herrero-Martinez, Regulatory Manager, ABPI 

· Heike Bäumlisberger, BHBIA Ethics Lead and Business Intelligence Manager, Bristol-Myers Squibb Pharmaceuticals Ltd

· Rachel Medcalf, BHBIA Deputy Chair & Agency Lead and Managing Director, Adelphi Research UK 

· Catherine Ayland, BHBIA Ethics Advisor and Consultant, Bridge MR Ltd

