The assessment of safety data during drug development
The meeting will include a range of speakers presenting on statistical methods and issues in safety signal detection during the Development (pre-approval) phases.  The topics covered will span early safety biomarker work, the quantitative input into Risk Management Planning through to pooled analyses of safety data during phase 2/3. 
	09.30 – 10.00
	Registration and Coffee

	
	

	10.00 – 10.05
	Opening remarks

	
	

	10.05 – 10.50
	Using graphics in safety data – the style and the substance

	
	Mike Williams, GSK

	
	

	10.50 – 11.35
	Novel safety biomarker development for decision making in a First In Human study

	
	Ros Walley, Pfizer

	
	

	11.35 – 12.20
	Extreme value modelling of clinical safety laboratory data

	
	Harry Southworth, AstraZeneca

	
	

	12.20 – 13.20
	Lunch

	
	

	13.20 – 14.05
	Recommendations for Safety Planning, Data Collection, Evaluation and Reporting During Drug, Biologic and Vaccine Development: A Report of the Safety Planning, Evaluation and Reporting Team (SPERT)

	
	Jesse Berlin, Johnson & Johnson

	
	

	14.05 – 14.50
	Using trials to inform Risk Management Plans : examples from regulatory submissions

	
	Suzie Seabrook, MHRA

	
	

	14.50 – 15.20
	Coffee

	
	

	15.20 – 16.05
	Talk TBC

	
	TBC

	
	

	16.05 – 16.50
	Panel discussion

	
	

	
	

	17.00
	Close meeting
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September 15th 2010
Venue

Society of Antiquaries of London

Burlington House

Piccadilly

London

W1J 0BE

Registration Costs 

Fee includes lunch & refreshments

Registration before or on 11th August
 PSI Members 

 £110.00 (plus £16.50 VAT)

 Non-Members*

 £145.00 (plus £21.75 VAT)

 Registration after 11th August
 PSI Members

 £160.00 (plus £24.00 VAT)

 Non-Members*

 £195.00 (plus £29.25 VAT)

* Price includes 1 year PSI affiliate membership 

Contact:

Jenny Butterworth

Tel: +44 (0)1625 267882

 Fax: +44 (0)1625 267879   

admin@psiweb.org 
PSI Executive Office

Kingston Smith Association Management
South Park Road,

Macclesfield

SK11 6SH 

UK

MEETING ABSTRACTS AND PRESENTATIONS WILL BE POSTED ON  www.psiweb.org
