The 2nd Biennial SARQA / DKG Scandinavian Conference




September 22-23, 2004

Ystads Saltsjöbad

Ystad, Sweden

* * *
Organized by

The Swedish Association of Research Quality Assurance (SARQA) &

The Danish Quality Assurance Group (DKG)
* * *
OBJECTIVES
The goal of this Conference is to give an updated status of quality issues in research and development in the regulated biotechnological, chemical and pharmaceutical industry. It will provide a forum for discussion among professionals from industry, academia and regulatory bodies involved in some of the practical aspects of quality management and quality assurance. The sessions will allow time for sharing of experience and for discussion between the speakers and the participants.
WHO SHOULD ATTEND?
Quality assurance professionals, regulators, laboratory management and study personnel from both industry, contract research organisations and academia, who has interest and/or experience in the application of Good Practices and quality systems in research and development of biotechnological, chemical or pharmaceutical products.

	 Program – September  22 

Quality Management

	09.00 – 12.00
	Registration open

	09.30 – 10.00
	Morning coffee

	10.00 – 10.10
	Welcome 

 SARQA and DKG Chairmen

	Part 1:  Audits 



	10.10 – 10.40
	Development of Quality Systems  

· From ISO 9001 to ISO 13485

· Risk Management

Tommy Svensson, Preventia AB, Sweden 

	10.40 – 11.10
	Audit techniques                                         

Phil A. Spence, QMI Scotland, UK              

	11.10 – 11.40
	Sponsor audit, the CRO experience

Dave Tudbury, Covance, UK   

	11.40 – 12.00
	Questions & Answers 

	12.00 – 13.00
	Lunch

	Part 2: Quality Metrics 



	13.00 – 13.45
	Assessing Quality of Quality Assessment

Mats Lörstad, Linköpings Universitet, Sweden  

	13.45 – 14.15


	Computer system for measuring quality parameters

Chris Ball, AMG IT Systms Ltd, UK 

	14.15 – 14.45
	Quality Metrics - How to measure quality improvements

Lisbeth Anker, Novo Nordisk, Denmark

	14.45 – 15.00
	Questions & Answers

	15.00 -  15.30
	Coffee break and check in  

	15.30 – 16.15
	Animal ethics 

Hanne Gürtler, Novo Nordisk, Denmark    

	Part 3: Communication



	16.15 – 17.45
	Let me make a point!

· Communication and presentation techniques to influence, convince and motivate 

Colin Moon, Colin Moon Communications AB, Sweden 

	
	

	19.00
	Conference Dinner


	Program – September 23

GXP

	

	Part 4: GXP



	
	Welcome to day two

	09.00 – 09.30
	21 CFR Part 11 – What, me worry?

Jesper Rosendahl, H. Lundbeck, Denmark 

	09.30 – 10.00
	Good Clinical Laboratory Practice 
Tim Stiles, Qualogy, UK          

	10.00 – 10.30
	The role of QP in the Clinical Trials Directive

Sarbari Roy, AstraZeneca, Sweden 

	10.30 – 10.50
	Coffee break

	Part 5: Quality across “boundaries”

	

	
	Workshop session 1 (GLP)
	Workshop session 2 (GMP/GCP)

	10.50 – 11.05


	Multi-Site studies  – Introduction  

Lisbeth Lund, DANAK, Denmark


	Clinical supplies & Good Distribution Practice – Introductory Case Study

Hanne Damgård Jensen, Genmab, Denmark 

	11.05 – 12.30
	Group discussions

Outcome: Questions for the panel discussion with the regulatory authority representatives
	Group discussions

Outcome: Questions for the panel discussion with the regulatory authority representatives

	12.30 – 13.30
	Lunch

	Part 6: News from the authorities 



	13.30 – 14.00


	The Clinical Trials Directive

Erik Jakobsen, Danish Medicinal Agency, Denmark 

	14.00 – 14.30
	GMP consequenses of the Clinical Trials Directive

Annette Byrholt Hansen, Danish Medicinal Agency, Denmark     

	14.30 – 15.00  
	GLP for in vitro safety studies

Ragnar Hede, Medical Products Agency, Sweden

	15.00 – 15.30
	Coffee break

	15.30 – 16.00


	Questions and answers, including questions from workshops - Panel discussion with the Danish Medicinal Agency, the Medical Products Agency and DANAK

	16.00
	End of Conference


Registration fees:

The registration fee includes:

· Hotel accommodation for one night (September 22) at Ystads Saltsjöbad in single room including breakfast buffet, services and VAT. 

· Conference on September 22 and 23, including conference dinner on September 22, lunch buffets and coffee breaks.

Registration fee: 
SEK 4.800
(Without hotel accommodation: SEK 4.000)




DKR 3.900
(Without hotel accommodation: DKR 3.200)

Please register no later than June 15, 2004, by using the enclosed registration form. 

Hotel information:

Ystad Saltsjöbad is a historical sea-side Hotel that has transformed into a modern congress facility while preserving its year 1900 atmosphere. Ystad Saltsjöbad is situated right on south coast of Sweden 2 km east of Ystad.

For further information look at http://www.ystad.se
Distance to Copenhagen Intl. Airport: 80 km (1 hr 15 min by car), and to Sturup (Malmö): 30 km (25 min by car).







