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Registration


INTERCOM Dresden GmbH�Mrs. Antje Blömeke�Zellescher Weg 3 �D-01069 Dresden�Telefon:	+49 (0)351-463 33 060�Telefax:	+49 (0)351-463 37 049


E-Mail: abloemeke@intercom.de 


Intercom Dresden


Ostsächsische Sparkasse Dresden �IBAN DE61 8505 0300 3120 2531 02�BIC (Swift Code) OSDDDE81XXX


Reference AGAH 08-47; first name and surname


Hotel accommodation can be booked via Intercom


�





ProgrammE ComMitTeE


Christine Klipping�dinox bv, �Groningen, The Netherlands


Ingrid Duijkers�dinox bv, �Groningen, The Netherlands


Kerstin Breithaupt-Grögler�-kbr- clinical pharmacology services �Frankfurt/M, Germany
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Rationale for the Workshop


This workshop addresses a study population regularly to be included in all types and phases of clinical trials, namely women. Yet, to perform clinical trials in the female population generates specific challenges. The session chairs and speakers are happy to share their specific expertise in female drug development with the audience and will highlight the most critical issues to be dealt with. 


On the first day of the workshop general issues regarding the performance of clinical trials in women will be discussed. On the second day the emphasis will be on female hormones and contraceptive drug trials. 


The first day will provide delegates with ample information on differences between men and women and how to critically appraise overall study results in a female population. The second day will be most rewarding for those involved in drug development of sex hormones including their interaction with other compounds.





















































WORKSHOP


Women in Clinical Trials


An International Workshop on�Regulatory Requirements, Ethics �and Performance








Friday October 10 and�Saturday October 11, 2008�








Ellington Hotel Berlin�Nürnberger Strasse 50-55 �D-10789 Berlin-Charlottenburg-Wilmersdorf �Germany





Contact


Arbeitsgemeinschaft für angewandte �Humanpharmakologie (AGAH) e.V. �Sekretariat�Postfach 11 11 �D-56601 Andernach�Telefon:	+49 (0)2632-94 50 67�Telefax:	+49 (0)2632-94 50 87


E-Mail: sekretariat@agah-web.de�AGAH-Web: http://www.agah-web.de





Friday October 10, 2008


11:30	Registration


12:00	Welcome lunch 


Afternoon session


Chairs:	C. Klipping, Groningen, The Netherlands�H.J. Coelingh Bennink, Zeist, The Netherlands 


13:20	Introduction �C. Klipping, Groningen, The Netherlands


13:30	Female study population – an overview �I. Duijkers, Groningen, The Netherlands


14:00	Physiological characteristics of  women �J. Rengelshausen, Aachen, Germany 


14:30	Regulatory framework for clinical trials in female subjects and patients�K. Breithaupt-Grögler, Frankfurt/M, Germany 


15:00	Coffee break


Chairs:	D. Heger-Mahn, Berlin, Germany�T. Thomsen, Andernach, Germany


15:30	Pharmacokinetic differences between female and male subjects  �W. Cawello, Monheim, Germany		


16:00	Thorough QTc trials in female subjects: Regulatory requests, clinical trial outcome and predictivity for the risk to experience QTc prolongation / torsade de pointes�T. Thomsen, Andernach, Germany	


16:30	AE / ADR in females �T. Korver, Oss, The Netherlands


17:00	Open forum discussion �“Everything you always wanted to know about women but were afraid to ask”�All speakers and chairs of this day


19:00	Dinner reception























Saturday October 11, 2008


Morning session


Chairs: T. Korver, Oss, The Netherlands�C. Klipping, Groningen, The Netherlands 


09:30	Menstrual cycle and hormonal treatment�I. Duijkers, Groningen, The Netherlands


10:15	Biomarkers for hormonal effects in women�K. Diefenbach, Berlin, Germany


10:45	Coffee break


Chairs:	I. Duijkers, Groningen, The Netherlands�K. Diefenbach, Berlin, Germany


11:30	Interaction studies with oral contraceptives -background, design, interpretation �Izaak den Daas, Groningen, The Netherlands


12:00	EU regulation on pediatric development: first experiences with gynecological  indications�H. Blode, Berlin, Germany


12:30	Closing remarks�”Everything you always thought to know about mood, sex and sexual steroids but were afraid to ask”�C. Klipping, Groningen, The Netherlands


13:00	Farewell lunch









































Dinner Reception will be Sponsored by Dinox BV on the occasion of their �15th birthday








�











