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BioSafe General Membership Annual Meeting

April 16-18th, 2012
Pfizer La Jolla Facility
10777 Science Center Drive, San Diego, CA 92121
	Monday, April 16th 


	
	Registration 


	
	Welcome and Opening Remarks


	Jim Green, Boehringher Ingelheim


	2:00-3:30 PM
	Cancer Risk Assessment for Immunosuppressive Biologics 

	David Hutto, Eisai

	
	Evidence for the Role of Immune Surveillance and Immunosuppression in Tumorigenesis

	Helen Haggerty, Bristol Meyer Squibb

	
	Review of Mechanistic Hypotheses Relating Carcinogenesis and Immune Function

	Rafael Ponce, Amgen

	
	Current Nonclinical Safety Assessment Approaches to Assessing Carcinogenic Risks of Biotherapeutics

	

	3:30-4:00 PM
	Coffee Break



	4:00-5:30 PM 
	Ocular and Non-parenteral Routes of Administration
	Kelly Flagella, Genentech 
Tim Maclachlan, Novartis


	
	Overview of Ocular Anatomy/Pathology and Ocular Health Evaluation Technologies for Toxicity Studies

	Craig Struble, Covance Madison

	
	Pharmacokinetics of Biopharmaceuticals given to the Eye

	Mark Milton, Novartis

	
	Ocular Biopharmaceutical Tox Program “Development Stories”

	Eric Furfine, Eleven Biotherapeutics

	Open Night


	Tuesday, April 17th
 

	
	Breakfast and Registration


	8:00-10:00 AM
	Biologics/Advanced Medicines 

	Lauren Black, Charles River

	
	Gene Therapy:  Challenges in Routes of Delivery and Dose Extrapolation for Gene Therapies

	Ray Bartus, Ceregene

	
	Blood Products: “Efficacy” Versus “Exaggerated Pharmacology” for Coagulation Products and Relevance in Nonclinical Safety Assessment

	Inge Ivens, Bayer

	
	Cells: Tumorigenicity Studies for Cell Therapies

	Cliff Sachs, Janssen R&D (Janssen Pharmaceutical Companies of J&J)

	10:00-10:30 AM
	Coffee Break


	10:30-12:00 PM
	Defining Maturity in Non-human Primates for Fertility Assessment
	Chris Bowman, Pfizer
Michael Leach, Pfizer



	
	Identification and Enrollment of Mature Cynomolgus Monkeys into Toxicity Studies - Opportunities and Challenges


	Gerhard Weinbauer, Covance


	
	Contracting Chronic Toxicity Studies in Mature Cynomolgus Monkeys and Considering Antemortem Male Reproductive Endpoints


	Christopher Bowman, Pfizer

	
	Assessment of Menstrual Cycle Length in Cynomolgus Monkeys in a Chronic Toxicity Study


	Jeanine Bussiere, Amgen


	
	Integrating Reproductive Data into Standard Toxicity Testing: a Histopathology Perspective


	Wendy Halpern, Genentech

	
	Roundtable Discussion



	12:00-1:00 PM

	Lunch

	1:00-3:00 PM
	Hot Topics in Immunogenicity Assessment for Biologic Development 

	Rafael Ponce, Amgen
Marque Todd, Pfizer

	
	Establishing Relationships Between Anti-drug Immune Complexes and Observed Pathology

	

	
	Tolerance Induction
	Rafael Ponce, Amgen


	
	Technology Update
	Dan Mytych, Amgen

Shawn Heidel, Lilly


	
	Group Discussion/Roundtable



	3:00-3:30 PM
	Break


	3:30-5:30 PM
	Cytokine Release Safety Assessment - State of the Science, In vitro and In vivo Assay Systems and Clinical Predictivity 

	Christine Grimaldi, Boehringher Ingelheim


	
	State of the Science and Classes of Biotherapeutic Agents When Cytokine Assessments are Warranted, Predicative Value

	Vladmir Vexler, Roche

	
	Assessing Donor Variability in Human Whole Blood for In Vitro Cytokine Release Assays

	Pia Kasperkovitz , Alnylam


	
	Models for Assessing Monoclonal Antibody-Induced Cytokine Release: Case Examples

	Tony Arulandam, Regeneron



	
	Case Study

	

	6:00-7:30 PM
	Reception: Hosted by Charles River 
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	Wednesday, April 18th


	
	Breakfast and Registration


	8:00-10:00 AM
	PK-PD approaches to Support Safe Entry to the Clinic 

	Jennifer Sims, Novartis

	
	Examples of Predictive and Non-predictive Translation for Human Exposure-response in FIH Studies

	Lorin Roskos

	
	Use of In Vitro Data in Human Systems and Preclinical PK for Allometric Scaling is Sufficient to Support Safe Entry to FIH Studies

	

	
	Use of In Vitro Data as Above is not Sufficient to Support Safe Entry to FIH Studies 
	Jim Green, Boehringher Ingelheim

	
	Panel Discussion
	Jennifer Sims, Novartis

Mark Rogge, BiogenIdec



	10:00-10:30 AM
	Break



	10:30-12:00 PM
	PK/PD Committee: Possible Topics – Tissues Distribution, Placental Transfer, Comparability 

	Ivan Nestorov, BiogenIdec

	
	Introduction / Overview of the PK-EWG Activities

	Ivan Nestorov, BiogenIdec

	
	Results of the Comparability Survey
	Susan Hurst, Pfizer



	
	Results from the Placental Transfer Survey
	Chris Bowman, Pfizer



	12:00-12:30 PM
	Closing Remarks and Adjourn
	Maggie Dempster, GlaxoSmithKline



