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monday, June 24
	8:45 
	Opening Remarks 
	Francis Collins, NIH Director – introduced by Paul Sieving , NEI Director

	9:00 
	Welcome
	Paul Sieving , NEI Director

	9:15 
	Cell therapy and gene engineering efforts in the eye
	Mahendra Rao, NIH CRM Director

	9:45 
	Characterization of Cell-based Products
	Malcolm Moos Jr., M.D., Ph.D., Medical Officer, FDA Center for Biologics Evaluation and Research

	10:15 
	NEI iPSC-based clinical efforts
	Kapil Bharti, Investigator, NEI

	10:30 
	Licensing rights
	Alan Hubbs and Suri Vepa , NIH OTT

Mahendra Rao, Moderator

	10:45 
	Break
	

	11:10 
	Session 1: Tissue Sourcing
	Barbara Karp, Chair

	
	Biospecimen Donation, iPSCs, and Informed Consent: Anticipating Future Therapeutic Applications
	Sara Hull, Director, NHGRI Bioethics Core

	
	
	

	12:30 
	Lunch on your own (Building 31 Cafeteria)
	

	1:15 
	Session 2: GMP Manufacturing
	David Stroncek, Chair

	
	Regulatory aspects of GMP manufacturing
	Jiwen Zhang, Director Regulatory Affairs, GE

	
	Regulation of regenerative medicine products
	Toshio Miyata, Deputy Director

Evaluation and Licensing Division, Pharmaceutical and Food Safety Bureau

MHLW (Japanese Ministry of Health, Labour and Welfare)

	2:45 
	Break
	

	3:00 
	Session 3: Preclinical Animal Models
	Ellen Feigal/Brian Brooks, Co-Chairs

	
	Preclinical Considerations for Stem Cell Therapy
	Joyce L. Frey-Vasconcells, Former FDA, Frey-Vasconcells Consulting

	
	Tuesday, June 25
	

	9:00 
	Summary of day 1 and charge for day 2
	Sheldon Miller

	9:15 
	Session 4: From Animal Models to Clinical Trials
	Paul Sieving, Chair

	
	Autologous retinal pigment epithelium and choroid transplantation: a long-term functioning tissue graft


	Jan van Meurs, Professor
Rotterdam University Eye Hospital,

	
	Overcoming Immune Response to Transplants
	Christene Huang, Harvard Medical School


	11:30 
	Closing remarks 
	Paul Sieving, Director, NEI


