
è¬¸ ß²²«¿´ Í±³¿¬·½ Ý»´´ Ì¸»®¿°§  

Í§³°±­·«³ îððè Ð®±¹®¿³

Optional Introductory Program for delegates new to the field. $50 Fee Required.

7:00 - 5:00pm Î»¹·­¬®¿¬·±² Crystal Ballroom Foyer

8:00 - 9:00am Þ®»¿µº¿­¬ Crystal Ballroom Foyer

9:00 - 9:05am

É»´½±³» Crystal Ballroom

Director, Cell and Tissue Therapies, Blood Systems 
Research Institute, Adjunct Professor of Laboratory Medicine, University of 
California, San Francisco

9:05 - 10:30am

×²¬®±¼«½¬·±² ¬± ¬¸» Î»¹«´¿¬·±² ±º Ý»´´«´¿® Ì¸»®¿°·»­  
Crystal Ballroom

Ý¸¿·®æ Ô§²² Ñ�Ü±²²»´´ô Ð¸Ü Director, Cell Therapy Laboratory, James Cancer 
Hospital & Research Institute, Ohio State University 

OCTGT, CBER, FDA

10:30 - 11:30am 

×²¬®±¼«½¬·±² ¬± ×ÒÜ Ð®»°¿®¿¬·±² Crystal Ballroom

×ÒÜ Ñª»®ª·»©æ 

Ü¿®·² É»¾»®ô Ð¸Ü Senior Consultant, Biologics Consulting Group, Inc 

Manager, Cell Therapy & Development Laboratory, 
Johns Hopkins Medicine

Regular Program

11:50 - 12:50pm

Ý±®°±®¿¬» Í°±²­±®»¼ Ô«²½¸ Í»­­·±²

Ý»´´¹»²·¨ô ßÚÝô Ì»®«³± Crystal Ballroom

Three talks aimed at describing current developments in sterile closed system cell 
processing, validation procedures, and related clinical experience.  
Lunch available in the Crystal Ballroom Foyer

1:00 - 1:10pm

É»´½±³» Crystal Ballroom 

Director, Cell and Tissue Therapies, Blood Systems 
Research Institute, Adjunct Professor of Laboratory Medicine, University of 
California, San Francisco



1:10 – 2:40pm

ÚÜß Ë°¼¿¬» ú Ñª»®ª·»©­ Crystal Ballroom

Director, OCTGT, CBER, FDA

Ý¸¿´´»²¹»­ ±º Ð®±¼«½¬ Ü»ª»´±°³»²¬ 

Ü¿®·² É»¾»®ô Ð¸Ü Senior Consultant, Biologics Consulting Group

ß°°®±¿½¸»­ ¬± Î·­µ ß­­»­­³»²¬ º±® Ý»´´«´¿® Ì¸»®¿°·»­ 

Þ®·¿² Ú´§²² Quality Manager, Genzyme Biosurgery

2:40 – 3:30pm

Crystal Ballroom

Ý¸¿·®æ Þ®«½» Ô»ª·²»ô Ð¸Ü Director, Clinical Cell &Vaccine Production Facility, 
University of Pennsylvania

ÚÜß Ð»®­°»½¬·ª» 

Í¬»ª»² Ñ¸ô Ð¸Ü OCTGT, CBER, FDA 

Ú±«¿¼ ß¬±«º Ð¸Ü Scientist, Biologics and Biotechnology, U.S. Pharmacopeia

Senior Director, Quality Compliance  
Genzyme Biosurgery 

3:30 – 4:00pm Þ®»¿µ ú Û¨¸·¾·¬­ Crystal Ballroom Foyer

4:00 – 5:00pm

Crystal Ballroom

Ð¿²»´ Ð®»­»²¬¿¬·±²­ ú Ü·­½«­­·±²æ

Senior Regulatory Affairs Officer, Office of Regulatory 
Affairs, NIAID, NIH 

5:00 – 6:10pm

Ý¸¿´´»²¹»­ ±º ×²¬»®²¿¬·±²¿´ Í¬«¼·»­ º®±³ ¬¸» Î»¹«´¿¬±®§ ¿²¼ 

Þ«­·²»­­ Ð»®­°»½¬·ª»­ Crystal Ballroom

Ý¸¿·®æ Ô»» Þ«½µ´»®ô ÞÛ¼ô ÔÔÞ Business Development, Progenitor Cell Therapy, LLC

Ð¿²»´ Ð®»­»²¬¿¬·±²­ ú Ü·­½«­­·±²æ

Ý¸®·­¬±°¸»® Þ®¿ª»®§ô Ð¸Ü Director of Regulatory Affairs (UK), ERA Consulting

 Vice President Medical Affairs, Aastrom Biosciences, Inc

Õ»´´§ Ù¿²¶»· Toucan Capital Corp.

6:30 – 7:30pm É»´½±³» Î»½»°¬·±² Ý®§­¬¿´ Þ¿´´®±±³ Ú±§»®



Ì«»­¼¿§ô Í»°¬»³¾»® îíô îððè

7:00 – 4:00pm Î»¹·­¬®¿¬·±² Crystal Ballroom Foyer

7:40 – 8:40am

Ý±®°±®¿¬» Í°±²­±®»¼ Þ®»¿µº¿­¬ Í»­­·±²­

ËÍÐ Old Georgetown

Developing Standards for Cell and Gene 
Therapy Products  
Biologics and Biotechnology at the 
United States Pharmacopeia (USP). 
Breakfast available in the Old  
Georgetown Foyer

×²ª·¬®±¹»² Cabinet/Judiciary

Preparing for commercialization: Case 
studies in productivity enhancement 
and risk mitigation for cell therapy 
manufacturing.  
Breakfast available in the  
Cabinet/Judiciary Foyer

8:55 – 9:00am ×²¬®±¼«½¬·±² Crystal Ballroom

9:00 – 10:30am

Ò±ª»´ Ì¸»®¿°·»­ ú Û²¿¾´·²¹ Ì»½¸²±´±¹·»­ Crystal Ballroom

Ý¸¿·®æ Í¸»´´§ Ø»·³º»´¼ô Ð¸Ü Director, Cellular Therapy Laboratory & cGMP Cell 
Processing Facility, Fred Hutchinson Cancer Research Center

×®±² Ô¿¾»´·²¹ ±º ÝÜïííõ Ý»´´­ 

Chief, Laboratory of Diagnostic Radiology Research,  
Clinical Center, NIH

ß¼·°±­»óÜ»®·ª»¼ Í¬»³ Ý»´´­ º±® Ð»®·°¸»®¿´ Ê¿­½«´¿® Ü·­»¿­»  

Director, Indiana Center for Vascular Biology & 
Medicine, Indiana University 

Ý»´´ Í±®¬·²¹ º±® Ý»´´«´¿® Ì¸»®¿°»«¬·½­ 

ß²¼®»© Þ¿´¾»®ô Ð¸Ü Chief Scientific Officer, Aldagen

10:30 - 11:00am Þ®»¿µ ú Û¨¸·¾·¬­ Crystal Ballroom Foyer

11:00 – 12:30pm

Ò±ª»´ Ì¸»®¿°·»­ Crystal Ballroom

Medical Director, Clinical Cell Therapy Lab, 
University of Minnesota Medical Center

Associate Professor of Medicine and Pathology, Case 
Western Reserve University, Cleveland Cord Blood Center

Î±² Ö¿²µ±©­µ·ô Ð¸Ü Director, Research & Product Development, Cook MyoSite, Inc.

Î»¬·²¿´ Ð®±¹»²·¬±® Ý»´´­
Ö±²¿¬¸¿² Ü·²­³±®»ô Ð¸Ü Senior Vice President and General Manager, Advanced 
Cell Technology & Mytogen, Inc.



12:40 – 2:00pm

Ô«²½¸ ú Ð®»­»²¬¿¬·±²­

 Hospira, Inc.

ÝÌ Ô¿¾±®¿¬±®·»­ � Ø±© ¬± ¹»¬ ¬¸» Î»·³¾«®­»³»²¬ Ç±« Ü»­»®ª»

Director, Cell Processing Laboratory, MD Anderson Cancer Center 
Lunch available in the Crystal Ballroom Foyer

2:00 – 3:30pm

Ý¸¿´´»²¹»­ º±® Ó¿²«º¿½¬«®·²¹ô Í¸·°°·²¹ô  

¿²¼ Ñ²ó­·¬» Ð®»°¿®¿¬·±² ±º ÝÌ Ð®±¼«½¬­  

Crystal Ballroom

Ý¸¿·®æ Ý¿®±´§² Õ»»ª»®óÌ¿§´±®ô Ð¸Ü Director, BMT Processing Laboratories, 
Medical College of Wisconsin

Ð¿²»´ Ð®»­»²¬¿¬·±²­ ú Ü·­½«­­·±²æ

University of Minnesota Medical Center

Î±¾»®¬ Ð®»¬·ô Ð¸Ü President & CSO, Progenitor Cell Therapy, LLC

Ö»®®±¼ Ü»²¸¿³ Senior Manager, Manufacturing Sciences, Geron Corporation

Þ®·¿² Ú´§²² Quality Manager, Genzyme Biosurgery

3:30 – 4:00pm Þ®»¿µ ú Û¨¸·¾·¬­ Crystal Ballroom Foyer

4:00 – 5:30pm

ËÍ Ù±ª»®²³»²¬ Ú«²¼·²¹ ±º Ý»´´«´¿® Ì¸»®¿°·»­  

Crystal Ballroom

Ý¸¿·®æ Ô·¿²¿ Ø¿®ª¿¬¸ô Ð¸Ü NHLBI, NIH

Ð¿²»´ Ð®»­»²¬¿¬·±²­ ú Ü·­½«­­·±²æ

NHLBI, NIH

National Center for Research Resources, NIH

National Institute of Standards and Technology

Î±¾»®¬ Þ¿·¬¬§ Health Resources and Services Administration

Ü¿ª·¼ Þ¿¼³¿²ô Ð¸Ü RAID Program, NIH

 

É»¼²»­¼¿§ô Í»°¬»³¾»® îìô îððè

7:00 – 12:00pm Î»¹·­¬®¿¬·±² Crystal Ballroom Foyer

7:15 – 8:15 am Þ®»¿µº¿­¬ Crystal Ballroom Foyer

8:20 – 8:30am ×²¬®±¼«½¬·±² Crystal Ballroom



8:30 – 10:00am

Ó¿²«º¿½¬«®·²¹ Ý¸¿´´»²¹»­æ Ñ°»®¿¬·±²¿´ ×­­«»­  

ú Î»°±®¬­ ¬± ¬¸» ÚÜß Crystal Ballroom

Ð¿²»´ Ð®»­»²¬¿¬·±²­ ú Ü·­½«­­·±²æ

Ì¸±³¿­ Ú·²²ô Ð¸Ü OCTGT, CBER, FDA

Õ¿¬·» Ú¿®·¿ Director, Process Development, Organogenesis Inc. 

 Senior Director, Quality Compliance, 
Genzyme Biosurgery  

10:00 – 10:30am Þ®»¿µ Crystal Ballroom Foyer

10:30 – 12:00pm

Ð®±¼«½¬ Ò±³»²½´¿¬«®» Crystal Ballroom

Director, Cell Processing Laboratory,  
MD Anderson Cancer Center

Õ·³¾»®´§ Þ»²¬±²ô Ð¸Ü Deputy Director, Division of Cellular & Gene Therapies, 
OCTGT, CBER, FDA

Ô·´·¿ Þ· OCTGT, CBER, FDA

Ü¿®·² É»¾»®ô Ð¸Ü Senior Consultant, Biologics Consulting Group, Inc 

Ú®¿² Î¿¾»ô Manager of Quality Assurance, University of Minnesota

ÝÑóÝØß×ÎÍæ

Û´·¦ University of California, San Francisco 

Ö¿²·½» Johns Hopkins Medicine

ÑÎÙßÒ×Æ×ÒÙ ÝÑÓÓ×ÌÌÛÛ ÓÛÓÞÛÎÍæ

Õ·³¾»®´§ Þ»²¬±²ô Ð¸Ü OCTGT, CBER, FDA

Ô»» Þ«½µ´»®ô ÞÛ¼ô ÔÔÞô Progenitor Cell Therapy, LLC

Ô·¿²¿ Ø¿®ª¿¬¸ô Ð¸Üô NHLBI, NIH

Í¸»´´§ Ø»·³º»´¼ô Ð¸Üô Fred Hutchinson Cancer Research Center

Ý¿®±´§² Õ»»ª»®óÌ¿§´±®ô Ð¸Üô Medical College of Wisconsin

Case Western Reserve University

Þ®«½» Ô»ª·²»ô Ð¸Üô University of Pennsylvania

MD Anderson Cancer Center

University of Minnesota Medical Center

Ô§²² Ñ�Ü±²²»´´ô Ð¸Üô Ohio State University


