





May 23, 2002

Linda A. Smallwood, Ph.D

Center for Biologics Evaluation Research (CBER)

Food and Drug Administration

Center for Biologics Evaluation and Research

Division of Blood Products, HFM-302

Woodmont Office Center, Suite 400 North

1401 Rockville Pike

Rockville, MD  20852

Dear Dr. Smallwood,

I understand that on June 14, 2002, the CBER Blood Products Advisory Committee will be considering the need for labeling regarding the potential for bleeding when hetastarch products are used in cardiac surgery. I represent the Society for the Advancement of Blood Management. As presented in the attached, SABM has been working with the US military to develop recommendations for fluid resuscitation strategies. Hetastarch products, in particular Hextend, play a key role in those recommendations. I would greatly appreciate you providing the attached information to the Committee members for their consideration.

Yours truly, 

Aryeh Shander, MD

Executive Director

Society for the Advancement of Blood

Management (SABM)

