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America's Blood Centers, or ABC, is an association of78 not-for-profit, community-based blood

centers that collect nearly half of the US blood supply from volunteer donors. ABC thanks

FDA's Center for Biologics Evaluation and Research for the opportunity to make public

comments before the FDA Science Advisory Board.

We want to emphasize the critical need for scientific research to support the development of new

knowledge and technologies that will result in increased blood availability blood and transfusion

safety. What is urgently needed are major changes in FDA's processes and infrastructure and a

focus on the path ahead.

We believe that CBER, the center that regulates blood and blood products needs to enhance

substantially the necessary infrastructure for basic research and evaluation of currently- licensed

blood components.

We have confronted in recent years a number of incidents that raised serious safety concerns and

threatened the availability of blood and components to patients in need. Examples were the

discovery of white particular matter (WPM) in red cells, and the appearance of hemolysis in a

large number of red blood cell units subjected to filtration for leukoreduction using filters from

one particular manufacturer. What became evident in the investigation of these incidents is that

CBER lacks the infra-structure for basic research and evaluation of currently used blood

components. They had to rely on the industry and on device manufacturers to generate the data

required for science based decision making.




