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lood safety is a global public health priority but infection risk varies greatly around the

world. The availability of resources to support blood safety measures and the epidemiology
of blood-borne diseases have a major impact on blood safety. In the United States, there are
over 3000 blood establishments that collect and test approximately 15 million units of blood for
transfusion per year. The Food and Drug Administration (FDA) is responsible for regulating
blood safety in the United States and regulates blood donor screening assays and establishments
through defined regulatory processes and policies. Blood establishments use a number of
processes to establish and maintain blood safety. These measures include a) selection of low risk
populations, b) careful screening and questioning of donors, ¢) laboratory testing of donations,
d) maintenance of records and e) quarantine of untested and reactive donations.

Blood donor screening assays include tests for infection with hepatitis B and C viruses
(HBV and HCV), HIV-1 and HIV-2, HTLV-1 and HTLV-2, West Nile Virus (WNV), T. cruzi
and syphilis. Different types of assays are used in the screening of these agents, such as serology
tests and nucleic acid (NAT) based assays. FDA regulates blood donor screening assays through
Investigational New Drug Applications (IND) and Biologics License Applications (BLA).
Several licensed serological and NAT tests are available for blood donor screening. Some critical
factors that are considered for licensing of these assays will be discussed in this presentation.
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