FDA Record No. 225-08-8002

Memorandum of Understanding
Between
The Division of Select Agents and Toxins
Centers for Disease Control and Prevention
~ And
Food and Drug Administration

PURPOSE

The purposc of this Memorandum of Understanding (MOU) is to establish a procedure to allow
the Division of Select Agcms and Toxins (DSAT), Centers for Disease Control and Prevention
{CDC) to confirm that the Food and Drug Administration (FDA) has accepted or approved,
under the authority of the Food, Drug, and Cosmetics Act (21 U.S.C. 301 ez, seq.), an
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con A Drug file (INAD) or an Inv&enganonal Dcwcc Exempuon apphca’uon (IDE) for a
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The terms “select agent or toxin” and “entity” have the same meaning as defined in 42 CFR.
 part 73.
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or contains a select agent or toxin is being used in a clinical investigation that has been
authorized under the Federal Food, Drug and Cosmetic Act. This information will aid the DSAT
in determining whether to approve an exemption of an investigational product that is, bears, or
contains a select agent or toxin from the requirements of Part 73. The Select Agent regulations
require that the DSAT make a determination regarding an application for an exemption within 14
calendar days after receipt,

The DSAT agrees to:

1. Designate in writing to FDA the name and contact information of the DSAT
representative who will be r&sponsxble for: requeeung confitmation of FDA:
‘acceptance or approval of an IND, INAD; or IDE for-an investigational product

co ., ;v thatis, bears, or contams a sclect agent or toxm being used in a chmcal .
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existence of an IND INAD or IDE ‘that: asa condl' ! 1 of o1 idering L‘he '
sponsor’s exemiption request; the DSAT.is going to conﬁnn with FDA the
existence and status of such IND, INAD or IDE;
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xemphon under the Select Agent
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5. Certify that the DSAT will use the information to be provided by FDA only for
the purpose of determining whether to approve a request for exemption of the
investigational product that is, bears, or contains a select agent or toxin from the
requirements of 42 C.F.R. part 73, and that the DSAT will not furthex disclose the
records or information without the writteri permission of the FDA; unlﬁs :
otherwise authorized by the sponsor.

FDA agrees to:
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EFFECTIVE DATE

This MOU is effective as of the date when it has been signed by both parties; and may be
amended at any time by mutual agreement of the DSAT CDC and FDA. - A]1 mnendinents must -
be in writing and signed by the parties.

Robbin Weyant, PhD, (
Director, Division of Select Agents and: Toxins
Centers for Disease Control and Prevention

Food and' Drug Admmlstratlon




