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g DEPARTMENT OF HEALTH AND HUMAN SERVICES

f ot HTALy,

Food and Drug Administration
Silver Spring, MD 20993

October 23, 2009

Thomas R. Frieden, MD, MPH

Director

Centers for Disease Control and Prevention
1600 Clifton Rd, MS D-14

Atlanta, GA 30333

Dear Dr. Frieden:

This letter is in response to your request that the Food and Drug Administration (FDA) issue an
Emergency Use Authorization (EUA) for the emergency use of the unapproved drug peramivir
administered intravenously for treatment of 2009 HINT1 influenza virus (hereafter <2009 HIN1")
in certain adult and pediatric patients, pursuant to section 564 of the Federal Food, Drug, and
Cosmetic Act (the Act) (21 U.S.C. § 360bbb-3).

On April 26, 2009, pursuant to section 564(b)(1)(C) of the Act (21 U.S.C. § 360bbb-3(b)(1)(C)),
the then Acting Secretary of the Department of Health and Human Services (HHS) determined
that a public health emergency exists involving Swine Influenza A (now referred to as “2009
HIN1”) that affects or has significant potential to affect national security. The Secretary has
renewed the determination. Pursuant to section 564(b) of the Act (21 U.S.C. § 360bbb-3(b)), and
on the basis of such determination, the Secretary of HHS declared an emergency justifying the
authorization of the emergency use of the antiviral peramivir, accompanied by emergency use
information, subject to the terms of any authorization issued under section 564(a) of the Act (21
U.S.C. § 360bbb-3(a)).

Having consulted with the Centers for Disease Control and Prevention (CDC) and the National
Institutes of Health (NIH), and having concluded that the criteria for issuance of this
authorization under section 564(c) of the Act (21 U.S.C. § 360bbb-3(b)) are met, I am
authorizing the emergency use of peramivir' administered intravenously for treatment of 2009
HINTI in certain adult and pediatric patients, subject to the terms of this authorization.

I. Criteria for Issuance of Authorization

I have concluded that the emergency use of peramivir administered intravenously for treatment
of 2009 HINI in certain adult and pediatric patients meets the criteria for issuance of an
authorization under section 564(c) of the Act, because I have concluded that:

(1) 2009 HINT can cause influenza, a serious or life-threatening disease or condition;

" FDA is authorizing the emergency use of peramivir administered intravenously for treatment of 2009 HINI in
certain adult and pediatric patients as described in the scope section of this letter (Section II of this letter). For ease
of reference, this letter of authorization will also use the term *authorized peramivir.”


























