3 VERMONT Health Advi
& T N ¥ AJANLYANAL W A ea Vlsory
DEPARTMENT OF HEALTH November 6, 2009

2009-2010 Influenza Season Update #9
Recommendations for Use of Antiviral Medications
Extended Use Authorization for Peramivir
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From:  Wendy Davis, MD, Commissioner
— Please Distribute Widely —
On October 19, 2009, the Centers for Disease Control & Prevention (CDC) updated their guidance for
early empiric antiviral treatment in people with suspected influenza who are at increased risk of

developing severe complications.

The 2009 HIN1 influenza virus continues to be the dominant virus in circulation in the U.S, and in
Vermont: http://www.healthvermont.gov/prevent/flu/flusurveillance.aspx#lab.

Recommendations for Use of Antiviral Medications

CDC’s recommendations were updated to provide additional guidance for clinicians in prescribing
antiviral medications for treatment and prevention of influenza during the 2009-2010 season. In general,
the priority use of antiviral medications during this season continues to be in people who are hospitalized
with influenza and those at increased risk of influenza-related complications, as outlined in the
recommendations last updated on Septempter 22, 2009. This document has been updated to:

1. Clarify treatment and chemoprophylaxis considerations for persons vaccinated with the 2009
H1N1 and seasonal influenza vaccines.

2. Include women up to 2 weeks postpartum at higher risk for complications from 2009 HIN1
influenza.

3. Provide additional oseltamivir dosing instructions for children younger than 1 year of age.

4. Review adverse events and contraindications associated with oseltamivir and zanamivir.

This document should be considered interim, and will be updated as needed.

When treatment of influenza is indicated in a patient with suspected influenza, health care providers
should initiate empiric antiviral treatment as soon as possible. Waiting for laboratory confirmation of
influenza to begin treatment with antiviral drugs is not necessary. Patients with a negative rapid influenza
diagnostic test should be considered for treatment if clinically indicated because a negative rapid
influenza test result does not rule out influenza virus infection. The sensitivity of rapid influenza
diagnostic tests for 2009 HIN1 virus can range from 10% to 70%, indicating that false negative results
occur frequently.



Treatment, when indicated, should be started as early as possible because the benefits are greatest when
started within the first 2 days of illness. However, some studies of hospitalized patients with seasonal and
2009 H1INL1 influenza have suggested benefit of antiviral treatment even when treatment was started more
than 48 hours after illness onset.

All hospitalized patients with suspected or confirmed 2009 H1N1 should receive antiviral treatment with
a neuraminidase inhibitor — either oseltamivir or zanamivir — as early as possible after illness onset.

Who should have priority for treatment with influenza antiviral drugs?

Early empiric treatment with oseltamivir or zanamivir is recommended for anyone with suspected or
confirmed influenza that requires hospitalization. Prompt empiric outpatient antiviral therapy is also
recommended for people with suspected influenza who have symptoms of lower respiratory tract illness
or clinical deterioration, regardless of previous health or age. Early empiric treatment should be
considered for anyone at higher risk for complications — even if not hospitalized — including:

Children younger than 2 years
Adults 65 years and older
Pregnant women and women up to 2 weeks postpartum (including following pregnancy loss)
People of any age with certain chronic medical or immunosuppressive conditions:
v" Chronic pulmonary, cardiovascular, renal, hepatic, hematological, or metabolic disorders
v" Disorders that compromise respiratory function or increase risk for aspiration
v Immunosuppression
v Anyone younger than 19 who is on long-term aspirin therapy

Clinical judgment should guide antiviral treatment decisions for ill people who are not at higher risk for
complications from influenza.
CDC'’s guidance for clinicians: http://www.cdc.gov/HIN1flu/recommendations.htm

Extended Use Authorization for Peramivir

The Food & Drug Administration (FDA) has issued an Extended Use Authorization (EUA) for the
unapproved drug peramivir to be used in certain hospitalized adult and pediatric patients to treat 2009
H1N1 influenza. Peramivir is still in Phase 3 clinical trials, but data on efficacy and safety were deemed
sufficient by FDA for the EUA. Authorized Emergency Use of peramivir may be sought by contacting
CDC directly and must be consistent with each of the terms of the EUA. For more information see:
www.cdc.gov/h1nlflu/eua/peramivir.htm

Key points from FDA’s Extended Use Authorization:

e Peramivir 1V is authorized for hospitalized patients for whom therapy with an IV agent is
clinically appropriate, based upon one or more of the following reasons:
patient not responding to either oral or inhaled antiviral therapy, or
drug delivery by a route other than IV (e.g. enteral oseltamivir or inhaled zanamivir) is not
expected to be dependable or is not feasible.
Peramivir may be used in adults if the clinician judges IV therapy is appropriate due to other
circumstances.


http://www.cdc.gov/H1N1flu/recommendations.htm
http://www.cdc.gov/h1n1flu/eua/peramivir.htm

e Providers who access peramivir through the EUA are licensed clinicians or consultants
skilled in the diagnosis and management of patients with potentially life-threatening illness
and the ability to recognize and manage medication-related adverse events. Commonly
reported adverse events in clinical trials include diarrhea, nausea, vomiting, and neutropenia.
Other events may become apparent with wider use.

e The prescribing health care provider and/or their designee is/are responsible for mandatory
FDA MedWatch reporting of all medication errors and selected adverse events occurring
during Peramivir IV treatment within seven calendar days from the onset of the event

The EUA documentation contains other important use and documentation requirements, including dosing
for pediatric patients.

To seek access to peramivir or for more information, see: www.cdc.gov/h1niflu/eua/peramivir.htm




