
Zanamivir Aqueous Solution For The Treatment of Serious Influenza Illness 

Zanamivir aqueous solution is not an approved product.  It is currently under 
investigation in clinical trials and is available globally on a compassionate use basis for 
the treatment of serious influenza illness.  The Zanamivir aqueous solution formulation 
can be administered intravenously or by nebulization (WARNING: the zanamivir lactose 
powder formulation contained in the approved RELENZA DISKHALER® device cannot 
be nebulized as the lactose can cause clumping and obstruction of plastic tubing; only 
the aqueous solution of zanamivir can be safely nebulized). 

There are currently two ways to obtain Zanamivir aqueous solution; enrollment in a 
clinical trial at a participating clinical trial site or through a compassionate use request 
made to GlaxoSmithKline (GSK) along with FDA approval. 

GSK Sponsored Clinical Trials (NAI113678 and NAI114373) 

For information about potential enrollment in an ongoing Zanamivir aqueous solution 
clinical trial, see: 

NAI113678 (Pediatric Clinical Trial) - ClinicalTrials.gov Identifier: NCT01014988 

NAI114373 (Adult Clinical Trial) - ClinicalTrials.gov Identifier: NCT01231620 

Zanamivir Aqueous Solution for Compassionate Use 

Compassionate Use may be considered for hospitalized influenza patients who meet 
the following criteria: not responding to either oral or inhaled approved antiviral 
medicinal products OR drug delivery by a route other than IV (e.g., oral oseltamivir or 
inhaled zanamivir) is not expected to be dependable or appropriate OR patients infected 
with documented influenza virus resistant to other antiviral agents and not suitable for 
therapy with inhaled zanamivir. 

To request Zanamivir aqueous solution for compassionate use, the requesting clinician 
should first contact the GSK Clinical Support Help Desk at: 

Phone: 1-877-626-8019 or 1-866-341-9160 

Email: gskclinicalsupportHD@gsk.com 

Availability is 7 days a week, 24 hours/day, including holidays 

The GSK Clinical Support Help Desk will provide information and instructions on 
obtaining Zanamivir aqueous solution (i.e., EIND process), assess eligibility for clinical 
trials, and provide the Request for Patient Information Form that needs to be completed 
for FDA review and approval. 

FDA Contact Information 

During normal business hours (8:00 AM - 4:30 PM Eastern Standard Time), please call 
DAVP at 301-796-1500 or email DAVPEINDREQUEST@fda.hhs.gov. 

After normal business hours (weekdays after 4:30 PM or before 8:00 AM Eastern 
Standard Time; weekends or holidays), please call the FDA Emergency Coordinator at 
1-866-300-4374 or 301-796-8240 or the CDER Emergency Coordinator at 301-796-
9900. 
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