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FDA NEWS RELEASE

For Immediate Release: Jan. 16, 2013
Media Inquiries: Rita Chappelle, 301-796-4672,
Consumer Inquiries: 888-INFO-FDA,

FDA approves new seasonal influenza vaccine made using novel technology

“This approval represents a technological advance in the manufacturing of an
influenza vaccine,” said Karen Midthun, M.D., director of the FDA's Center for
Biologics Evaluation and Research. “The new technology offers the potential for
faster start-up of the vaccine manufacturing process in the event of a pandemic,
because it is not dependent on an egg supply or on availability of the influenza

virus.”

HFT http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm335891.htm

Ehe New JJork Times
Rapidly Produced Flu Vaccine Wins F.D.A. Approval

HAT  http://www.nytimes.com/2013/01/17/business/flublok-a-flu-vaccine-wins-fda-approval.html?_r=0

2013/2/14 Copyright © UMN Pharma Inc. 2004-2013
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m Consumer Health Information
A www.fda.gov/consumer

Similar technology, Weir noted, has
been used successfully before in other
licensed vaccines, such as the vaccines
used to prevent cervical cancer. Find-
ing a safe and effective way to use the
technology to prevent influenza “rep-
resents a breakthrough,” said Weir. “It
provides another important option
to fight a disease associated with the
deaths of thousands in the United
States every year.” %

H Ffr : FDA Consumer Health Information. Jan. 2013
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FOR IMMEDIATE RELEASE

Thursday, January 17, 2013

Statement from Assistant Secretary Nicole Lurie on FDA approval of new
influenza vaccine manufactured with novel technology

Our nation has reached a landmark in influenza vaccine history with the U.S.

Food and Drug Administration's
approval<http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm335891
.htm> of a new seasonal flu vaccine, called Flublok, made with novel
technology. This method uses recombinant DNA and a modified baculovirus (a
virus that infects insects) to produce a safe and effective human flu
vaccine. The approval yesterday of the new vaccine produced with this modern
technology stands as one of the most significant improvements in flu vaccine
technology in the past 50 years. I am honored that such a remarkable
advancement came through a public-private partnership between ASPR's

Biomedical Advanced Research and Development Authority and Protein Sciences

Corporation.
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