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FDA Panel:

BY ELIZABETH MECHCATIE

FROM A MEETING OF THE FOOD AND
DRUG ADMINISTRATION’S VACCINES AND
RELATED BIOLOGICAL PRODUCTS
ADVISORY COMMITTEE

BETHESDA, MD. — The influenza
vaccine for the 2011-2012 influenza season
in the United States should include the
same three strains that are in the current
vaccine, a Food and Drug Administration
Advisory Panel recommended.

The panel voted to recommend that
the strains in the Northern Hemisphere
2010-2011 seasonal influenza vaccine —an
A/California/7/2009 (H1N1)-like virus,
an A/Perth/16/2009 (H3N2)-like virus,
and a B/Brisbane/60/2008-like virus —
compose the upcoming vaccine.

This is a preliminary recommenda-
tion that will be approved by the FDA in
time for vaccine manufacturers to be
able to produce an adequate supply for
next season. The vaccines panel meets at
this time annually to make preliminary
recommendations on the components of
the trivalent vaccine for the forthcoming
influenza season. It considers presenta-

Recently characterized strains
appear to be well matched to
components in the current
seasonal vaccine. Recently
circulating viruses remain
susceptible to neuraminidases.

tions on the latest influenza surveillance,
and epidemiology data; antigenic char-
acteristics of recent virus isolates; sero-
logic responses to current vaccines; and
availability of candidate vaccine strains
and reagents.

Influenza A(H3N2), A(H1N1), and B
strains continue to circulate in the Unit-
ed States and globally, and recently char-
acterized strains appear to be well
matched to the components in the cur-
rent seasonal vaccine, Dr. Lisa
Grohskopf, a medical officer in the
influenza division at the Centers for
Disease Control and Prevention, Atlanta,
said at the meeting. The HIN1 virusis a
pandemic 2009 H1N1 virus and is the
same vaccine virus as was used in the
2009 H1N1 monovalent vaccine.

Recently circulating viruses remain sus-
ceptible to neuraminidases, and in recent
weeks, influenza activity has remained
high, she said. An increase in the propor-
tion of influenza A viruses identified as
A(H1N1) have been identified since the
beginning of the U.S. season. Of the
viruses that have been tested at the CDC
since Oct. 1, 2011, 13% have been
influenza A(HIN1), 54% have been
A(H3N2), and 33% have been influenza B.

The panel voted 15-0, with 1 absten-
tion, in support of the HIN1 strain; the
votes in favor of retaining the other two
strains were unanimous. However, pan-
elists expressed some concern about the
B component, a B/Victoria lineage
strain, because of the possibility that a

Same Flu Vaccine Strains Next Year

B/Yamagata lineage strain could become
an issue. As in past meetings, panelists
observed that having a quadrivalent in-
fluenza vaccine, with both a B/ Victoria
and B/Yamagata component, would ad-
dress these concerns. Although influen-
za vaccine manufacturers are conducting
clinical studies of quadrivalent influenza
vaccine, none would be ready for the
next season, according to speakers at
the meeting. One option discussed was
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to produce a monovalent vaccine to be
used if needed to vaccinate susceptible
groups, including children.

An industry representative who spoke
at the meeting, Samson Lee, Ph.D., of
Sanofi-Pasteur, said that there has been
a significant increase in influenza
immunization rates among different age
groups during the current season, com-
pared with last year: increases of about
18% in the pediatric population, 24% in

adults, and 14% in the population aged
65 and older.

To date, 35 pediatric influenza-associ-
ated deaths have been reported in the
United States this season, including 13
reportedly due to influenza B, 9 due to
A(H3N2), and 7 due to A(HINI).
Subtypying was not performed for the
remaining six cases, Dr. Grohskopf said.

Panel members reported having no
relevant financial disclosures. [ |
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Use as directed.

Relief you can trust

For more clinical information on Advil®, explore our new Web site dedicated to
healthcare professionals, AdvilAide.com—you may be surprised at what you'll learn!
To access AdvilAide.com with your Smartphone, scan the QR code to the right

fAmong leading OTC pain relievers/fever reducers.

Children’s Advil® brings fever down faster*
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In fact, nothing reduces fever faster” or keeps it down longer than
Children’s Advil®' —up to 8 hours of fever relief.’?

Nothing has been proven better on fever, not even Children’s Motrin®.

And, you can feel confident recommending Children’s Advil®, knowing it is
safe and effective when used as directed.

For more information on Children’s Aavil®, explore our new Web site, AdvilAide.com,
and take a closer look at our safety, efficacy, and trusted relief for over 25 years.

Available in three flavors!

« Fruit « Grape e Blue Raspberry
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