f

(PressRelease; July 29,2009) CDC Advisors Make Recommendations
for Use of Vaccine Against Novel HiN1

The Centers for Disease Control and Prevention’s Advisory Committee on
Immunization Practices (ACIP) met today to make recommendations for use of vaccine
against novel influenza A (HIN1).

The committee met to develop recommendations on who should receive vaccine
against novel influenza A (H1N1) when it becomes available, and to determine which
groups of the population should be prioritized if the vaccine is initially available in
extremely limited quantities. :

The committee recommended the vaccination efforts focus on five key
populations. Vaccination efforts are designed to help reduce the impact and spread of
novel HIN1. The key populations include those who are at higher risk of disease or
complications, those who are likely to come in contact with novel H1N1, and those who
could infect young infants. When vaccine is first available, the committee '
recommended that programs and providers try to vaccinate:

e pregnant women, '

people who live with or care for children younger than 6 months of age,

health care and emergency services personnel,

persons between the ages of 6 months through 24 years of age, and

people from ages 25 through 64 years who are at higher risk for novel HIN1
because of chronic health disorders or compromised immune systems.

The groups listed above total approximately 159 million people in the United States.
The committee does not expect that there will be a shortage of novel H1N1 vaccine, but
availability and demand can be unpredictable. There is some possibility that initially the
vaccine will be available in limited quantities. In this setting, the committee
recommended that the following groups receive the vaccine before others:

e pregnant women,
people who live with or care for children younger than 6 months of age,
health care and emergency services personnel with direct patient contact,
children 6 months through 4 years of age, and

« children 5 through 18 years of age who have chronic medical conditions.
The committee recognized the need to assess supply and demand issues at the local
level. The committee further recommended that once the demand for vaccine for these
prioritized groups has been met at the local level, programs and providers should begin
vaccinating everyone from ages 25 through 64 years. Current studies indicate the risk
for infection among persons age 65 or older is less than the risk for younger age groups.
Therefore, as vaccine supply and demand for vaccine among younger age groups is
being met, programs and providers should offer vaccination to people over the age of
65.
The committee also stressed that people over the age of 65 receive the seasonal
vaccine as soon as it is available. Even if novel HIN1 vaccine is initially only available in
limited quantities, supply and availability will continue, so the committee stressed that
programs and providers continue to vaccinate unimmunized patients and not keep
vaccine. in reserve for later administration of the second dose.
The novel H1N1 vaccine is not intended to replace the seasonal flu vaccine. It is
intended to be used alongside seasonal flu vaccine to protect people. Seasonal flu and
novel H1N1 vaccines may be administered on the same day. '
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Among Children, Excess Hospitalizations Among Adults, Excess Hospitalizations
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« For seasonal influenza vaccines; (EMEA)

At least one of the following serological criteria must be
met in the foliowing age groups (each of at least
50 individuals):

Adults 18-60 yrs Adults 260 yrs
Seroconversion rate 240% 230% |
Seroprotection rate 270% ' 260%
Mean geometric increase 22.5 22,0

« For ‘mock-up’ pandemic vaccines and pre-
pandemic vaccines;

All three criteria will be met (EMEA)
At least one of the three criteria will be met (FDA) v
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Estimated number of seasonal trivalent influenza vaccine doses (in millions)
produced by manufacturers, by geographic region, based on available data,
March - 2007

Total estimated TIV doses:

Sources: data collected by site visit, 378 million

reports, or by manufacturer -
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Percent of Member States, countries and territories by Region that
answered 'Yes', to using a seasonal influenza vaccine*
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Progress in expanding production capacity
trivalent inactivated vaccines-TIV '
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Neuralization antibody response in Japanese yung aduit and eldery volunteers to NH2008/09 H1 N1 vaccine and H1l

Trial No. of Virus NT” 240 (%) 4-fold rise
Sera Pre-vace Post-vacce (%) Pre-vacc Post-vacc
Young adut 28  Brsbane/59/2007 (H1N1) 64.3 100.0 464 538 1681
: Califomiaf07/2009 {(HIN1)v 386 00 36 6.9 716
Elderly 30  Brisbane/5972007 {(H1N1) > 300 66.7 433 15.2 568
[ Caffformia/0772008 (R1N1 v 40.0 40.0 . 00 19.1 205 |

Serum panel: Used in NH2003 sfratn selection serology {sera not pre-selected)
Volunteers vaccinated with A/Brisbane/59/2007 IVR-148 HINI

*NT: Neutralization titer

*GMT: Geometric mean fiter

Post vaco GMT compered to A/Brisbans/58/2007 IVR-148

HINI vacoinated—yong sduit sers % of T of
. Yirus o homo | ogous
! Trial strain homotoggus GMT (Bris or
014 (BHS) Csl) ,
Young aduit | 1VR-148 100| 100
Elderly {VR-148 | 33.67043427 100

"Young aduit [Cal/7/08] 4521118382 4.521118382
Elderly [Cal/7/08] 1279512185] 36.21908127

% of GMT
coBE88IZEER

wh-ta8 ~us can ; SRIATIE HINTHRBAIAILAIC
Youngadat  Eidery  Youngadk . Edderly W amBEREFEDALNNS,

SHHTIFUEREBLTE. HEHINTYALRICHTIHGIEES LA,
FHBTIFUREEDTHY . FELTIFURBE, 2
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Ferret antisera to reference HIN1 viruses (titres)

A/swine/ A/lllinois/ A/Cal/ A/Cal/ A/Brisbane/

Antigené lowa/30 4/2009 4/2009 7/2009 59/200
A/swine/lowa/30 320 5 5 5 <10
A/Mlinois/09/2007 160 5120 2560 5120 <10
A/California/04/2009 20 1280 1280 1280 <10
A/California/07/2009 80 1280 1280 1280 <10
A/Brisbane/59/2007 20 ND <40 <40 160
Novel A (HIN1)v isolates i
A/Texas/05/2009 160 2560 1280 1280 <10
A/Mexico/4108/2009 160 1280 1280 1280 <10
A/Mexico/4596/2009 160 2560 1280 © 1280 <10
A/Mexico/4646/2009 160 1280 1280 1280 <10
A/New York/18/2009 160 2560 2560 2560 <10
A/Washington/11/2009 20 2560 1280 1280 <10
A/New Mexico/04/2009 80 2560 2560 2560 <10

A/El Salvador/211/2009 40 2560 1280 2560 <10
A/El Salvador/213/2009 20 1280 640 1280 <10
A/Hawaii/09/2009 80 2560 2560 1280 <10
A/Costa Rica/4314/2009 80 2560 2560 2560 <10
A/Costa Rica/4857/2009 20 1280 640 1280 <10

A/England/195/2009 20 ND 1280 1280 <10

A/lsrael/644/2009 20 ND 1280 1280 <10

A/Netherlands/602/2009 20 ‘ND 1280 1280 <10

A/Auckland/1/2009 20 - ND 1280 2560 <10

A/Auckland/3/2009 20 ND 1280 2560 <10 31

HIN1pdmD #FHEEREE (WHO, 22 May 2009)

« EHATHRITHFOHINIVIAIILRIL, B, EEMICIE
FH—ThHb,

c EEIMEHINI D OF U LIIRERIGITAELY,
A/California/07/2009(H1N1)v —$a{I#k

RS IRAER |
IVR-153 (A/California/07/2009 HGR)
X-179A (A/California/07/2009 HGR)
NIBRG-121(A/California/07/2009 RG)

CDCRG-15(A/Texas/05/2009 RG)
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