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- Children 4 through 9 years of age: Two 0.5-mL intramuscular injections approximately

1 month apart

» Children 10 through 17 years of age: A single 0.5-mL intramuscular injection

- Adults 18 years of age and older: A single 0.5-mL intramuscular injection

CSL

Adults 18 years of age and older:

A single 0.5 mL intramuscular injection.

b/ D4

Children

= 6 through 35 months of age (0.25 mL dose,'iﬁtramuscular injection):

- Two 0.25 mL doses approximately one month apart.

= 36 months through 9 years of age (0.5 mL dose, intramuscular injection):

- Two 0.5 mL doses approximately one month apart.

» 10 years of age and older

- A single 0.5 mL dose, intramuscular injection.

Adults

- A single 0.5 mL dose, intramuscular injection.

AFA4 32—y

Age Group

Dosage Schedule

Children (2-9 years)

2 doses (0.2 mL each, approximately 1
month apart)

Children, adolescents and adults (10-49

years)

1 dose (0.2 mL)

Each 0.2 mL dose is administered as 0.1 mL per nostril.
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The dose recommendations are based on the:
safety and immunogenicity data available on the administration of the MF59C.1
adjuvanted vaccine containing 7.5 pg HA derived from A/Vietnam/1 194/2004
(H5N1) at 0 and 21 days to adults, including the elderly, and children between 6
months and 17 years of age.

Posology:

Adults and elderly

One dose of 0.5 ml at an elected date.

A second dose of vaccine should be given after an interval of at least three weeks.

Children and adolescents 6 months to 17 years of age

One dose of 0.5 ml at an elected date.

A second dose of vaccine should be given after an interval of at least three weeks.

Children aged less than 6 months

Vaccination is not currently recommended in this age group.

It is recommended that subjects who receive a first dose of Focetria, complete the

vaccination course with Focetria

GS

The dose recommendations are based on:

- safety and immunogenicity data available on the administration of AS03-adjuvanted vaccine
containing 3.75 pg HA derived from A/Vietnam/1194/2004 (H5N1) at 0 and 21 days to adults,
including the elderly, and on the administration of the adult dose and half of the adult dose at 0
and 21 days to children aged from 3-9 years

- very limited immunogenicity data obtained three weeks after administration of a single dose

of an investigational formulation of Pandemrix (HIN1) to healthy adults aged 18-60 years.



Posology

Adults aged 18-60 years:

One dose of 0.5 ml at an elected date.

A second dose of vaccine should preferably be given. There should be an interval of at least
three weeks between the first and second dose.

However, preliminary immunogenicity data obtained at three weeks after administration of an
investigational formulation of Pandemrix (HINT1) to a limited number of healthy adults aged

18-60years suggest that a single dose may be sufficient in this age group.

Elderly (>60 years)

One dose of 0.5 ml at an elected date.

A second dose of vaccine should be given after an interval of at least three weeks.

Children and adolescents aged 10-17 years

If vaccination is considered to be necessary, consideration may be given to dosing in accordance
with the recommendations for adults. However, the choice of dose for this age group should
take into account the available data on safety and immunogenicity in adults and in children

aged from 3-9 years.

Children aged 3-9 years

If vaccination is considered to be necessary, the available data suggest that administration of

0.25ml of vaccine (i.e. half of the adult dose) at an elected date and a second dose
administered at least three weeks later may be sufficient.

There are very limited safety and immunogenicity data available on the administration of AS03-
adjuvanted vaccine containing 3.75 pg HA derived from A/Vietnam/1194/2004 (H5N1) and on
administration of half a dose of the same vaccine (i.e. 1.875 pg HA and half the amount of

AS03 adjuvant in 0.25 ml ) at 0 and 21.days in this age group.

Children aged from 6 months to 3 years
If vaccination is considered to be necessary, consideration may be given to dosing in accordance

with the recommendation in children aged 3-9 years.

Children aged less than 6 months

Vaccination is not currently recommended in this age group.
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The dose recommendations are based on the safety and immunogenicity data available on the
administration of vaccine containing 7.5ug HA derived from A/Vietnam/1203/2004 (HSN1) at
day 0 and 21 to adults, including the elderly.

Posology

Adults and elderly

One dose of 0.5 ml at an elected date.

A second dose of vaccine should be given after an interval of at least three weeks.

Childfen and adolescents aged 6 months to 17 years of age

No data are available in children or adolescents. However, should vaccination be considered
necessary, the experience with similarly constructed vaccines suggests that dosing n accordance
with the adult dose may be appropriate.

The dosing used should take into account the extent of data and disease characteristics of the

current influenza pandemic.

Children aged less than 6 months

Vaccination is not currently recommended in this age group.
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2009 H1N1 Influenza Vaccine

October 15, 2009, 4:45 PM ET

2009 HiN1 Recommendations

Who will be recommended to receive the 2009 HiN1 vaccine?

CDC’s Advisory Committee on Immunization Practices (ACIP) has recommended that certam
groups of the population receive the 2009 HiN1 vaccine when it first becomes available.
These target groups include pregnant women, people who live with or care for children
younger than 6 months of age, healthcare and emergency medical services personnel, persons
between the ages of 6 months and 24 years old, and people ages of 25 through 64 years of age
who are at higher risk for 2009 HiN1 because of chronic health disorders or compromised
immune systems. '

We do not expect that there will be a shortage of 2009 HiN1 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: pregnant women, people who live with or care for
children younger than 6 months of age, health care and emergency medical 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 target 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 U.S. Food and Drug Admlmstranon (FDA) has approved the use of one dose of 2009
HiN1 flu vaccine for persons 10 years of age and older. This is slightly different from CDC’s
recommendations for seasonal influenza vaccination which states that children younger than
9 who are being vaccinated against influenza for the first time need to receive two doses.
Infants younger than 6 months of age are too young to get the 2009 HiN1 and seasonal flu
vaccines.

What will be the recommended interval between the first and
second dose for children 9 years of age and under?

CDC recommends that the two doses of 2009 HiN1 vaccine be separated by 4 weeks.
However, if the second dose is separated from the first dose by at least 21 days, the second
dose can be considered valid.
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Do those that have been previously vaccinated against the 1976
swine influenza need to get vaccinated against the 2009 HiN1
influenza? -

The 1976 swine flu virus and the 2009 HiN1 virus are different enough that its unlikely a
person vaccinated in 1976 will have full protection from the 2009 HiN1. People vaccinated in
1976 should still be given the 2009 HiN1 vaccine.

Supply and Distribution

How is vaccine shipped to project areas?

CDC’s contractor for centralized distribution ships vaccine to hospitals, clinics, doctor’s
offices, health departments, and other providers of vaccines that have been designated as
vaccine-receiving sites by the Project Area (the project areas include all 50 states, the District
of Columbia, 8 US Territories and freely associated states, and 3 large metropolitan health
departments).

What kind of providers can be designated as vaccine recipients?

Providers that have the capability to receive, store and administer vaccine, including but not
limited to provider offices, occupational health clinics, hospitals, local health departments,
community vaccinators and pharmacies.

How many sites can a jurisdiction designate to receive vaccine?

There is a maximum of 150,000 sites to which vaccine can be shipped via centralized
distribution. Project areas have received information about their allocation of sites.

How do project areas know how much vaccine is available for them
to order?
CDC sends project areas a weekly 2009 HiN1 allocation report each morning as it does for

seasonal influenza vaccine. The report indicates how much of each formulation of 2009 HiN1
vaccine is available for them to order.

What should project areas expect with respect to frequency of
vaccine shipments?

Vaccine will be shipped as it becomes available, taking into account state allocations and
orders. The process is modeled after that utilized by immunization programs to order
seasonal influenza vaccine off the federal contract.. Details about CDC's ordering/allocation

process for seasonal influenza are described in the all-grantee message sent to immunization
prograrn grantees on 8/11/2009 (Grantee message for allocation).

What is the minimum dose order for shipments of 2009 H1N1
vaccine?

For each vaccine formulation (identified by its National Drug Code) the minimum dose order
is 100 doses and all orders must be placed in increments of 100 doses. Each ancillary supply

kit contains supplies to support 100 doses of vaccine, with different kits available for prefilled
syringe products and for multi-dose vial products.

When and how much of the 2009 Hi1N1 vaccine will be available?

-8-
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Both the flu shot (in the arm) and nasal spray form of 2009 H1N1 vaccines have now been
produced and licensed by the Food and Drug Administration. The federal government has
purchased a total of 250 million doses of 2009 H1N1 vaccine. 2009 H1N1 vaccine was
available starting early October and approximately 29 million doses of licensed vaccine may
be available by the end of October. Vaccine availability, however, depends on many factors so
these numbers will be frequently updated. The first doses of live attenuated 2009 HiN1 flu
vaccine were administered on October 5, 2009. Administration of the 2009 HiN1 flu shot will
begin the week of October 12.

Will there be enough 2009 HiN1 flu vaccine for everyone who
wants 1t?

It is expected that there will be enough 2009 H1N1 flu vaccine for anyone who chooses to get
vaccinated. The US federal government has procured 250 million doses of 2009 HiN1 flu
vaccine. This quantity of vaccine accounts for the National Institutes of Health (NIH) clinical
trial data showing that children 6 months to 9 years of age will need two doses and persons 10
and older will need one dose. Limited amounts of 2009 H1N1 vaccine became available in
early October, and more will continue to become available over the upcoming weeks.

Where will the vaccine be available?

Every state is developing a vaccine delivery plan. Vaccine will be available in a combination of
settings such as vaccination clinics organized by local health departments, healthcare provider
offices, schools, and other private settings, such as pharmacies and workplaces. For more
1nformat10n see State/ Junsdlctlon Contact Information for Health Care Providers Interested
://www.cde.gov/hiniflu/vaccination/statecontacts.htm) .

Seasonal and HiN1 Vaccine

Will the seasonal flu vaccine also protect against the 2009 HiN1
flu?

The seasonal flu vaccine is not expected to protect against the 2009 HiN1 flu.

Will this vaccine be made differently than the seasonal
influenza vaecine?

No. This vaccine will be made using the same processes and facilities that are used to make
the currently licensed seasonal influenza vaccines.

‘Can the seasonal vaccine and the 2009 HiN1 vaccine be
given at the same time?

Inactivated 2009 H1N1 vaccine can be administered at the same visit as any other vaccine,
including pneumococcal polysaccharide vaccine. Live 2009 HiN1 vaccine can be administered
at the same visit as any other live or inactivated vaccine EXCEPT seasonal live attenuated
influenza vaccine. '

Prior Illness

Should I get vaccinated against 2009 HiN1 if I have had
flu-like illness since the Spring of 2009?

-9~
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The symptoms of influenza (flu-like illnesses) are similar to those caused by many other
viruses. Even when influenza viruses are causing large numbers of people to get sick, other
viruses are also causing illnesses. Specific testing, called “RT-PCR test,” is needed in order to
tell if an illness is caused by a specific influenza strain or by some other virus. This test is
different from rapid flu tests that doctors can do in their offices. Since most people with
flu-like illnesses will not be tested with RT-PCR this season, the majority will not know
whether they have been infected with 2009 H1N1 flu or a different virus.

Therefore, if you were ill but do not know if you had 2009 HiN1 infection, you should get
vaccinated, if your doctor recommends it. So, most people recommended for 2009 HiN1
vaccination should be vaccinated with the 2009 H1iN1 vaccine regardless of whether they had
a flu-like illness earlier in the year. If you have had 2009 HiN1 flu, as confirmed by an
RT-PCR test, you should have some immunity against 2009 HiN1 flu and can choose not to
get the 2009 H1N1 vaccine. However, vaccination of a person with some existing immunity to
the 2009 H1N1 virus will not be harmful. For more information on flu tests, see Influenza

Diagnostic Testing During the 2009-2010 Flu Season (http://www.cdc.gov/hiniflu

/diagnostic_testing public_ga.htm) .

Any immunity from 2009 HiN1 influenza infection or vaccination will not provide protection
against seasonal influenza. All people who want protection from seasonal flu should still get
their seasonal influenza vaccine.

Prevention

Are there other ways to prevent the spread of illness?
Take everyday actions to stay healthy.

e Cover your nose and mouth with a tissue when you cough or sneeze. Throw the tissue in
the trash after you use it.

» Wash your hands often with soap and water, especially after you cough or sneeze. If
soap and water are not available, use an alcohol-based hand rub.* (http://www.cdc.gov
/hiniflu/qa.htm#antibacterial)

 Avoid touching your eyes, nose or mouth. Germs spread that way.

. Stagr home if you get sick. CDC recommends that you stay home from work or school
and limit contact with others to keep from infecting them.

Follow public health advice regarding school closures, avoiding crowds and other social
distancing measures. These measures will continue to be important after a 2009 HiN1 vaccine
is available because they can prevent the spread of other viruses that cause respiratory
infections.

What about the use of antivirals to treat 2009 HiN1 infection?

CDC has issued interim guidance for the use of antiviral drugs (http: //www.cdc.gov/hiniflu
/recommendations.htm) for this season. CDC also has published Questions & Answers related to

the use of antiviral drugs (http://www.cdc.gov/hiniflu/antiviralhtm) for this season.

Are natural remedies (also referred to as “complementary” or
“alternative” medicine) recommended to prevent the 2009 HiN1 flu
virus?

The first and most important step to prevent the flu is to get vaccinated. Vaccination |
stimulates an immune response using a killed or weakened virus that uses the body’s own

| ~10- . |
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defense mechanisms to prevent infection. CDC's current recommendations to protect against
2009 H1N1 virus do not include natural remedies as a sole prevention method. If you want to
use a natural remedy to reduce symptoms, CDC recommends that you talk to your healthcare
provider about options.

Alternative medicine should not be used as a replacement for proven conventional care, or to
postpone seeing a doctor about a medical problem. The National Institutes of Health (NIH)
External
Web
Site
provides information at http://health.nih.gov/topic/AlternativeMedicine Ice@
(http://health.nih.gov/topic/AlternativeMedicine) on specific alternative options, including
scientific information, potential side effects, and cautions for each.

The Federal Trade Commission (FTC) warns consumers to be cautious about products that
claim to prevent, treat, or cure 2009 HiN1 influenza, specifically products like pills, air
filtration devices, and cleaning agents can kill or eliminate the virus.

Page last reviewed October 15, 2009, 4:45 PM ET
Page last updated October 15, 2009, 4:45 PM ET
Content source: Centers for Disease Control and Prevention

Centers for Disease Control and Prevention 1600 Clifton Rd. Atlanta, GA o P
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2009 H1N1 Influenza Shots and Pregnant Women: Questions
and Answers for Patients

October 2, 2009, 5:00 PMET

General Public

Why does CDC advise pregnant women to receive the 2009 HiN1
influenza (flu) vaccine (shot)?

Getting the flu shot is the single best way to protect against the flu. It is important for a pregnant woman to receive both the
2009 H1N1 flu shot and the seasonal flu shot. A pregnant woman who gets any type of fiu has a greater chance for serious
health problems. Compared with people in general who get 2008 H1N1 flu (formerly called “swine flu”), pregnant women with
2009 H1N1 flu are more likely to be admitted to hospitals. Pregnant women are also more likely to have serious iliness and
death from 2009 H1N1 flu.

When a pregnant woman gets a flu shot, it can protect both her and her baby. Research has found that pregnant women who
had a flu shot get sick less often with the flu than do pregnant women who did not get a flu shot. Babies born to mothers who
had a flu shot in pregnancy also get sick with flu less often than do babies whose mothers did not get a flu shot.

Will the seasonal flu shot also protect against the 2069 HiN1 flu?

Seasonal flu and 2009 H1N1 flu are caused by different viruses. The seasonal flu vaccine will not protect against the 2009
H1N1 flu. Also, the 2009 H1N1 flu vaccine will not protect against seasonal ftu.

Are there flu vaccines that pregnant women should not get?

The seasonal and 2008 H1N1 flu vaccines can by given by shot or by nasal spray. Pregnant women should get the "flu
shot"—a vaccine made with killed flu virus. This one is given with a needle, usually in the arm. The other type of flu ‘
vaccine—a nasal spray—is not approved for pregnant women. This vaccine is made with live, weakened flu virus. Nasal
spray flu vaccine should be used only in healthy people 2-49 years of age who are not pregnant. The nasal spray vaccine is
safe for women after they have delivered, even if they are nursing.

Can the seasonal flu shot and the 2009 HiN1 flu shot be given at the
same time?

Seasonal and 2009 H1N1 flu shots can be given on the same day but should be given at different sites (e.g. one shot in the
left arm and the other shot in the right arm). The seasonal vaccine is available now in many places, but the 2009 H1N1
influenza vaccine won't be ready until mid-October. Pregnant women are encouraged fo get their seasonal flu vaccine as
soon as it is available in their community because the usual seasonal influenza viruses are still expected to cause illness this
fall and winter. It will be important to get the 2009 H1N1 shot as early as possible when it becomes available.

Is the 2009 HiN1 fiu shot safe for pregnant women?

The seasonal flu shot has been given to millions of pregnant women over many years. Flu shots have not been shown to
cause harm to pregnant women or their babies. The 2009 H1N1 flu vaccine is being made in the same way and at the same
places where the seasonal flu vaccine is made.

What studies have been done on the 2009 HiN1 flu shots and have any
been done in pregnant women?
Studies to test the 2009 H1N1 flu shots in healthy children and adults and pregnant women are being done now. These

studies are being conducted by the National Institute of Allergy and Infectious Diseases (NIAID). More information can be
found at http:/Aww3.niaid.nih.gov/news/QA/vteuH 1N 1ga.htm (htip:/www3.niaid.nih.gov/news/QAMeuH1N1ga.him) .

Does the 2009 H1N1 flu shot have mercury in it?

There is no evidence that thimerosal (a mercury preservative in vaccine that comes in multi-dose vials) is harmful to a
pregnant woman or a fetus. However, because some women are concermned about thimerosal during pregnancy, vaccine
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companies are making preservative-free seasonal flu vaccine and 2009 H1N1 flu vaccine in single dose syringes for pregnant
women and small children. CDC advises pregnant women to get flu shots either with or without thimerosal.

Does the 2009 HiN1 flu shot have an adjuvant or squalene in it?

Adjuvants are agents that are sometimes added to a vaccine to make it more effective. There are no adjuvants (such as
squalene) in either the 2009 H1N1 or seasonal flu shot used in the United States.

Can the 2009 H1N1 flu shot be given at any time during pregnancy?
Both seasonal flu shots and 2009 H1N1 flu shots are recommended to pregnant women at any time during pregnancy.

How many 2009 H1N1 flu shots will a pregnant woman need to get?

The U.S. Food and Drug Administration (FDA) has approved the use of one shot for full protection for persons 10 years and
older. Therefore, a pregnant woman is recommended to get one dose of the 2009 H1N1 vaccine.

Should the 2009 HiN1 flu shot be given to a pregnant woman who has

had ftu between April 2009 and now? Do I need a test to know if I need
the shot or not?

A pregnant worman who had a flu-like iliness at any time in the past should still get the 2009 H1N1 shot because she cannot

assume that the iliness she had was caused by the 2009 H1N1 virus. Those pregnant women that had flu symptoms in the
past do not need to be tested now, but should get the vaccine.

What are the possible side effeéts of the 2009 HiN1 flu shots?

The side effects from 2009 H1N1 flu shots are expected to be like those from seasonal flu shots. The most common side
effects after flu shots are mild, such as being sore and tender, red and swollen where the shot was given. Some people might
have headache, muscle aches, fever, and nausea or feel tired. [f these problems happen, they usually begin soon after the
shiot and may iast as iong as 1-2 days. Some people may faint after getting any shot. Sometimes, flu shots can cause serious
problems like severe allergic reactions. But, life-threatening allergic reactions to vaccines are very rare. A person who has a
severe (life-threatening) allergy to eggs or to anything else in the vaccine should not get the shot, even if she is

pregnant. Pregnant women should tell the person giving the shots if they have any severe allergies or if they have ever had a
severe allergic reaction following a flu shot.

Is the 2009 H1N1 flu shot expected to be associated with Guillain-Barre
Syndrome (GBS)?

In 1976, an earlier type of swine flu vaccine was associated with cases of a severe paralytic illness called Guillain-Barre
Syndrome (GBS) at a rate of approximately 1 case of GBS per 100,000 persons vaccinated. Some studies done since 1976
have shown a small risk of GBS in persons who received the seasonal influenza vaccine. This risk is estimated to be no more

than 1 case of GBS per 1 million persons vaccinated. Pregnant women should tell the person giving the shots if they have
ever had GBS.

Can family members of a pregnant woman receive the nasal spray -
vaccine?

Pregnant women should not receive nasal spray for the seasonal or 2003 H1N1 flu vaccine, but it is okay for a pregnant
woman to be around a family or other clese contact who has received nasal spray flu vaccine. The nasal spray vaccine can
be used in healthy people 2-49 years of age who are not pregnant and in women after they deliver, even if they are nursing.

Can a pregnant health care provider give the live nasal spray flu
vaccine?

Yes. No special precautions are needed. Nurses and doctors should wash their hands or use an alcohol-based hand rub
before and after giving the vaccine.

If a pregnant woman delivers her baby before receiving her seasonal
flu shot or her 2009 H1N1 flu shot, should she still receive them?

Yes. Besides protecting her from infection, the shot may also help protect her young infant. Flu shots are only given fo infants
6 months of age and older. Everyone who lives with or gives care to an infant less than 6 months of age should get both the
seasonal flu and 2009 H1N1 vaccines. A woman can get either the shots or the nasal spray after she delivers.
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Q&As on pandemic vaccine

Getting Vaccinated
Can I get vaccinated and where do I get vaccinated?

All people 10 years and older can get this vaccine. Vaccination will be available from a range of
locations, including GP offices, vaccination clinics, hospitals and health centres. To check
vaccination location in your State or Territory, go to:

Health department websites and phone numbers

WA: call 1800 186 815 or visit http://www.health.wa.gov.au/swine_flu/home/

SA: call 1800 022 222 or visit www.flu.sa.gov.au

VIC: call: 1300 882 008 or visit www.humanswineflu.health.vic.gov.au

TAS: 1800 358 362 (1800 FLU DOC) or visit www.pandemic.tas.gov.au

ACT: call 02 6205 2300 or visit www.health.act.gov.au/flupandemic

NSW: visit www.emergency.health.nsw.gov.au/swineflu/vaccination/index.asp, or call 180 2007 for
your local Public Heatth Unit contact

QLD: 13HEALTH (13 43 25 84) or vist www.health.qld.gov.au/swineflu/html/vacc.asp

NT: call 08 8922 8044 or visit www.swinefluvax.nt.gov.au

Why is the Government making Panvax® H1N1 vaccine available when pandemic
(H1IN1) 2009 influenza is mild in most cases?

While pandemic (H1N1) 2009 influenza is mild in most cases it has been severe in some people and
has led to around 4500 hospitalisations, hundreds of intensive care unit admissions and has been
associated with 170 deaths in Australians in the five-month period from May to September 2009.

Most of the deaths have been in people with other underlying health conditions, but Australia has
recorded 13 deaths in previously healthy people who have contracted pandemic influenza.

Unlike seasonal influenza which mainly kills the elderly, the current pandemic influenza strain has
affected younger people. The median age of Australian deaths from pandemic influenza is 56 years.
Ten deaths have been recorded in children.

This new virus has spread quickly around the world since it was first detected in late April in
Mexico. Vaccination affords the best possible protection and our best defence to limit the spread of
this new disease. .

The Australian Government is making Panvax® H1N1 vaccine, an Australian-developed vaccine,
available quickly to protect all Australians but particularly those people who are most at risk of
severe disease if they catch this pandemicinfluenza.

The vaccine is being offered first to pregnant women, people with chronic health conditions and
Indigenous Australians. Healthcare workers, and parents and guardians of young infants too young
to be vaccinated themselves, are also included for priority vaccination.

Hasn't the pandemic (H1N1) 2009 influenza peaked — isn't it too late for me to benefit
from the Panvax® H1N1 vaccine?

It is never too late to gain immunity. Pandemic (H1N1) 2009 influenza infection may continue to
circulate in Australian in the warmer months and could come back and affect large numbers in the
2010 Australian winter, or even earlier. Countries in the northern hemisphere continued to have
many cases of pandemic influenza in their summer months and this could happen in Australia.
Vaccination affords the best protection against a resurgence of this pandemic influenza.

Is Panvax® H1N1 vaccine safe?

Yes. Panvax® H1N1 vaccine meets the rigorous requirements for registration by Australia’s
Therapeutic Goods Administration (it was registered by the TGA on 18 September 2009). The
vaccine is made by CSL Limited, which has been producing seasonal vaccines in Australia in the
same way for 50 years. For further CSL information about the HIN1 vaccine, go to
www.hlnlvax.com.au.

Will I have to pay for the Panvax® HINI1 vaccine?

The Panvax® H1N1 vaccine is free, although there mfg be a consultation fee from your doctor or
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immunisation service provider. You can claim your consultation on Medicare. Many doctors will bulk
bill consultations. )

I think I've had the pandemic (HIN1) 2009 influenza. Do I need to have Panvax® H1N1
vaccine?

If you have definitely had pandemic (H1N1) 2009 influenza it is likely you have immunity and do
not need the Panvax® H1N1 vaccine. But, you can only know for certain if you had this pandemic
flu if you were tested for it and the test was positive.

If you have had flu, but were not tested, you should get the vaccination to ensure that you have
good protection against the pandemic Hi1N1 virus. It is safe to have the Panvax® H1N1 vaccine,
even if you are already immune to the virus, just as it is safe to get a seasonal influenza
vaccination if you've already had seasonal flu. :

What does 'confirmed’ pandemic (H1N1) 2009 influenza mean?

‘Confirmed’ pandemic influenza simply means that a nose and throat swab sample sent to a
laboratory for testing and the test is positive for pandemic (H1N1) 2009 influenza.

If I've recently had Tamiflu® or Relenza® for influenza — do I still need to be
vaccinated?

Yes, you will need to be vaccinated. Tamiflu® and Relenza® are anti-viral medicines that treat
infection. Anti viral drugs do not give long term protection against influenza like a vaccine does,

I was told that I had confirmed H1N1 pandemic influenza and was treated with
Tamiflu® /Relenza® - do I still need to be vaccinated?

Yes, you still need to be vaccinated. People who have had pandemic influenza and were treated
with antiviral medicines like Tamiflu® and Relenza® are less likely to develop protective immunity
following the infection. It is important that you get vaccinated. It does not harm you to have the
vaccine, even if you are already immune to the virus.

Antiviral medicines like Tamiflu® and Relenza® do not interfere with the Panvax® vaccine used in
Australia but may interfere with some types of influenza vaccines used in other countries.

—How many doses of Panvax® H1N1 vaccine are needed?

A single dose is recommended for all people 10 years and older.

Do I have to pick-up my Panvax® H1N1 vaccine from a chemist first?

No. Your doctor or immunisation service provider will have the vaccine.

How long after getting vaccinated before I am protected, and how long will it last?
Protection after vaccination varies from person to person, but people generally start producing the

antibodies that provide protection two weeks after the vaccination. Protection is expected to last
for at least one year.

Will I get influenza from the Panvax® H1N1 vaccine?
No. This vaccine does not contain ‘live’ virus and cannot give you influenza.

I had the seasonal flu vaccine this year already. Do I need to get i'his additional
vaccine?

Yes. This new vaccine protects people against pandemic (H1N1) 2009 influenza. The seasonal
vaccine gives no protection against this new strain.

Can I still get a seasonal flu vaccine after being vaccinated for pandemic (HIN1) 2009
influenza?

Yes, and it is particularly important to do so if you are travelling overseas. Panvax® H1N1 vaccine
only protects you against the pandemic (H1N1) 2009 influenza virus. You can still be infected by
seasonal influenza viruses circulating in the community. To reduce your risk of influenza during
Australia’s winter months you should get the seasonal flu vaccine next year, particularly if you are
in a high risk seasonal flu group.
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Do I need a referral from my GP?
No. A GP réferral is not needed for Panvax® H1N1 vaccine.
Is there enough Panvax® H1N1 vaccine to vaccinate the whole population?

The Australian Government has purchased twenty-one million doses of Panvax® H1N1 vaccine. A
shortage of the vaccine for those who want to be vaccinated is not expected.

I am in the Australian Defence Force. Will I get vaccination?

The Australian Defence Force (ADF) will make necessary arrangements to vaccinate ADF
personnel. Further details can be provided by your local ADF health facility. The vaccine will be
made available initially to those identified as being members of priority groups (those identified as
vulnerable to more severe influenza and health care workers) and those who are deploying to the
northern hemisphere. Vaccination is also being encouraged for any other ADF members who want
to be vaccinated.

Can I vaccinate my pets?

No. This is not an animal vaccine and there is no pandemic vaccine for animals. While there is no
evidence that the virus affects any domestic pets, people with backyard or pet pigs should make
sure visitors wash their hands with soap and water before and after handling pigs. If you notice any
suspicious disease symptoms in your pigs immediately consult your local veterinarian or call the
Emergency Animal Disease Watch Hotline on 1800 675 888. For more advice on looking after pigs
visit www.daff.gov.au .

If I am travelling overseas should I get this vaccination before I go?

Yes. Anyone travelling overseas should get vaccinated for pandemic (H1N1) 2009 influenza. ’
Pandemic influenza has been detected in just about every country on Earth since it first amergead in
April 2009 and it is expected that this disease may re-emerge in the coming northern hemisphere
winter. You should also get the seasonal flu vaccination to further protect yourself.

Will the Australian vaccine protect me from the influenza overseas?

Yes. The Australian Panvax® H1N1 vaccine will provide protection against the same 2009 HIN1
influenza strain circulating in the northern hemisphere and in other countries. It is important to
note that Panvax® will only protect against H1N1 2009 influenza strain and will not protect against
any other strain of influenza. Whilst overseas, please speak to a local doctor about recommended
vaccinations for local seasonal influenza strains.

I am an Australian citizen currently residing overseas. Will I be able to gain access to
the vaccination even though I'm offshore?

The vaccination program will be carried out by Australia state and territory health services, general
practitioners and other immunisation providers. There are no plans to deliver the program to
Australian tourists and expatriates overseas. Anyone who is overseas and want to get the
vaccination will need to return to Austrafia. Alternatively, pandemic H1IN1 influenza vaccines may
be available from local health providers in other countries.

Can I take the vaccine out of Australia?
No. The vaccine is only to be administered in Australia by Australian health professionals.
Can visitors to Australia have the vaccine?

Yes. The vaccine is available on request to temporary residents who are ineligible for Medicare.

Targeting/priority groups
Who is being given Panvax® H1N1 vaccine and why?

Vaccine is available to all people 10 years and older but vaccination is particularly important for
people who are at increased risk of severe outcomes if they catch pandemic influenza, including
pregnant women, Indigenous Australian and people with underlying medical conditions such as:

heart disease;

asthma and other lung diseases;
cancer;

obesity;
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diabetes;

weakened immune system
inherited blood disorder
kidney disease; or
neurological disease.

There are other chronic conditions which may also put people at risk, so it is important that you
speak to your GP.

To minimise risk to the community, vaccination is also particularly important to people most likely
to be exposed to the disease, such as health care and community care workers. Parents and carers
of infants should also get the vaccine to reduce the risk to babies too young to be vaccinated.

Who made the decision to give priority to certain groups and why?

While everyone is encouraged to receive their free pandemic vaccine, the Australian Health
Protection Committee - comprising Australia’s Chief Medical Officer, Professor Jim Bishop; all State
and Territory Chief Health Officers, and a number of public health and emergency management
experts - recommend the pandemic vaccine for specific groups to protect those at higher risk of
exposure (for example, health care workers) and those vulnerable to more severe outcomes
including pregnant women, indigenous people and people with underlying medica! conditions.

I have been identified in a priority group — do I have to get Panvax® H1N1 vaccine?

No. Panvax® H1N1 vaccine is offered on a voluntary basis, but is strongly recommended for
people in the priority groups. :

Why are Indigenous Australians identified in the priority group?

Indigenous Australians are approximately eight times more likely than non-Indigenous Australians
to be hospitalised for pandemic (H1N1) 2009 influenza. Due to the presence of underlying chronic
disease, some of which is undiagnosed, and the higher level of social disadvantage, Indigenous
Australians, as a group, are more vulnerable to severe disease and complications from the
pandemic influenza virus.

Can children have Panvax® H1N1 vaccine?

At present, Panvax® H1N1 vaccine is not approved for use in children under the age of 10 years.
Clinical trials in children have not yet been completed but information from these trials should be
available soon. '
Adults -and older children getting vaccinated will reduce the risk of younger children in the
household getting infection.

Should I wait and get vaccinated with my children?

No. By getting vaccinated now you are already starting to protect your children by reducing the
chance of you getting the pandemic flu and passing it on to them. If all people 10 and older have
the pandemic flu vaccine there will be a lot less chance of it spreading to children and to other
people who are already sick. -

Can I get the vaccine if I am not in an initial priority group?

Yes. The Australian Government has purchased enough vaccine for the entire population. The initial
focus on priority groups is designed to quickly protect people who could get very ill if they caught
this influenza. By getting vaccinated you are not only protecting yourself, you are also protecting
the community.

Can I buy Panvax® H1IN1 vaccine privately?

No. Panvax® H1N1 vaccine is available free as part of the Australian governments’ pandemic
vaccination program, and cannot be purchased through pharmacies or via the internet.

Why is the priority group for Panvax® H1IN1 vaccine different from the seasonal flu
priority group?

This new pandemic influenza is different from seasonal flu. The pandemic (H1N1) 2009 influenza
experience has shown that the most vulnerable groups include pregnant women and people who
have certain underlying chronic health conditions. Health care workers looking after people in
vulnerable groups are also targeted because of their likely exposure to infection and the risk of

-18-
8 : 2009/10/16 8:06



ealth Emergency — Q&As on pandemic vaccine http://www.healthemergency.gov.au/internet/healthemergency/pu...

spread. In contrast, the most severe health outcomes from seasonal influenza are generally seen
in older people. In a normal flu season, more than 92 per cent of deaths from seasonal flu are in
Australians aged 65 years and older. This year’s pandemic influenza strain has infected and kitled a
greater number of younger people.

Why are older Australians not included?

Older people with underlying health conditions are included in the priority groups for vaccination.
Healthy older people appear to have had less infection with pandemic (H1N1) 2009 influenza, but
we continue to watch this closely. Seasonal influenza vaccine is provided free of charge to all
Australians aged 65 years and over and all Indigenous Australians aged 50 years and over.

How can I find out about the vaccination?

Inforrmation on the vaccination program is available through local pharmacies and GP surgeries as
well as via www.healthemergency.gov.au.

You can also call the Pandemic Hotline on 180 2007 for information about the program and where
to get vaccinated.

Specific Groups

Health care workers getting vaccinated
Why have I been identified as a priority?

You are at risk of getting influenza because you care for sick people and have a much higher
chance of being exposed to an infectious person with pandemic influenza. If you get influenza you
are likely to pass it on to other vuinerable people whom you care for, as well as your family.
Vaccination not only protects you from getting influenza from patients, it also stops you
transmitting the virus to patients, whicn is especially important for those patients vulnerable to
severe outcomes. As a heath care worker, you are in the frontline of the heaith system.

Indigenous
Why am I in the priority group?

You are in the priority group for the first vaccinations because evidence shows that, as a group,
Indigenous Australians are more likely to suffer from severe disease and complications if they get
pandemic (H1N1) 2009 influenza. Indigenous Australians are about eight times more likely than
non-Indigenous ‘Australians to be hospitalised for pandemic influenza. Around 13 per cent of all
pandemic influenza deaths in Australia in the first months of the outbreak have been in Indigenous
Australians.

You should get vaccinated against pandemic influenza regardless of whether you live in remote or
urban community.

How will I get Panvax® HINZI vaccine?

You will most likely get Panvax® H1N1 vaccine through your usual immunisation service provider,
such as your primary health care provider at the local Aboriginal Medical Services /Aboriginal
Community Controlled Health Service, community clinic or your general practice.

Remote area health services may hold special clinics. The exact arrangements will vary from place
to place.

Will Indigenous children be vaccinated?

Children 10 years and older can be vaccinated. At present, Panvax® H1N1 vaccine is not approved
for use in children under the age of 10 years. Clinical trials in children have not yet been completed
but information from these trials should be available soon.

Pregnant Women and Breast feeding mothers

Why am I identified as a priority?

As a pregnant woman, you are more susceptible to complications of the pandemic (H1N1) 2009
influenza than the general population. This puts both you and your baby at risk. Around the world,
and in here in Australia some pregnant women who have caught this disease have miscarried,
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gone into premature labour or died.

Am I getting Panvax® H1N1 vaccine to protect myself or my baby?

Both; vaccination will protect you and your baby. If you are vaccinated during pregnancy your
baby will have protective antibodies for the first few months after birth.

Is it safe to be vaccinated at any stage in my pregnancy?

Yes. Influenza vaccines are safe during all stages of pregnancy. With seasonal flu, vaccination is
normally offered in advance to women planning a pregnancy, and to pregnant women.

As a pregnant woman, you are at risk of severe complications if you catch the pandemic (H1N1)
2009 influenza, so vaccination is strongly recommended. If you are worried about the Panvax®
H1N1 vaccine you should discuss the potential risks and benefits of having it with your health care
provider.

What are the risks to my baby and what are the risks to me?

Like all individuals receiving a vaccine, expectant mothers may experience similar side-effects,
including a sore red arm, slight headache or mild temperature. Panvax® H1N1 vaccine is not a
‘live” vaccine and cannot give you or your baby influenza, and is no greater risk to you or your
unborn baby than seasonal vaccine.

Should I get vaccinated if I'm breast feeding?

Yes, by getting vaccinated you are reducing your chances of getting this flu and of passing it to
your baby. There is no evidence that the vaccine affects breast milk, and because it contains no
live virus you will not get flu. Your immunity after vaccination will not be passed to your baby
through your breast milk.

I've heard there is a preservative called thiomersal in Panvax® H1N1 vaccine. Is it safe
if I'm pregnant?

Yes. There is no evidence that thiomersal is harmful to pregnant women or their babies.

Thiomersal is a commonly used preservative in multi-dose medicines such as Panvax® H1N1
vaccine, which contains a small amount of thiomersal to keep it safe in the vials.

Pregnant women are strongly encouraged to protect themselves and their baby by getting the
vaccine.

Safety
Should some people not be given Panvax® HINI1 vaccine?
People should not be given Panvax® H1N1 vaccine or any other influenza vaccines if they:

® have experienced anaphylaxis, a severe form of a generalised allergic reaction, following a
previous dose of any influenza vaccine; '

® have experienced anaphylaxis following receipt of any vaccine component, including
neomycin or polymyxin antibiotics; or

® have a severe allergy to eggs, including people who have experienced swelling of the lips or
tongue, or had acute breathing problems or convulsions, after eating eggs.

People with milder forms of egg allergy may be able to be vaccinated and should talk to their
doctor about the vaccine.

People who are moderately or severely ill with a fever should usually wait until they recover before
getting the vaccine. People with a mild illness can usually get the vaccine.

The vaccine should not be given to children younger than 10 years of age.

What about people taking other medicines?

People taking other medicines should always tell their immunisation provider what other
medication they are taking. Your immunisation provider should advise you about any possible
- effects the vaccination may have in respect of those medications.

What if I have had another vaccine recently?
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If you have had any other vaccine in the four weeks prior to getting the Panvax® H1N1 vaccine,
you should discuss this with your immunisation service provider.

Is Panvax® H1N1 vaccine similar to seasonal flu vaccine?

Yes. Panvax® H1N1 vaccine has been manufactured using the same processes as for seasonal
influenza vaccine.

Why is the pandemic vaccine being produced in multi-dose vials

panvax® H1N1 vaccine has been formulated into multi-dose vials containing the preservative
thiomersal.

Multi-dose vials have been used to ensure the vaccine was available for use in Australia in the
shortest possible time. It would take many more months to manufacture enough single-dose
syringes to ensure enough vaccine for every Australian citizen.

Multi-dose vials have been part of Australia’s pandemic planning for some years. The United States
uses multi-dose vials in delivering its normal seasonal! vaccine and has done so safely for the past
30 years. Just about all countries in the world that will have pandemic vaccination programs will
use multi-dose vials to ensure rapid delivery of vaccine to their populations.

Why does Panvax® H1N1 vaccine contain thiomersal?

Most doses of Panvax® H1N1 vaccine are provided in multi-dose vials that also contain a smail
amount of thiomersal ~ a preservative, which keeps the vaccine safe in the vial. Thiomersal is an
antibacterial and anti fungal, meaning it stops bacteria and fungi growing in a medicine and has
been used in many medical products and vaccines for more than 60 years

Is thiomersal in vaccines safe?

Thiomersal has been used in medical producis and vaccines for more than 60 years and is the most
commonly used preservative in multi-dose vials. It has a very long safety record.

There is no evidence anywhere in the world that thiomersal in vaccines has caused any
developmental or neurological abnormalities, such as Attention Deficit Hyperactivity Disorder
(ADHD), autism or any other health problem.

Thiomersal, which contains a small amount of mercury, was removed from vaccines given to
young children in Australia simply as a precaution to reduce the theoretical risk of exposure to
mercury in babies, particularly those of very low birth weight.

What about mercury in the vaccine?

Thiomersal contains a small amount of mercury. The Australian Technical Advisory Group on
Iimmunisation (ATAGI) has looked at this issue and has advised that influenza vaccines containing
thiomersal are safe for infants, children, adolescents and adults (including pregnant women). The
full advice from ATAGI and further information about thiormersal can be found at

www. healthemergency.gov.au under the individuals and households and the health professionals
menus.

Does getting the vaccination hurt?

As vaccination is given via a needle there may be a short-lived stinging associated with the needle
piercing the skin, as you would expect with any injection.

What are the potehtial side-effects of the Panvax® H1N1 vaccine?

The vast majority of vaccinations occur without any side effects. Every year in Australia millions of
influenza vaccines are administered, yet in the five years from 2004 to 2008, only 655 suspected
adverse reactions to the vaccinations were reported to the TGA. The vast majority of these
reactions were minor.

All medicines can have unwanted side-effects. It is common (around one in 10 people) with
influenza vaccines to have some swelling, redness and/or pain where the injection is given. Other
symptoms such as fever, tiredness, headaches and muscle aches are less common. These
side-effects can start within a few hours of vaccination and may last for one to two days.

Allergic reactions are uncommon after vaccination, but can be severe in some people. These
reactions are due to an allergy to egg protein or to other components of the vaccine, including the
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antibiotics neomycin and polymyxin, which are in the vaccine in small amounts.

Some allergic reactions can happen within 15 minutes of vaccination, so it is important that you
wait in the surgery or clinic for this time so that you can be observed.

What do I do if I feel unwell or experience a side-effect after the Panvax® HIN1
vaccine? '

If you have pain at the injection site you can take paracetamol or apply a cold compress to ease
the discomfort. :

If you have fever after vaccination you should drink extra fluids and rest. Paracetamol can also be
used to reduce fever. If the fever persists, or you are worried about any reaction you are
experiencing, contact your doctor or healthcare provider as soon as possible, or go to a hospital.

If you suspect you have experienced an adverse reaction you can report it to the Therapeutic
Goods Administration online at www.tga.gov.au or by calling the Pandemic Hotline on 180 2007.

What is Guillain-Barré syndrome and will I get it from Panvax® H1N1 vaccine?

Guillain-Barré syndrome (GBS) is a rare and sometimes severe condition affecting the body's
nerves. What causes GBS is not clear, but it generally happens after infections such as stomach
bugs, coughs and colds. It is thought to be due to the immune system mistakenly attacking the
body’s own nerves. This results in muscle weakness and sometimes paralysis, which can last for
weeks to months. Most people recover completely but the consequences can be severe in some.

There have been reports overseas of a possible association between influenza vaccinations and
GBS but these are very rare — about one in a million. In the USA in 1976 a vaccine used against a
different strain of swine influenza was associated with GBS. The overwhelming evidence collected
by experts shows us that GBS is four to seven times more likely after an attack of the actual flu
than after the influenza vaccine.
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Reports
Freedom of Information Statement by Dr. Anthony Fauci, Director, National Institute of Allergy and Infectious
i Act(FOIA) ~ Diseases, NIH, Regarding Early Results from Clinical Trials of 2009 H1N1 Influenza
* “Photo/Image Gallery Vaccines in Healthy Adults
E~mail Updates/RSS We are encouraged by reports that are now emerging from varlous dinical trials of 2009 H1N1 influenza vacdnes, conducted
Feeds by various vaccine manufacturers. We expect additional companies to announce thelr preliminary trial results shortly. The
early data from these trials indicate that 2009 H1N1 influenza vaccines are well tolerated and induce a strong immune
Contacts response in most healthy adults when administered in a single unadjuvanted 15-microgram dose. We congratulate the

companies on these trials, which are an important part of the ongoing worldwlide effort to develop vaccines to protect the
?  public from 2009 HiN1 influenza.

The National Institute of Allergy and Infectious Diseases (NIAID), part of the National Institutes of Health, also Is conducting
dinical trials of 2009 H1N1 Influenza vacdnes, produced by Sanofi Pasteur and CSL Limited. The NIAID trials are testing two
different dosages (15 micrograms versus 30 micrograms) and evaluating the immune response to one and two doses of these
vaccines. More than 2,800 people are participating in ongoing NIAID trials of these vaccines.

We are pleased to note that preliminary analyses of early data from the NIAID trials align with the recently announced
findings and those to be announced imminently by other companies in that both vacdnes studied induced what Is likely ta be 2
protective immune response In most adults following a single dose in the same amount {15 micrograms) used in seasonal flu
vaccines. Seecifically, in btood samoles obtainad 3 to 10 days after vaccination:

> Among heaithy adutts who received 3 single 15-ricrogram dose of the Saroii Pastaur vactine, a robust immune response
was measured In 96 percent of adults aged 18 to &4 and In 56 percent of adults aged 65 and oider.

« Similarly, among healthy adults who received a single 15-microgram dose of the CSL Limited vaccine, a rabust immune
response was measured in 80 percent of adults agad 18 to 64 and in 60 percent of adults aged 65 and older.

Additionat data from the NIAID trials are forthcoming. However, on the basis of these strong early data, our results are
consonant with other reports that 2 single 15-microgram dose of unadjuvanted 2009 HiN1 influenza vacdne is well tolerated
and induces a rabust immune response in healthy adults between the ages of 18 and 64. For aduits aged 65 and over, the
immune response to 2009 H1N1 inBuenza vaccne Is somewhat less robust, as is the case with seasonal Influenza vaccines.

We note that the slight discrepancies seen In our trials between the Sanofi Pasteur and CSL Limited vaccines may be due to
technical differences in the preliminary measurement of the amounts of antigen in the doses used in the clinical trial fots and
the relatively limited numbers of ples studled to date, as well as the fact that our data are drawn from a very early time
peint after immunlzation.

NIAID will contlnue to provide timely updates on these trlals as well as those In chiidren and In pregnant women, which began
tater.

Information from the NIAID studies will help inform the development of recommendations for immunization schedules,
including the op | dosage and ber of doses for different age groups.

NIAID [s conducting these clinical trials through Its longstanding vaccine dinlcal trials infrastructure: the Vaccine and
Treatment Evaluation Units, a network of medical centers that offers rapid response capability to test vaccines for emerging
public health concerns. Detailed information Is avaifable from the NIAID Web site {www.nlald.nih.gov) and from
http://ClinicalTrials.gov.

For more Information on influenza, visit www. fiu. gov for one-stop access to U.S. government informatian on avian and
pandemic influenza. Also, visit NTAID's Flu Portal (http:(/www3.niaid.nih. gov/topics/Fiu/).

&2
NIAID conducts and supports research—at NIH, throughout the United States, and worldwide—to study the causes of Infectious

and immune-mediated diseases, and to develop better means of preventing, diagnosing and trealing these Ilinesses. News
releases, fact sheets and other NIAID-related materlals are avaliable on the NIAID Web site at http://www, niaid. nih. goy.

The Natlonal Institutes of Health (NIH)—The Nation's Medical Research Agency—indudes 27 Institutes and Centers and is a
component of the U. S. Department of Health and Human Services. it Is the primary federat agency for conducting and
supporting basic, clinical and translational medical research, and It investigates the causes. treatments and cures for both
common and rare diseases. For more information about NIH and its programs, visit htto://www.nih.gov.
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Early Results: In Children, 2009 H1N1 Influenza Vaccine Works Like Seasonal Flu
Vaceine '

Early results from a trial testing a 2002 HIN1 influenza vaccine in children look promising, according to the
trial sponsor, the National Institute of Allergy and Infectious Diseases (NIAID), part of the National
Institutes of Health. Preliminary analysis of blood samples from a small group of trial participants shows that
a single 15-microgram dose of a non-adjuvanted 2009 HIN]1 influenza vaccine — the same dose that is in
the seasonal flu vaccine — generates an immune response that is expected to be protective against 2009
HINI influenza virus in the majority of 10- to 17- year-olds eight to 10 days following vaccination. These
results are similar to those recently reported in clinical trials of healthy adults. Younger children generally
had a less robust early response fo the vaccine.

"This is very encouraging news," says NIAID Director Anthony S. Fauci, M.D. "As we had hoped,
responses to the 2009 HIN1 influenza vaccine are very similar to what we see with routinely used seasonal
s fluenza vaccines made in the same way. It seems likely that the HIN1 flu vaccine will require just one
15-microgram dose for children 10 to 17 years of age. The 2009 HIN1 influenza virus is causing widespread
infections among children, so these are welcome results.”

The ongoing NIAID-sponsored trial began in mid-August at five sites nationwide. The trial is assessing the
safety and immune responses to one and two doses of either 15 micrograms or 30 micrograms of vaccine.
Data from the trial is being compared for three age groups: children 6 months to 35 months old; 3 to 9 years
old; and 10 to 17 years old.

The preliminary results are based on blood samples taken eight to 10 days after the first vaccination.
Immune responses were strongest among the oldest children, those 10 to 17 years old. In this group of 25
children, a strong immune response was seen in 76 percent who received one 15-microgram dose of
vaccine. The immune responses in children nine years old and younger were not as strong, Among 25
volunteers aged 3 to 9 years old, a strong immune response was seen in 36 percent of those given 15
micrograms of vaccine. In the youngest group, 20 children between 6 months to 35 months old, a single
15-microgram dose of vaccine produced a strong immune response in 25 percent of recipients.

"These results are not unexpected and are both similar to what is seen with seasonal influenza vaccines and
consistent with what we and our colleagues at the Food and Drug Administration anticipated,” notes Dr.
Fauci. :

Study investigators are also collecting blood samples from the volunteers approximately three weeks after
both the first and second injections. [t is anticipated that the immune response fo the 2009 HIN1 influenza
vaccine will be similar to that of seasonal influenza vaccination and will continue to rise for several weeks
following vaccination, says Dr. Fauci. The study is being closely monitored by the trial physicians and staff
as well as by an independent safety monitoring committee.

The vaccine being tested in this trial is manufactured by Sanofi Pasteur in Swiftwater, Pa., in the same
manner as its licensed seasonal vaccine, which is used every year in millions of children, and is the same
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formulation recently licensed by the FDA to protect against 2009 HIN1 influenza. Like inactivated seasonal
influenza vaccines, the vaccine contains a purified part of a killed virus and cannot cause flu.

NIALID is conducting trials of 2009 HINI influenza vaccines through its longstanding vaccine clinical trials
network, the Vaccine and Treatment Evaluation Units. Additional information about the NIAID-sponsored
clinical trials in children is available in an Aug. 18 Bulletin: http//www3.niaid.nih.gov/news/newsreleases
/2009/H IN 1 pedvax.htm and a Q&A: http//www3.niaid.nih.gov/news/QA/qaH IN1pedvax.htm. A detailed
description of the trial protocol is at clinicaltrials.gov: http://clinicaltrials.cov/show/NCT00944073.

For more information on influenza, including pandemic influenza and avian influenza, visit www.flu.gov.
Also, see NIAID’s Web portal at http://www3.niaid.nih.gov/topics/Flu/.

NIAID conducts and supports research — at NIH, throughout the United States, and worldwide — to study
the causes of infectious and immune-mediated diseases, and to develop better means of preventing,
diagnosing and treating these illnesses. News releases, fact sheets and other NIAID-related materials are
available on the NIAID Web site at http://www.niaid.nih.gov.

The National Institutes of Health (NIH) — The Nation's Medical Research Agency — includes 27 Institutes
and Centers and is a component of the U.S. Department of Health and Human Services. It is the primary
federal agency for conducting and supporting basic, clinical and translational medical research, and it
investigates the causes, treatments, and cures for both common and rare diseases. For more information
about NIH and its programs, visit www.nih.gov.

Mﬁ)%
géa Home > Mews & Events = E-mail this puge 1 Subscribe to receive fiture NIH news
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Sinovac Reports Top—-Line Preliminary Results of H1N1 Vaccine Clinical Trials
—Results Show Good Safety Profile and Immunogenicity—

BEIJING, August 18 /PRNewswire—Asia/ — Sinovac Biotech Ltd. (NYSE Amex: SVA),
a leading provider of vaccines in China, announced today positive top—line results from
the completed clinical trial for its internally—developed HIN1 vaccine. The clinical data
unblinding conference was held in Beijing on the afternoon of August 17, 2009. Notably,
Sinovac is the first company worldwide to complete clinical trials for the H1N1

vaccine.

The analysis of the clinical trial results showed that the HIN1 vaccine developed by
Sinovac induces good immunogenicity after one dose. The seropositive rate,
seroconvertive rate and GMT increasing multiple have reached the international
criteria for vaccines, which indicates that Sinovac’ s HIN1 vaccine has good

immunogenicity and offers protection.

After receiving one shot of the vaccine, none of the volunteers participating in
Sinovac’s clinical trials exhibited any signs of severe adverse reactions. The adverse
events were all mild and transient, with pain at the site of injection as the most

- common symptom. The total adverse event rate is similar to the seasonal influenza

vaccine. These results demonstrated that the HINT vaccine has a good safety profile.

_ Mr. Weidong Yin, Chairman, President and CEO of Sinovac, commented, “As
demonstrated in the clinical trial of our HIN1 vaccine, we can confirm the
immunization schedule and dosage, which can provide the scientific reference to the
state government to establish the inoculation strategy of HIN1 vaccine. Sinovac plans
to complete the summary report as soon as possible and fully evaluate the safety and
immunogenicity of the HIN1 vaccine. Thereafter, we intend to apply for the

Production License for HIN1 vaccine in compliance with SFDA’ s regulations.”

The clinical trials were initiated in the Huai Rou district, Beijing City on July 22, 2009,
with the design of single center, randomization and double blindness. The inoculation
was completed on August 15, 2009. A total of 1,614 participants over 3 years old
received the HIN1 vaccine. Blood samples were collected from the participants on
the vaccination date, 14 days post vaccination date and 21 days post vaccination date.

The National Institute for the Control of Pharmaceutical and Biological Products
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(NICBPB), the central laboratory of China State Food and Drug Administration (SFDA),

have completed the HI antibody tests on all blood samples. .

This clinical trial was organized by China’s Center for Disease Control (CDC), and
undertaken by the Beijing CDC. The Ministry of Health (MOH) and the SFDA are
continuing to closely monitor this clinical trial. Deputy Director General of MOH
Disease Control Department Donglou Xiao, Director of SFDA F\;egistration Section Wei

Zhang, and other relevant experts visited the clinical site to inspect the clinical study.

About Sinovac

Sinovac Biotech Ltd. is a China—based biopharmaceutical company that focuses on
the research, development, manufacture and commercialization of vaccines that
protect against human infectious diseases. Sinovac's commercialized vaccines include
Healive® (hepatitis A), Bilive® (combined hepatitis A and B), Anflu® (influenza) ,
Panflu(TM) (H5N1) and H1N1 vaccine. Sinovac is currently developing Universal
Pandemic Influenza vaccine and Japanese encephalitis vaccine. Additional information

about Sinovac is available on its website, http://www.sinovac.com . To be added to

our distribution list, please email: info@sinovac.com.

Safe Harbor Statement

This announcement contains forward—looking statements. These statements are
made under the “safe harbor™ provisions of the U.S. Private Securities Litigation
Reform Act of 1995. These forward-looking statements can be identified by words or
phrases such as “will,” “expects,” “anticipates,” “future,” “intends,” “plans,”
“believes,” “estimates” and similar statements. Among other things, the business
outlook and quotations from management in this press release contain
forward—looking statements. Statements that are not historical facts, including
statements about Sinovac's beliefs and expectations, are forward—looking statements.
Forward—looking statements involve inherent risks and uncertainties. A number of
important factors could cause actual results to differ materially from those contained
in any forward- looking statement. Sinovac does not undertake any obligation to

update any forward-looking statement, except as required under applicable law.

For more information, please contact:
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