HHS&ED COMMITTEE #2

September 24, 2009

MEMGOGRANDUM
September 22, 2009
TO: Health and Human Services and Education Committees
FROM: Linda McMillan, Senior Legislative Analyst %’1&&/

SUBJECT:  Update: Flu Vaccine for Schooi-Aged Children (School-Based Vaccinations)

Expected for this session:

Carol Jordan, Senior Administrator for Communicable Diseases and Epidemiology
Judith Covich, Director, School Health Services, DHHS

Stephen Bedferd, MCPS Chief School Performance Officer

At this session, the joint Committee will be provided with an update on the school-based
vaccination program for seasonal flu that will have begun on September 23", The briefing
materials provide an overview of the effort and the responsibilities of those involved. As noted
on © 3, the goal of the effort is to vaccinate 32,000 elementary and pre-k students (including
those in Head Start) for the seasonal flu. The vast majority of vaccinations will be provide by flu
mist rather than an inoculation. Information has been sent home in backpacks and included in
newsletters and on the MCPS website.

The joint Committee will also receive information for possible scenarios for a school-
based HIN1 Flu vaccination effort. The HIN1 vaccine is expected to be available at the end of
October. The number of children who can be vaccinated will be impacted by whether one dose
or two doses of vaccine are necessary. Attached at © 25-28 is recent information on early results
that indicate only one dose of vaccine will likely be needed for children ages 10 to 17 but that, as
with seasonal flu vaccine, two doses may be needed for younger children.

Attached Circle
Presentation materials from School Health 1-18
Information provided on MCPS website and sent 1924

home to MCPS students (letter from Health Officer © 19
and consent form © 22)

“Little kids need 2 shots for swine flu”, Baltimore Sun, 25-26
September 22,2009

Early Results: In Children, 2009 HIN1 Influenza 27-28
Vaccine Works Like Seasonal Flu Vaccine, National
Institutes of Health NIH News, September 21, 2009
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Department of Health and Human Services
Public Health Services

Report to County Council HHS-Ed Committees




Pa

rameters for Exclusion for Flu Like Symptoms

Temperature > 100.0 degrees AND cough and/or sore
throat

Exclude ill students for at least 24 hours fever-free
without the use of fever-reducing medicines

This guidance applies to all people who have the flu or
FLS, even if they are taking antiviral drugs

More stringent guidelines and longer periods of
exclusion may be considered for high-risk students,
such as children younger than 5 years old, pregnant
teens and those with chronic ilinesses




- Goals for School Based Seasonal

Flu Vaccine Administration

e Vaccinate 32,000 students(50% of enro:llmen‘t) in 131
elementary schools including Pre K-Head Start

e Primary vaccine: Flu Mist

e Second dose Flu Mist for 10-30% of students
e 10% IM Vaccine

e Complete Dose #1 in 4 weeks

e Vaccine administered in 10-14 schools/day

\,\\
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Seasonal Vaccination \
Administration Assumptions

e Start date for Dose #1: 9.23.09

e Dose #2 for students under 9 yrs who have not had
previous flu vaccine, 28 days after Dose #, mini clinic

e |IM vaccine administered at later date; not at clinic

e SHS provides 2 SCHN and 1 SHRA/clinic for each
session

e Additional support provided by other DHHS nurses,
Volunteer Corps, MCPS staff, parent and community
volunteers

e Vaccine staff and support projections are based on
school size

Flu Mist can be administered @ 1 minute per child




Proposed Timeline for Seasonal School Based Flu
Vaccine Administration

e Notification of School Based Fiu Plan to all schools
e Websites-MCPS/County
e Parent Letter
e Consent form for Seasonal Flu Vaccine 9/01/09

e Notification of vaccination date sent from each school 9/09-10/09
e Connect Ed
e Start seasonal flu vaccination Dose #1 9/23/09
e Start seasonal flu vaccine Dose #2 10/24/09
H1N1 notice TBD
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Isiah Leggett Uma S. Ahluwalia
County Executive Director
Dear Parent/Guardian:

Montgomery County Department of Health and Human Services will offerfree scasonal flu vaccinations
in all MCPS elementary schools beginning September 23, 2009, through October 23, 2009. Seasonal flu vaccine is
not the vaccine for HINI (swine flu). Information about the HINT (swine flu) vaccine will be available later in the
fall.

FluMist (nasal vaccine) is the vaccine that most students will receive in school. It is a gentle spray that is
administered in each nostril. It is well tolerated by chiidren and has minimal side effects. Detailed information
about FluMist (nasal vaccine) is in the “What You Need to Know” fact sheet (aitachment) and can be found on the
MCPS website.

Some students cannot receive FluMist (nasal vaccine). The attached consent form indicates the conditions
that do not allow FIuMist (nasal vaccine) to be administered. If you answer“Yes” to any of the questions on the
consent form, your child may not be eligibie to receive Fiuhdist (nasal vaccine). The school nurse will contact you
to obtain your consent to provide injectabie flu vaccine if indicated.

Children under 9 years of age who have not received a previous flu vaccine (nasal or injectable) or received
only one dose of flu vaccine in the past should have a second dose of FluMist (nasal vaccine) approximately four
weeks after the first dose. Your schoo! nurse will arrange for those students to receive the second dose of FluMist
(nasal vaccine).

If you want your child to be vaccinated for seasonal flu, read the enciosed information and return the
signed consent form to your child’s school with all questions answered by September 11, 2009.

School nurses and other registered and/or certified health professionals will administer the vaccine.

Parents will be notified by their principal and nurse of the specific date that vaccinations will be provided at
their child’s school.

The Centers for Disease Control (CDC) encourages all children and adulits to get the seasonal flu vaccine.
Parents of middle and high school students should check with their privaie health care providers for further
information. Dates and locations for community clinic sites will be posted on the MCPS website as soon as the
information is available. Because children get and spread flu, vaccination of children helps protect family members
and others in the community.

Please keep in mind these general precautions for preventing flu and staying healthy—cover coughs and
sneezes; wash hands frequently; and avoid touching your eyes, nose, or mouth. It is important to stay at home when
sick with flu-like symptoms (fever greater than 100 °F with a cough or sore throat). Children should be fever-free
for 24 hours before returning to school. If you have questions, please contact your school nurse.

Sincerely,
Ulder J. Tillman, M.D., M.P.H.

UJT:kvr Public Health Services

401 Hungerford Drive * Rockville, Maryland 20850 = 240-777-1245 « 240-777-1295 TTY e+ 240-777-1494 FAX
www.montgomerycountymd.gov/hhs / (-(




LIVE, INTRANASAL

INFLUENZA

CCINE

@HAT YOUNEEDTO KNOWDZOOQ 10

Many Vaccine information Statements are available in Spanish and other languages. See www.immunize A5

1 Why get vaccinated? )

lnﬂuenza (“flu”) is a contagious disease.

It is caused by the influenza virus, which can be_spread by
coughing, sneezing, or nasal secretions.

Other ilinesses can have the same symptoms and are often
mistaken for influenza. But only an iliness caused by the
influenza virus is really influenza.

Anyone can get influenza, but rates of infection are highest
among children. For most people, it lasts only a few days.
1t can cause:

* fever » sore throat » chills

* cough » headache » fatigue

« muscle aches

Some people, such as infants, elderly, and those with certain
health conditions, can get much sicker. Flu can cause high
fever and pneumonia, and make existing medical conditions
worse. It can cause diarrhea and seizures in children. Cn
average, 226,000 people are hospitalized every vear because of
influenza and 36,000 die — mostly elderly. Influenza vaccine
can prevent influenza.

2 Live, attenuated influenza
vaccine - LAIV (nasal spray)

There are two types of seasonal influenza vaccine:

1. Live, attenuated influenza
vaccine (LALV) contains live but
attenuated (weakened) influenza
virus. It is sprayed into the nostrils.
2. Inactivated influenza vaccine,

These “seasonal™ influenza
vaccines are formulated to
prevent annual flu. They do
not protectagainst pandemic
HINI influenza.

sometimes called the “flu shot,” is
given by injection. Inactivated influenza vaccine is described in
a separate Vaccine Information Statement.

Influenza viruses are always changing. Because of this,
influenza vaccines are updated every year, and an annual
vaccination is recommended.

Each year scientists try to match the viruses in the vaccine to
those most likely to cause flu that year. When there is a close
match the vaccine protects most people from serious influenza-
related illness. But even when there is not a close match, the
vaccine provides some protection. Influenza vaccine will not
prevent “influenza-like” illnesses caused by other viruses.

It takes up to 2 weeks for protection to develop after the
vaccination. Protection lasts up to a year.

L AIV does not contain thimerosal or other preservatives.

(3 | Who can get LAIV? )

LAIV is approved for peopie from 2 iarough 49 years of age,
who are not pregnant and do.not have certain health conditions
(see #4, below). Influenza vaccination is recommended for

people who can spread influenza to others at high risk, such as:

+ Household contacts and out-of-home caregivers of
chiidren up to 5 years of age, and people 50 and older.

* Physicians and nurses, and family members or anyone else
in close contact with people at risk of serious influenza.

Health care providers may also recommend a yearly influenza
vaccination for:

= People who provide essential community services.

+ People living in dormitories, correctional facilities, or
under other crowded conditions, to prevent outbreaks.

Influenza vaccine is also recommended for anyone who
wants to reduce the likelihood of becoming ill with
influenza or spreading influenza to others.

(4

LAIV is not licensed for everyone. The following people
should get the inactivated vaccine (flu shot) instead:

Some people shouid not get LAIV )

* Adults 50 years of age and older or children between 6
months and 2 years of age. (Children younger than 6
months should not get either influenza vaccine.)

* Children younger than 5 with asthma or one or more
episodes of wheezing within the past year.

» People who have long-term health problems with:

- heart disease - kidney or liver disease
- lung disease - metabolic disease, such as-diabetes
- asthma - anewnia, and other blood disorders

* Anyone with certain muscle or nerve disorders (such as
seizure disorders or cerebral palsy) that can lead to breathing
or swallowing problems.

* Anyone with a weakened immune system.

* Children or adolescents on long-term aspirin treatment.

* Pregnant women.

Tell your doctor if you ever had Guillain-Barré syndrome (a
severe paralytic illness also called GBS). You may be able

to get the vaccine, but your doctor should help you make the
decision.



The flu shot is preferred for people (including health-care
workers, and family members) in close contact with anyone
who has a severely weakened immune system (requiring care
in a protected environment, such as a bone marrow transplant
unit). People in close contact with those whose immune
systemns are less severely weakened (inciuding those with
HI1V) may get LAIV.

Anyone with a nasal condition serious enough to make breathing
difficult, such as a very stuffy nose, should-get the flu shot instead.

Some people should talk with a doctor before getting either

influenza vaccine:

+ Anyone who has ever had a serious allergic reaction toeggs or
another vaccine component, or to a previous dose of influenza
vaccine. Tell your doctor if you have any severe allergies.

+ People who are moderately or severely ill should usually wait
until they recover before getting flu vaccine. If you are ili, talk to
your doctor or nurse about whether to reschedule the vaccination.
People with a mild illness can usually get the vaccine.

[5 When should | get influenza j

vaccine?
You can get the vaccine as soon as it is available, usually in the
fall, and for as long as illness is occurring in your community.
Influenza can occur any time from November through May, but
it most often peaks in January or February. Getting vaccinated
in December, or even later, will still be beneficial in most years

Most people need one dose of influenza vaccine each year.
Children younger than 9 years of age getting influenza
vaccine for the first time — or who got influenza vaccine for
the first time last season but got only one dose — should get 2
doses, at least 4 weeks apart, to be protected.

Influenza vaccine may be given at the same time as other vaccines.

(6 What are the risks from LAIV? )

A vaccine, like any medicine, could possibly cause serious
problems, such as severe allergic reactions. The risk of a
vaccine causing serious harm, or death, is extremely small.

Live influenza vaccine viruses rarely spread from person to
person. Even if they do, they are not likely to cause illness.

LAIV is made from weakened virus and does not cause
influenza. The vaccine can cause mild symptoms in people
who get it (see below).

Mild problems:

Some children and adolescents 2-17 years of age have
reported mild reactions, including:

* runny nose, nasal congestion or cough * fever

» headache and muscle aches +» wheezing
+ abdominal pain or occasional vomiting or diarrhea

Some adults 18-49 years of age have reported:
* runny nose or nasal congestion « sore throat
» cough, chills, tiredness/weakness * headache

Severe problems:
«+ Life-threatening allergic reactions from vaccines are very

rare. [f they do occur, it is usually within a few minutes to a
few hours after the vaccination.

» If rare reactions occur with any product, they may not be

it. Millions of doses of LLAIV have been distributed since it
was licensed, and no serioas provlems have been identified.
Like all vaccines, LAIV will continue to be monitored for
unusual or severe preblems.

( 7 What if there is a severe ’
reaction?

.

What should | look for?

Any unusual condition, such as a high fever or behavior
changes. Signs of a severe allergic reaction can inciude
difficulty breathing, hoarseness or wheezing, hives, paleness,
weakness, a fast heart beat or dizziness.

What shouldi do?
+ Call a doctor, or get the person to a doctor right away.
+ Tell the doctor what happened, the date and time it
bappened, and when the vaccination was given.
= Ask vour provider to report the reaction by filing a
Vaccine Adverse Event Reporting System (VAERS) form.

Or you can file this report through the VAERS website at
www.vaers.hhs.gov, or by calling 1-800-822-7967.

VAERS does riot provide medical advice.

€

A federai program exists to help pay for the care of anyone
who has a serious reaction to a vaccine.

The National Vaccine Injury
Compensation Program

For more information about the National Vaccine Injury
Compensation Program, call 1-800-338-2382, or visit their
website at www.hrsa.gov/vaccinecompensation.

(9

* Ask your provider. They can give you the vaccine package
insert or suggest other sources of information.

How can | learn more? )

+ Call your local or state health department.

» Contact the Centers for Disease Control and Prevention
(CDO):
- Call 1-800-232-4636 (1-800-CDC-INFO) or
- Visit CDC’s website at www.cdc.gov/flu

Vaccine Information Statement

Live, Attenuated Influenza Vaccine (8/11/09)  U.S.C. §300aa-26

DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR DISEASE CONTROL AND PREVENTION




Montgomery County Department of Health and Human Services
School Health Services

Elementary School Based Vaccination Program

Consent for Seasonal Nasal Spray Flu (FluMist) Vaccination(s)
This is not the HIN1 (Swine flu) vaccine.

Dear Parent / Guardian;
Please complete this form if you want your child to receive seasenal nasal flu (Flu Mist) vaccine(s).

Sign and return this consent form to the Health Room by September 11, 2009.

Child's Last Name: Child's First Name: Age: Grade:
Address: Home Phone: Date of Birth:
Cell Phone:
Work Phane;
Teacher: Has vour child ever had a flu vaccine before? OYES [ONO
Did they receive only one dose of fli vaccine the first time they had the flu vaccine? OYES [OINO

For maximum protection against influenza the Centers for Disease Contro! ({CDC) recommends that children under 9 years old, who are
getting seasonal influenza vaccine (FluMist) for the first time, receive a second dose in 4 weeks. CDC also recommends that children
under the age of § who only received 1 dose in their first year of vaccination receive 2 doses in the following year.

If you answer YES to ANY of the questions below, your child is NOT eligible to receive the nasal seasonalTiu vaccine, however your
child may receive the injectable seasonal flu vaccine. The school nurse will contact you.

If you answer NO to ALL of the questions and would like your child to receive the seasonal nasal flu vaccinie, please sign below.

1. Does your child have any significant chronic or long-term ilinesses involving the kidneys, hear, nervous | CIYES ONO
system, brain, diabetes, lungs, (like cystic fibrosis), or blood system (like sickle cell anemia)?

2. Does your chiid have asthma? OYES CONO
3. Does your child have a severe allergy to egg products, Gentamycin, gelatin, arginine or to a previous flu | CIYES CINO
vaccing?

4. ls your child taking medicine containing aspirin? COYES CONO
5. Does your child have a history of Guillian-Barre syndrome? OYES ONO -
6. Is your child scheduled to receive any vaccines in the menth following this nasal spray vaccination? OYES CINO
7. Has your child received any vaccines in the past month? OYES ONO
8. Does your child live with someone who is undergoing a stem cell fransplant or bone marrow transplant? | OYES OONO

FluMist can not be administered to any child who is ill on the day of the vaccination clinic.
Statement of Consent:

| have received and read the Vaccine Information Statement (VIS) about the seasonal nasal flu vaccine. | have had a chance to ask
questions about the vaccine. | understand that this vaccine is approved for healthy children and have reviewed the reasons some
children should not get the seasonal nasal flu vaccine. None of these reasons apply to my child. | agree to have my child vaccinated

with the seasonal nasai fiu vaccine. If medically necessary | want my child to have a second dose of the seasonal nasal flu vaccine.
If you have anv questions, please contact your School Nurse.

Name of parent/ guardian: Signature of parent / guardian: Date:
* * * * * * ofﬁce USB Only * * : 1 * * *
Vaccine Mfgr/ Lot # Exp. date Dosel Route Site given VIS Date
1stdose Influenza Medimmune 02ml 8111109

(Intranasally) intranasally NIA

2 dose Influenza Medimmune 02m m S8
{Intranasally) intranasally

2" Dose Required; | Yes No
if less than 9 years old and NO previous flu vaccine (must have had 2 vaccines in one season)

1" Vaccine administered by: Date: 2™ Vaccine administered by: Date:

School Nurse Signature: School: @
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Little kids to need 2 shots for swine flu

But teens will gain immunity from one shot

By Kelly Brewington | kelly.brewington@baltsun.com

September 22, 2009

The swine flu vaccine works in just one dose for older
children, but kids younger than 10 will likely need two
shots, according to early results of clinical trials, federal
health officials said Monday.

The findings mean that younger children could need as
many as four shots this fali, to protect against both the
seasonal flu and the swine fiu.

In the clinical trials, the swine flu vaccine produced a
strong immune response in children 10 to 17 years old in |
just 10 days; younger children generally had a weaker
reaction over the same time period. They will likely need ;
two shots given 21 days apart, officials said.

The results in children come from data gleaned at National Institutes of Health-sponsored trials of a
vaccine made by French manufacturer Sanofi Pasteur. The trials are being conducted at the University of
Maryland's Center for Vaccine Development and a handful of other sites. The studies tested two doses
of the vaccine (15 micrograms and 30 micrograms) on 600 healthy children in three age groups: 10 to 17
vears old, 3 to 9 years old, and $ months to 36 months.

In the oldest group, 76 percent had a strong immune response to one 15-microgram dose. But for kids 3
to 9 years old, that figure was 36 percent. Of the youngest volunteers, just 25 percent produced a strong
response.

The findings are something of a surprise to infectious disease experts who initially assumed that children
of all ages would need two doses of the vaccine, since their immune systems are less mature than those
of adults. In fact, up until data two weeks ago showed one dose was strong enough for adults, many
experts assumed everyone would need two doses. The HINI virus is so different from typically
circulating flu strains that most of the population has no immunity to it.

But so far, the immune response to the HIN1 inoculation is "acting strikingly similar" to seasonal flu
shots in both adults and children, said Dr. Anthony S. Fauci, director of the National Institute of Allergy

and Infectious Diseases.

"Overall, this is very good news for the vaccination program, both for supply of the vaccine and
potential efficacy,” he said.

http://www.baltimoresun.com/health/bal-md.vaccine22sep22,0,7701227 print.story 9/22/2009




Little kids to need 2 shots for swine flu - baltimoresun.com Page 2 of 2

Typically, children 9 and under who have never received a seasonal flu shot before must receive two
shots to trigger enough immunity to fight off the virus.

But how those shots should be given isn't entirely clear. Federal health officials said Monday that
children can receive both the seasonal flu shot and the swine flu inoculation on the same day. But if they
receive the Flu Mist, which is inhaled and contains a live form of the virus, then getting both types of
vaccine on the same day won't "take,"” according to Anne Schuchat, the director of the National Center
for Immunization & Respiratory Diseases at the Centers for Disease Control and Prevention.

Ancther NIH trial designed to look at the timing of when to give the two flu vaccines is not expected to
produce results until sometime in November.

Officials are urging parents to have their children vaccinated now for the seasonal flu - that vaccine
became available last month - and to immunize them against the HIN1 virus once the swine flu vaccine
arrives, likely in the beginning of October.

"Seasonal flu vaccine is available and those who fall under recommendations should get that now and
not worry about subsequent data that we are trying to collect,” Fauci said.

Dr. Felix L. Kaufman, a pediatrican in Towson, said parents of babies are accustomed to a rigorous
vaccination schedule and tend to view the flu shots as just one more added to the mix. "They aren't
really looking at it in terms of four more shots," he said.

In fact, parents have been anxious to get their children vaccinated against the HIN1 virus and are often
peppering him with questions on when the vaccine will be ready, he said. Kaufman asked the state
health department for 2,000 doses for his large practice of about 9,000. He was told that his office could
receive 400 doses by sometime in October and more would be available later.

"The swine flu has taken a lot more importance because of the media attention," he said. "Parents
perceive that as a separate issue and they are asking a lot of specific questions."

Last week, the Food and Drug Administration approved four vaccines against the pandemic that has
killed more than 593 people nationwide - at least 46 of them children - and sickened more than a million
since outbreaks began in the spring. Experts have estimated that as many as half of Americans could
come down with swine flu; up to 90,000 could die.
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Early Resuits: In Children, 2009 HIN1 Influenza Vaccine Works Like Seasonal Flu

Early results from a trial testing 2 2009 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 HIN1 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 to the vaccine.

"This is very encouraging news," says NIAID Director Anthony S. Fauci, M.D. "As we had hoped,
responses to the 2009 HINI influenza vaccine are very similar to what we see with routinely used seasonal
influenza 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 HINI1 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. It is anticipated that the immune response to 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.

[ ‘( )
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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
formulation recently licensed by the FDA to protect against 2009 HINI influenza. Like inactivated seasonal
influenza vaccines, the vaccine contains a purified part of a killed virus and cannot cause flu.

NIAID is conducting trials of 2009 HIN1 influenza vaccines through its iongstanding 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 Builetin:

http://www3 .niaid.nih.gov/news/newsreleases/2009/H1N1pedvax.htm and a Q&A:

http://www3.niaid .nih.gov/news/QA/gaH1 N1pedvax.htm. A detaiied description of the trial protocol is at
clinicaltrials.gov: http://clinicaltrials.gov/show/NCT00944073.

For more informatiorr 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 conduciing 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.
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