SPIKEVAX COVID-19 VACCINE

Consumer Medicine Information (CMI) summary

The full CMI on the next page has more details. If you are worried about being given this vaccine, speak to your healthcare
provider.

¥ Thisvaccine isnew or being used differently. Please report side effects. See the full CMlI for further details.

. Why am | being given SPIKEVAX?

SPIKEVAX contains the active ingredient Elasomeran. SPIKEVAX is a vaccine used to prevent COVID-19 disease caused by SARS-
CoV-2inindividuals aged 6 months and older.

|

For more information, see Section1. Why am I being given SPIKEVAX? in the full CMI.

|

. What should | know before | am given SPIKEVAX?
You should not be given SPIKEVAX if you have ever had an allergic reaction to SPIKEVAX or any of the ingredients listed at the
end of the CMI.

Check with your doctor, pharmacist, or nurse before vaccinationif you: have previouslyhad a severe allergic reaction after any
other vaccine injection or after youwere given SPIKEVAX in the past; have averyweak or poorly functioning immune system;
have ever fainted following any needleinjection; have a bleeding disorder; have a high fever or severe infection; have any
seriousillness; have anxiety related to injections; have previously had episodes of capillary leak syndrome.

Talk to your doctor if you have a weakenedimmune system, have any other medical conditions, take any other medicines,
or are pregnant or plan to become pregnant or are breastfeeding.

SPIKEVAX should not be givento childrenunder the age of 6 months.

For more information, see Section 2. What should | know before | am given SPIKEVAX? in the full CMI.

3. Whatif | am taking other medicines?

Tell your doctor or pharmacist if you are taking any other medicines, including any medicines, vitamins or supplements that
you buy without a prescription. Tell your doctor or pharmacist if you have recentlyreceived any othervaccine. For more
information, see Section 3. Whatif | am taking other medicines? in the full CMI.

4. How will | be given SPIKEVAX?

Your doctor, pharmacist or nurse will inject the vaccine into a muscle (intramuscularinjection) in your upperarm or yourthigh.
You will be given one dose, followed by a second dose 28 days later to complete the vaccination course. Itis very important
that you receive yourseconddose. If you have a weakenedimmune system, you may receive a third dose at least 28 days after
the second dose. A booster dose may be given atleast 5 months after the second dose in individuals aged 12 yearsto 17 years
and at least 6 months after the second dose in individualsaged 18 years and above. This booster may be given to you if you
have completed your full course of your first vaccination with anotherapproved COVID-19 vaccine. A doctor, pharmacist or
nurse will observeyou for atleast 15 minutes after beinggiven SPIKEVAX.

More instructions canbe found in Section4. How will | be given SPIKEVAX? in the full CMI.

|

. What should | know about being given SPIKEVAX?

Things you ¢ Aswith any vaccine, the 2-dose vaccination course of SPIKEVAX may not fully protect all those who
should know receiveitanditis notknown how longyou will be protected.

¢ You may not be fully protectedagainst COVID-19 disease until fourteen days after your second dose.
¢ You may notbe protected if you onlyreceive one dose, so aseconddoseis important.

Driving or using | ® Do notdrive or use machinesif you are feeling unwell after vaccination. Wait until any effects of the
machines vaccine have worn off before you drive or use machines.

For more information, see Section5. Whatshould | know after being given SPIKEVAX? in the full CMI.

6. Arethere anyside effects?

Common side effects include swelling in the underarm, headache, nausea, vomiting, muscle aches, joint aches, and stiffness,
pain or swelling atthe injectionsite, feeling very tired, chills, fever, rash, redness, or hives at the injectionsite. Decreased
appetite, irritability/crying and sleepiness are also common side effects in 6 month to 3 year olds.

For more information, including what to do if you have any side effects, see Section 6. Are there any side effects? in the full CMI.
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This vaccine is subject to additional monitoring. This will allow quick identification of new safety information.
You can help by reportingany side effects you may get. You can report side effects to your doctor, or directly at

www.tga.gov.au/reporting-problems.

SPIKEVAX COVID-19 VACCINE

Active ingredient: Elasomeran

This vaccine has provisional approval in Australia to prevent COVID-19 disease caused by SARS-CoV-2virus in individuals 6
monthsto 5 years of age. This approval has beengranted on the basis of short term efficacy and safety data. Evidence of
longer term efficacy and safetyfrom ongoing clinical trials and vaccination in the community continues to be gathered and

assessed.

This vaccine isindicated to prevent COVID-19 disease caused by SARS-CoV-2 virus in individuals 6 years of age and older.

Consumer Medicine Information (CMI)

This leaflet provides importantinformationabout using
SPIKEVAX. You should also speak to your doctor,
pharmacist, or nurse if you would like further
information or if you have any concerns or questions
about using SPIKEVAX.

Where to find information in this leaflet:

Why am| being given SPIKEVAX?

Whatshould I know beforel am given SPIKEVAX?
What if | am taking other medicines?

How will I be given SPIKEVAX?

What should I know about being given SPIKEVAX?

Are thereany side effects?

N o W N e

Product details

1. Whyam | being given SPIKEVAX?

SPIKEVAX contains the active ingredient Elasomeran.
SPIKEVAX is avaccine which stimulates the body’s natural
defences (immune system). The vaccine works by causing
the body to produce protection (antibodies) against the
virus that causes COVID-19disease. SPIKEVAXuses a
substance called messenger ribonucleic acid (mRNA) to
carryinstructions to cellsin the body thatare usedto
make the spike protein thatis also on the virus. The cells
then make antibodies against the spike protein to help
fight off the virus. This will help to protectyouagainst
COVID-19 disease.

SPIKEVAX is used to prevent COVID-19 disease caused by
SARS-CoV-2. It is given to individuals aged 6 months and
older.

2. What should | know before | am given
SPIKEVAX?

Warnings

You should not be given SPIKEVAXif:

e youare allergicto Elasomeranor any of the

ingredients listed at the end of this leaflet.
Always checkthe ingredients to make sureyou can be
given this vaccine.

Check with your doctor, pharmacist, or nurse before
vaccination ifyou:

e Have previously had a severe, life-threatening allergic
reaction afterany othervaccineinjection or afteryou
were given SPIKEVAXin the past.

e Haveaveryweakor poorly functioningimmune
system.

¢ Have ever fainted following any needle injection.

e Have ableedingdisorder.

¢ Have ahighfever or severeinfection; however, you
can have your vaccination if you have a mild feveror
upper airway infection like a cold.

e Haveanyseriousillness.

e Have anxiety related toinjections. Anxiety and stress
related reactions can occur, however, they will be
temporary.

¢ Take any medicinesfor any other condition.

There isan increasedrisk for myocarditis (inflammation of
the heart muscle) and pericarditis (inflammation of the
lining outside the heart) after vaccination with SPIKEVAX.
These conditions candevelop within just a few days after
vaccination, and have primarily occurred withintwo
weeks. They are seen more often afterthe second
vaccination, and more oftenoccurredin youngermen;
however, they are also seenin anumber of women.
Following vaccination, youshouldbe alert to signs of
myocarditis and pericarditis, such as breathlessness, a
noticeably rapid, strong, or irregular heartbeat and chest
pain. Additionally, non-specificsigns suchas feeling very
tired, nausea and vomiting, stomach pain, dizziness or
fainting, fluid retention and cough have beenreportedin
some recipients with myocarditis or pericarditis. Seek
immediate medicalattention should these occur.

During treatment, you may be atrisk of developing certain
side effects. Itisimportantyou understand these risks and
how to monitor for them. See additional information
under Section 6. Are there any side effects?

Capillary leak syndrome (CLS) flare-ups

A few cases of capillary leaksyndrome flare-ups (causing
fluid leakage from small blood vessels (capillaries) resulting
in rapid swelling of the arms and legs, sudden weight gain
and feeling faint, low blood pressure) have beenreported
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following vaccination with SPIKEVAX. If you have
previouslyhad episodes of CLS, talk to a doctor before you
are given SPIKEVAX.

If you have a weakened immune system
(immunocompromised)

If you have a weakened immune system, youmay receive
a third dose of SPIKEVAX. The efficacy of SPIKEVAX even
after athird dose may be lower in people who have
weaker immune systems. Inthese cases, you should
continue to maintain physical precautions such as mask
wearing and social distancing to help prevent COVID-19.
In addition, your close contacts shouldbe vaccinated as
appropriate. Discuss appropriateindividual
recommendations with your doctor.

Pregnancy and breastfeeding

SPIKEVAX can be usedduring pregnancy. A large amount
of information from pregnant womenvaccinated with
SPIKEVAX duringthe secondand thirdtrimester has not
shown negative effects on the pregnancy or the newborn
baby. While information on effects on pregnancy or the
newborn babyafter vaccinationduring the first trimester
is limited, no change to the risk for miscarriage has been
seen.

Check with your doctor, pharmacist, or nurseif you are
pregnantor intend to become pregnant.

SPIKEVAX can be given during breastfeeding. A large
amount of information from breastfeeding women
vaccinated with SPIKEVAX has not shown negative effects
in breastfed babies.

Talk to your doctor, pharmacist, or nurse if you are
breastfeeding or intend to breastfeed.

Use in Children

SPIKEVAX is not recommended for children agedunder 6
months.

3. What if | am taking other medicines?

Tell your doctor, pharmacist, or nurse if you are taking any
other medicines, including any medicines, vitamins, or
supplements that you buy without a prescriptionfrom
your pharmacy, supermarket, or healthfood shop.

Tell your doctor or pharmacistif you haverecently
receivedany othervaccine.

Check with your doctor, pharmacist, or nurseif you are
not sure about what medicines, vitamins or supplements
you are taking and if these affect SPIKEVAX.

4. How will I be given SPIKEVAX?
How much SPIKEVAX is given.

e SPIKEVAX will be given to you as two injections. Itis
recommended to administer the second dose of

SPIKEVAX 28 days after the first dose to complete the
vaccination course.

¢ If you have aweakened immune system, you may
receive athird dose of SPIKEVAX at least 28 days after
the second dose, as a third full dose will helpyour
immune system getabetter response.

¢ Asingle booster dose of SPIKEVAX may be given at
least 5 months after the second dose in individuals
aged 12 yearsto 17 years and atleast 6 months after
the second doseinindividuals aged 18years and
above.

e Asingle booster dose of SPIKEVAX may be given to
you if you have completed your fullcourse of your
first vaccination (usually two doses) with another
approved COVID-19 vaccine.

¢ Yourdoctor, pharmacistor nurse will inject the
vaccine into a muscle (intramuscularinjection) in your
upper armor yourthigh.

e After eachinjection of the vaccine, your doctor,
pharmacist, or nurse will watch over youfor at least
15 minutes to monitor for signs of an allergic reaction.

If you miss an appointment for your 2" or 3rd
dose of SPIKEVAX

If you miss an appointment, arrange another visit as soon
as possible with your doctor, pharmacist, or nurse.

If you miss a scheduledinjection, you may not be fully
protectedagainst COVID-19 disease.

If you use too much SPIKEVAX

e AsSPIKEVAXisgiven underthe close supervision of a
doctor, pharmacist, or nurse itis unlikely that you will
be given too much.

e If youare concernedthatyou have been given too
much SPIKEVAX, tell your doctor, pharmacist, or nurse
immediately.

You should do this even if there are no signs of
discomfort or poisoning.

5. What should | know about being given
SPIKEVAX?

As with any vaccine, the 2-dose vaccination course of
SPIKEVAX may not completely protect all those who
receive it and it is not known how long you will be
protected.

Things you should know

You may not be fully protectedagainst COVID-19 disease
until fourteendays after your second dose.

You may notbe protected if you onlyreceive one dose, so a
second doseisimportant.
Driving or using machines

Do notdrive or use machinesif you are feeling unwell
after vaccination. Wait until any effects of the vaccine
have worn off before you drive or use machines.
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Looking after your vaccine

Your doctor, pharmacist or nurseis responsible for storing
this vaccine and disposing of any unused product correctly.

6. Arethere any side effects?

Allvaccines canhaveside effects. If you do experience any

side effects, most of them are minorand temporary.
However, someside effects may need medicalattention.

See the informationbelow and, if you need to, ask your
doctor, pharmacist, or nurse if you have any further

questions about side effects.

Less serious side effects

Less serious side effects What todo
¢ Swellinginthe underarm Speak to vour
¢ Decreasedappetite (observed in 6 P ¥
doctor,
month to 3 year olds) .
L . . pharmacist, or
e Irritability/crying (observed in 6 .
nurse if you
month to 3 year olds)
have any of
¢ Headache
. . these less
e Sleepiness (observed in 6 month to - .
serious side
3yearolds)
effects and
* Nausea theyworry you
* Vomiting ¥ yyou.
* Muscle ache, jointaches, and
stiffness
¢ Heavy menstrual (period) bleeding
¢ Pain or swelling atthe injection
site
¢ Feelingverytired
e Chills
e Fever
¢ Rash
¢ Rash, redness, or hives atthe
injection site (some of which may
occur sometime afterthe
injection)
Serious side effects
Serious side effects What todo
e Feeling faintor light-headed Call your
¢ Changesinyour heartbeat doctor,

¢ Shortness of breath

e Wheezing

e Swelling of your lips, face, or
throat

¢ Hivesorrash

e Nausea or vomiting

¢ Stomach pain

¢ A skin reaction thatcausesred
spots or patches on the skin that
may look like atargetor “bulls
eye” with adarkred centre
surroundedby palerredrings
(erythema multiforme)

e Decreasedsenseof touchor
sensation

pharmacist, or
nurse straight
away, or go
straight to the
Emergency
Departmentat
your nearest
hospital if you
notice any of
these serious
side effects.

Serious side effects What todo

¢ Tingling, pricking or pinsand
needles feeling

¢ Seizures with afever (observed in
6 month to 2 year olds)

Tell your doctor, pharmacist, or nurse if you notice
anything else that may be making you feel unwell.

Other side effects notlisted here may occurin some
people.

Reporting side effects

After you have received medical advice for any side effects
you experience, youcan reportside effects to the
Therapeutic Goods Administration online at
www.tga.gov.au/reporting-problems. By reporting side
effects, you can help provide more information on the
safety of this vaccine.

7. Product details

What SPIKEVAX contains

Active ingredient | Elasomeran

¢ Heptadecan-9-yl 8-[2-
hydroxyethyl-(6-oxo-6-
undecoxyhexyl)amino]octanoate

e Cholesteral

¢ Distearoylphosphatidylcholine

e 1,2-Dimyristoyl-rac-glycero-3-
methoxypolyethylene glycol-
2000

¢ Trometamol

¢ Trometamol hydrochloride

e Acetic acid

¢ Sodium acetate trihydrate

e Sucrose

e Water for injections

Other ingredients

(Inactive
ingredients)

Do not take this vaccine if you are allergicto any of these
ingredients.

What SPIKEVAX looks like

SPIKEVAX is a white to off white suspensionsuppliedin a
glass vial with a rubberstopper and aluminumseal ora
pre-filledsyringe:

0.2 mg/mlvial (AUSTR 370599)
0.1 mg/ml vial (AUSTR 388244)
0.1 mg/ml pre-filled syringe (AUST R 388245)

Not all presentations may be marketed.

Sponsor

Moderna Australia Pty Ltd
Level 6,60 MartinPlace
Sydney,
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NSW, 2000
www.modernacovidl9global.com/au/
Phone: 1800344 018

Email address: apacmedinfo@modernatx.com

This leaflet was prepared in April 2023.
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