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ABOUT THIS GUIDE

This guide is only for patients who have made the decision
with their NET (neuroendocrine tumour) team to receive
Lutathera®, also known as lutetium ('”’Lu) oxodotreotide.

It may help answer some of the questions you have about
Lutathera®. It is not intended to replace the advice given to
you by your treating site. You should always speak with a
member of your team about any questions you may have.

This guide has been developed specifically for people
receiving Lutathera® treatment in the Republic of Ireland.
The information within may not apply to people receiving
Lutathera® in other countries or people on other radiation
treatments. This guide has been developed by Advanced
Accelerator Applications (AAA) with the Health Products
Regulatory Authority (HPRA).
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WHAT IS LUTATHERA® AND
WHAT IS IT USED FOR?

What is Lutathera®?

Lutathera® is a treatment for a type of cancer called a neuroendocrine tumour.’
It is a medicine that uses radiation to destroy tumour cells.! Treatments like
Lutathera® are also sometimes known as Peptide Receptor Radionuclide
Therapy (or PRRT for short).?

What is Lutathera®used for?

Lutathera® is used in the treatment of neuroendocrine tumours that start in the
gut or pancreas.' Lutathera® is used for tumours that cannot be removed by
surgery or that have spread to other parts of the body.! Patients can receive
Lutathera® if their tumours do not respond or stop responding to another
therapy.! For Lutathera® to work, the tumours must have a certain type of
receptor on their surface.! These receptors act like hooks where Lutathera®
can attach to the tumours.! Your NET team will have checked that Lutathera® is
suitable for your tumours before discussing it with you as a treatment option.
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What does Lutathera® contain?

The active component of Lutathera® is called lutetium ("’Lu) oxodotreotide.
Lutathera® is made up of three parts:?

S

A tumour-targeting
: part finds the i
: tumour cells

Figure 1. Parts of Lutathera®

Lutathera® comes as a solution at a concentration of 370 megabecquerels per
millilitre. (The megabecquerel is a unit for measuring the amount of radioactivity.)
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HOW DOES
LUTATHERA® WORK?

The picture below shows how Lutathera® uses radiation to destroy
neuroendocrine tumour cells and slow the growth of the tumours.’

Lutathera® is given via /

a thin tube (cannula)

inserted into a vein Lutathera®
Inside the body, ® o

Lutathera® travels ® o o Tumour cell
through the bloodstream ® e

to reach the tumours

Lutathera® attaches F
to the receptors on

the surface of the -

tumour cells

,D Receptor

Figure 2. How Lutathera® treats neuroendocrine tumours'?®
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4 cycles of treatment
are recommended
(see page 8)

Additional Lutathera®
treatments are given
to destroy more

of the tumour cells

Each treatment
destroys some of
the tumour cells

The radiation from
Lutathera® destroys
the tumour cell

Once attached to its
receptors, Lutathera®
is taken up into

the tumour cells
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CONSIDERATIONS
BEFORE YOUR
LUTATHERA® TREATMENT

To help your NET and NM (nuclear medicine) teams plan your Lutathera®
treatment, you should discuss everything about your disease and
general health.

This should include:
Any symptoms you currently have.

Any allergies you have. Lutathera® is not suitable for people with
certain allergies.'

All medicines you are currently taking. Somatostatin analogues
can reduce the effectiveness of Lutathera® treatment. If you are
receiving this type of medication, you may be asked to stop for a
short time during your Lutathera® treatment. Or, if you are receiving
a somatostatin analogue as a long-acting injection, Lutathera®
treatment may be timed just before your next injection.’

If you know you are pregnant or think you could be. Lutathera®
should not be used during pregnancy.’

If you are breastfeeding. Breastfeeding should be avoided during
Lutathera® treatment.

Travel planned for the next 3 months. After each Lutathera®
treatment, you may need to take certain precautions when travelling.
You can find more information about this on page 12.
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Family responsibilities immediately after treatment. After
each Lutathera® treatment, you need to limit contact with family
members at home. You can find more information about this on
page 12.

General health. Your NET team will do tests to check your blood
counts, liver and kidney function. Depending on the results they
may hold off treatment until your body is ready.

Lutathera® is not expected to affect your ability to drive. However, if you
feel your driving ability may be affected by your iliness or side effects of
this medication, please speak to a member of your NET team.!
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HOW IS
LUTATHERA® GIVEN?

It will be planned for you to receive a total of four Lutathera® treatments, each
given approximately 8 weeks apart.! The time between treatments may be
increased to up to 16 weeks if you have certain side effects, or treatment may
be stopped.! For each of the four Lutathera® treatments, the recommended
dose is 7,400 megabecquerels.' (The megabecquerel is a unit for measuring
the amount of radioactivity.)

Figure 3. Treatment schedule for Lutathera®

What happens at each Lutathera® treatment

You will receive your Lutathera® treatment in a controlled area and please note
that you won'’t be able to have anyone else in the room with you during treatment.!
The NM team are specially trained to use medicines like Lutathera®.

Lutathera® is given by intravenous infusion.! This means the drug is slowly given
via a thin tube (cannula) inserted into a vein in your arm. Lutathera® itself is given
over approximately 30 minutes." However, the time needed for tests and other
medications means the whole procedure lasts 5-6 hours. The flow chart below
shows what to expect at each treatment visit.
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Any paperwork will be completed with a member of your NM team on arrival.

You will be asked to consent to the treatment.

A thin tube (cannula) will be inserted into a vein in one or both arms.

You may have a blood test to check your blood counts, liver and kidney function
again before your treatment.

You will be given an anti-sickness medication to help with any nausea or
vomiting during the treatment.

To protect your kidneys, you are During the amino acid infusion,
given an amino acid infusion. It starts Lutathera® will be slowly given over
before your Lutathera® treatment and about 30 minutes via a tube in the
lasts for about 4 hours in total. same or other arm.

Your NM team will have discussed with you whether you will go home on the day or
stay in hospital overnight.

You may have a scan before you leave the hospital.

Figure 4. Your treatment visit!
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WHAT PRECAUTIONS
SHOULD | TAKE AFTER MY
LUTATHERA® TREATMENT?

Since Lutathera® is a radioactive medicine, there are some things you should
do to minimise exposure to family members and the general public after you
leave the hospital.!

After discharge

The table shows the main precautions to consider after each Lutathera®
treatment. Your NM team may give you personalised durations for precautions
based on your circumstances. They can also help you with any questions you
may have. In addition, you may receive a wristband or card to show that you
have recently received a radioactive treatment.

For the first 7 days, keep at least 1 metre away from
other people, limiting any close contact with children and
pregnant women to a maximum of 15 minutes per day.

For the first 7 days, sleep in a separate bedroom from
your partner.!

For the first 15 days, sleep in a separate bedroom
from children and pregnant partners.’
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Remain hydrated and urinate frequently before, on the day
of and the day after administration of Lutathera® (e.g. drink
one glass of water every hour)." The more you urinate, the
faster the radiation leaves your body.

For the first 7 days:

Try to pass a stool every day. Use laxatives if you need to.!
Men should always use the toilet in a seated position

and use toilet paper, even if only urinating.

Flush all toilet paper down the toilet, and flush twice

each time.

Wash your hands carefully after every toilet visit.

For the first 7 days, flush down the toilet any tissues
containing bodily fluids (e.g. blood, urine or faeces).

If you expect to have non-flushable waste items (e.g.
sanitary towels), please discuss this with your NM team.

For at least the first 7 days, shower or bathe
every day.

Wash your underwear, pyjamas, sheets and any clothes
that contain sweat, blood or urine separately from the
laundry of other members of your household, using a
standard washing cycle. You do not need to use bleach
and do not need extra rinses.
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WHAT PRECAUTIONS
SHOULD | TAKE AFTER MY
LUTATHERA® TREATMENT?
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For at least the first 7 days, avoid situations that would
place you close to the same members of the public for
prolonged periods (e.g. going to the cinema or church).

For at least the first 7 days, avoid public transport if
possible. If you must use public transport, single journeys
should last no longer than 1 hour. For single journeys over
an hour, discuss these with your NM team.

From day 8 until day 14, single public transport journeys
should last no longer than 3 hours.

After this time, you can use public transport as usual.

For at least the first 7 days, sit in the rear passenger
seat diagonally opposite the driver if travelling by car,
ensuring no other passengers are in the vehicle.

For the first 7 days, air travel journeys should ideally last
no longer than 1 hour. Please discuss with your NM team
if you may need to take longer air travel journeys.

After each treatment, you may set off airport radiation
detectors. Please discuss any planned air travel with
your NM team.



For at least the first 7 days, do not go to work.

After this time, discuss with your NM team when you are
able to return to work.

There is no evidence to suggest that your pet’s
health will be at risk after your treatment.

During Lutathera® treatment and for 7 months after
completing treatment, female patients should use
effective birth control.

During Lutathera® treatment and for 4 months
after completing treatment, male patients should use
effective birth control.

If you become pregnant or think you are pregnant after
starting treatment with Lutathera®, tell your doctor and/or
nuclear medicine doctor right away.

Special circumstances

If you have specific care needs, your NM team will provide appropriate advice
based on your circumstances. If you use devices such as colostomy bags or
catheters, please discuss the precautions you need to take with a member of
your NM team.
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WHAT SIDE EFFECTS
ARE POSSIBLE?

Treatment with Lutathera® may cause side effects. Your NET team will explain
possible side effects in detail and answer any questions you may have about
them. Some of the most common side effects are discussed briefly below.

Please remember that not all patients will have these. You may have a greater
risk of some side effects with more cycles of treatment. In the table below, side
effects are described as:

if they affect at least one in every 10 people,

if they affect at least one in every 100 but less
than one in every 10 people,

if they affect at least one in every 1,000 but less
than one in every 100 people.

Short-term side effects

These side effects may occur during therapy or within the few weeks afterwards.
They can include:

Nausea and vomiting usually only occur in the first
24-48 hours after each treatment.! To help prevent
and control nausea and vomiting, you will be given
anti-sickness medication, both in hospital and to
take home with you.!
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Treatment with Lutathera® can cause a drop in the
number of blood cells, including white cells, red cells
and platelets.! A low white cell count can make you
prone to infection, whereas a low red cell count can
make you feel tired and short of breath. A low platelet
count can cause bruising or bleeding. Any fall in

blood counts is usually only temporary." However, a
few patients may need to delay treatment by up to 16
weeks to give their blood counts more time to recover.!
Your blood counts will be carefully checked before and
after each treatment with Lutathera®." If you notice any
bruising or bleeding, please let your NET team know
straight away.

Decreased appetite is quite common in the first 1-2
weeks after each treatment.! If you have less appetite
than usual, try eating small meals frequently and
make sure you drink plenty of fluids. Use anti-sickness
medication if needed, as this can help improve

your appetite.

Any fatigue is usually only mild."* Fatigue may last for

several weeks during treatment. Some people find their
energy levels are lower in later cycles of treatment.

Any hair loss is usually minimal, and any lost hair
should regrow after the treatment is finished."*
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WHAT SIDE EFFECTS
ARE POSSIBLE?

IE310327

Pain in the stomach area may be caused by the
effects of the drug on the tumours. It may last for a
few days after each treatment, but can usually be well
controlled with over-the-counter painkillers.

Diarrhoea is usually mild and generally does not
need any specific treatment."*

The tumour cells destroyed by the treatment can release
hormones into your system.” This may lead to temporary
symptoms such as facial flushing, redness, and a sudden
rush of warmth in the face that is sometimes confused
with the hot flashes of menopause, diarrhoea, a fast
heartbeat, wheezing and a sudden drop in blood
pressure.! If you have any of these symptoms, you must
let your NET team know as soon as possible. Untreated
hormonal symptoms can lead to a serious condition
called hormonal crisis. Your NET team will advise
whether the symptoms need treatment or if you should
stay in the hospital for observation.



Treatment with Lutathera® can destroy the tumour cells
very quickly.” The contents of these cells are then
released into your system.! Within a week of treatment,
it is possible that you may have abnormal blood test
results, experience an irregular heart beat, kidney
problems or seizures." Your blood tests will be carefully
checked for this syndrome.' If you develop muscle
cramps or weakness, confusion, or shortness of
breath, it’s important to let your NET team know.!

Angioedema is a sudden swelling that is often caused by
an allergic reaction. If you have facial/throat swelling
and/or difficulty breathing (signs and symptoms of
angioedma), tell your doctor or healthcare professional.

Occurs when the body produces excessive quantities of
acid or when the kidneys are not removing enough acid
from the body. Rapid and shallow breathing, confusion,
tiredness, headache, sleepiness, lack of appetite,
jaundice and increased heart rate are possible signs.
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WHAT SIDE EFFECTS
ARE POSSIBLE?

Long-term side effects

These side effects can occur late after treatment. Long-term side effects
can include:

Treatment with Lutathera® can impair your kidneys’
ability to function and in some cases patients have
experienced kidney failure. However, the risk of
life-threatening kidney problems is reduced by
receiving amino acids during treatment.! Your kidney
function will also be tested before each treatment so
that you can be monitored more closely if required.!

Lutathera® treatment can cause conditions called
myelodysplastic syndrome and acute leukaemia.'
These are types of blood cancer that stop the bone
marrow from producing enough blood cells. They
are serious side effects and can be life-threatening.
However, your NET team will routinely monitor your
blood counts after treatment.
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REPORTING SIDE EFFECTS

If you get any side effects, talk to your doctor,

pharmacist or nurse. By reporting side effects,
you can help provide more information on the

safety of this medicine.

You can report side effects directly to
HPRA Pharmacovigilance at www.hpra.ie.

Side effects can also be reported to Novartis preferably at
www.novartis.com/report, by emailing
drugsafety.dublin@novartis.com or by calling (01) 2080 612.
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NOTES

You and your medical team can use these pages to make any notes during
each treatment cycle.

Date of treatment:
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You and your medical team can use these pages to make any notes during
each treatment cycle.
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KEY CONTACTS

With help from your NET and NM teams, you can write here who to
contact if you have any questions or concerns before, during or after
Lutathera® treatment.
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Support organisations such as those listed below can provide you
with information you may find helpful.

Website: www.neuroendocrinecancer.ie
Email: help@neuroendocrinecancer.ie
Facebook: https:/www.facebook.com/NeuroendocrineCancerlreland

Website: www.incalliance.org
Email: post@incalliance.org
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If you get any side effects, talk to your doctor, pharmacist or nurse.
By reporting side effects, you can help provide more information on the
safety of this medicine. You can report side effects directly to HPRA
Pharmacovigilance at www.hpra.ie. Side effects can also be reported
to Novartis preferably at www.novartis.com/report, by emailing
drugsafety.dublin@novartis.com or by calling (01) 2080 612.

For use by healthcare professionals with patients who have been prescribed Lutathera® to treat
neuroendocrine tumours.

For more information please visit:
https://www.ema.europa.eu/en/medicines/human/EPAR/lutathera
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