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gm IMPORTANT SAFETY INFORMATION

PLUVICTO®

(lutetium ('"“Lu) vipivotide tetraxetan)

This guide has been created to provide information about PLUVICTO® to
the patients who have been prescribed PLUVICTO® or their care givers.
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Dear Patient,

You and your health care team have decided to initiate
PLUVICTO® therapy to treat your prostate cancer.

This guide will provide you all the information and what you
need to know before, during, and after the administration.

If you have questions that are not answered by this guide,
please do not hesitate to consult your health care team for
additional support.

PLUVICTO® PATIENT GUIDE

1. What is PLUVICTO® and how does it work?

PLUVICTQO® is a radiopharmaceutical therapy (radioactive drug) used to
treat adults with progressive castration-resistant prostate cancer that has
spread to other parts of the body (metastatic) and has already been treated
with other cancer treatments.

Castration-resistant prostate cancer is a cancer of the prostate (a gland of
the male reproductive system) that does not respond to treatment that
reduces male hormones.

PLUVICTO® is used if the prostate cancer cells have a protein on their surface
called prostate-specific membrane antigen (PSMA). PLUVICTO® binds to
PSMA found on the surface of the prostate cancer cells. Once bound,

the radioactive substance in PLUVICTO®, lutetium-177, gives off radiation
that causes the prostate cancer cells to die.

Your doctor will carry out tests to see if PSMA is present on the surface
of the cancer cells. Your cancer is more likely to respond to treatment
with PLUVICTO® if the test result is positive.

How long does the treatment with PLUVICTO® last?

PLUVICTO® is given approximately every 6 weeks for up to a total
of 6 doses.

How is PLUVICTO® administered?

PLUVICTO® is administered directly into a vein.
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2. What do you need to know before, during, and after administration
of PLUVICTO®?

The use of PLUVICTO® involves exposure to radioactivity.

Your doctor and the nuclear medicine doctor have considered that the clinical
benefit that you will obtain from the procedure with the radiopharmaceutical
outweighs the risk due to radiation.

Because this medicine is radioactive, you will have to follow the instructions
described below to minimise radiation exposure to others unless otherwise
instructed by your nuclear medicine doctor.

Your health care team will make sure that you are well prepared.

Before administration of PLUVICTO®, you should drink
Ej w plenty of water so that you remain hydrated and urinate as

often as possible during the first hours after administration.

During the administration procedure, you will be kept
— . .
Q Q at a distance from other patients.

After administration of PLUVICTO®, you should drink
plenty of water for 2 days so that you remain hydrated
and urinate as often as possible to eliminate the

radiopharmaceutical product from your body.
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SPECIFIC PRECAUTIONS AFTER ADMINISTRATION OF PLUVICTO®

Following general recommendations for patients can be

considered along with national, local and institutional
procedures and regulations.

Contact with others in your household, children, and/or
pregnant women

Limit close contact (less than 1 metre) with:
- others in your household for 2 days.

- children and pregnant women for 7 days.

Sleep in a separate bedroom from:
- others in your household for 3 days.
- children for 7 days.

- pregnant women for 15 days.
Avoid sexual activity for 7 days.

Do not father a child and do use a condom during intercourse

throughout treatment with PLUVICTO®

and for 14 weeks after your last dose.
®)
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SPECIFIC PRECAUTIONS AFTER ADMINISTRATION OF PLUVICTO®
(continued)

Use of toilets

Take special precautions to avoid contamination for 2 days
after administration:

6 |

You must always sit when using the toilet.

It is essential that you use toilet paper every time you use
the toilet.

Always wash your hands well after using the toilet.

Flush all wipes and/or toilet paper down the toilet immediately
after use.

Flush any tissues or any other items that contain bodily waste,
such as blood, urine and faeces, down the toilet. ltems that cannot
be flushed down the toilet, such as bandages, must be placed in
separate plastic waste disposal bags (according to “Waste disposal
recommendations” below).

Any special medical equipment that could be contaminated by your
bodily fluids (e.g., catheter bags, colostomy bags, bedpans, water
nozzles) must be emptied immediately into the toilet and then cleaned.
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SPECIFIC PRECAUTIONS AFTER ADMINISTRATION OF PLUVICTO®
(continued)

Showering and laundry
e Take a shower every day for at least 7 days after administration.

¢ Wash your underwear, pyjamas, sheets and any clothes that contain
sweat, blood or urine separately from the laundry of others in your
household, using a standard washing cycle. You do not need to use
bleach and you do not need extra rinses.

Care givers
For 2-3 days after administration:

e People who are confined to bed or have reduced mobility will
preferably receive assistance from a care giver. It is recommended
that when providing assistance in the bathroom, the care giver
wears disposable gloves.

e (Care givers who clean up vomit, blood, urine or faeces should wear
plastic gloves, which should be disposed of in a separate plastic
waste disposal bag (see “Waste disposal recommendations” below).
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SPECIFIC PRECAUTIONS AFTER ADMINISTRATION OF PLUVICTO®
(continued)

Waste disposal recommendations

¢ All items to be thrown away should be discarded in a separate
plastic waste disposal bag to be used only for this purpose.

e Keep the plastic waste disposal bags separate from the other
household waste and away from children and animals.

¢ A member of the hospital staff will tell you how and when to
get rid of these waste disposal bags.

Hospitalisation and emergency care

e |f for any reason you require emergency medical assistance
or are unexpectedly admitted to the hospital during the first
7 days after your treatment, you should inform the health care
professionals about the name, date and dose of your
radioactive treatment.

-
N

8 | Pluvicto EU RMP V1.2 FEB 2025

SPECIFIC PRECAUTIONS AFTER ADMINISTRATION OF PLUVICTO®
(continued)

Other precautions

e The nuclear medicine doctor will inform you if you need to take any
other special precautions after receiving this medicine. Contact your
nuclear medicine doctor if you have any questions.
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For extra copies, please contact Novartis as per below contact details.

You can report any problem or adverse events or request additional copies of the materials through:
Patient Safety Department Novartis Pharma AG - Saudi Arabia -.

Toll Free Number: 8001240078

Phone: +966112658100

Fax: +966112658107

Email: adverse.events@novartis.com

Or by online: https://report.novartis.com/

Saudi Food and Drug Authority National Pharmacovigilance Center
Unified Contact Center: 19999 EEAE
Fax: +966112057662 G AR ALY
Email: npc.drug@sfda.gov.sa ooy S
Or by online: https://ade.sfda.gov.sa e
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V¥ This medicinal product is subject to additional monitoring. This will
allow quick identification of new safety information. You can help by
reporting any side effect you may get.
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