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Information Guide

This pamphlet is specifically designed for individuals
participating in the SATELLITE clinical trial who are
undergoing dostarlimab treatment.




Inside this pack

you will find

This information guide — about treatment with dostarlimab and potential signs and symptoms (side effects) that you might experience,
and what to do if you experience these.

A Participant Wallet Card — to alert healthcare professionals that you are on the SATELLITE Trial and receiving dostarlimab. The study

doctor should complete the ‘My Cancer Specialist's Contact Information’ section of this Participant Wallet Card. Always carry your
study Participant Alert Card with you at all times.

Introduction

The purpose of this guide is to give you important
information about your treatment with dostarlimab and the
potential signs and symptoms (side effects) you might
experience.

Dostarlimab is also known as Jemperi.

It is important that you recognise the signs and symptoms
of potential side effects from your dostarlimab treatment as
they can be life threatening.

If you experience signs or symptoms call your study doctor
or study coordinator immediately. It is important you are
treated as quickly as possible.

If you cannot reach your study team, go to your nearest
emergency department and advise them that you are a
participant on an immunotherapy trial for cancer. This is a
specific type of medication - it is not chemotherapy - advise
them to call your study doctor.

Dostarlimab can cause serious side effects which can be
life threatening and lead to death. These side effects may
happen at any time during treatment or even after your
treatment has ended.

This guide gives you instructions on what you should do if
you experience any of these side effects.

PATIENT INFORMATION WEBSITE

Make sure you visit the medsinfo.com.au website where you will be able to access more information about your dostarlimab
treatment. Side effects that may occur and what to do if you experience them.
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Participant study information

If | experience any signs or symptoms, | should contact the study doctor or study coordinator immediately.

Participant Number: D D D D D D D D

Site:

Their contact number:

Study doctor 1:
Contact number:

After-hours contact
number:

Study doctor 2:
Contact number:

After-hours contact
number:

Study nurse:

Contact number:

In the case of emergency dial 000

If you are on a mobile phone that has no network coverage dial 112




whatis DOstarlimab?

Dostarlimab is an immunotherapy medication that works by
helping your immune system fight your cancer. Dostarlimab is
not chemotherapy. Treatment with dostarlimab may have side
effects.

Cancer and your immune system

Your immune system consists of many different cells that act as
the body’s natural defence system. These cells include white
blood cells called ‘T-cell’. T-cells can detect and destroy things
like bacteria, viruses and cancer cells. Sometimes cancer cells
find a way to hide from T-cells (for example, by blocking T-cell
activity), almost as if they were wearing a cloak of invisibility. This
can allow the cancer to grow and spread.

How does dostarlimab work on cancer cells?
Dostarlimab is a medicine that helps by reactivating your
immune system’s T-cells so that they can detect cancer cells
that are hiding. With dostarlimab, more active T-cells may be
able to seek and attack cancer cells. This may mean that your
cancer stops growing or spreading.

Medical oncology consultation

500mg Dorstarlimb VI

What does treatment with

dostarlimab involve?

Dostarlimab is infused directly into the bloodstream. You will
receive the medication at a treatment centre, where you will
have a needle placed into your vein, usually in your arm or the
back of your hand. Dostarlimab will be slowly injected (infused)
through this needle for about 30 minutes.

The dosing regimen comprising of 4 cycles every 3-weeks
(Q3W), a rest period of 3-4 weeks followed by 3 cycles every 6
weekly (Q6W) for a total of 7 cycles.

Itis important that you attend all your scheduled appointments,
s0 your doctor can check your progress and administer
dostarlimab. If you are unable to attend your appointment, call
the study team immediately to reschedule your appointment.

Medical oncology consultation

1000mg Dorstarlimb IVI

Q3W for 4 cycles Q6W for 3 cycles
WKA WK.4 WK.7 WK.10 T &VY WK.13 WK.19 WK.25
CYCLE1 CYCLE 2 CYCLE 3 CYCLE4 Cycle 5 CYCLE 6 CYCLE 7

'Yor Yer Yer Yoy
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Keeping your medical team informed

It is important that you advise the study team before receiving dostarlimab if you:

Have a disease of your immune system like Crohn’s,
ulcerative colitis or lupus.

Have had an organ transplant (like a kidney transplant) or a
bone marrow (stem cell transplant that used donor stem cells
[allogeneic)).

Have pneumonia or swelling of your lungs

(called pneumonitis).

Have liver damage.

Are taking any other medicines, including any medicines,
vitamins or supplements that you buy without a prescription
from your pharmacy, supermarkets or health food shop.
Are taking other medicines that make your immune system
weak. Examples of these may include corticosteroids, such
as prednisone.

Are pregnant or intend to become pregnant. If you
are a woman who could become pregnant, you
must use effective contraception while you are
being treated with dorstarlimab for at least 4 months
after your last dose.

Are breastfeeding or intend to breastfeed. Do not
breastfeed while taking dorstarlimab.




Possible
side effects

Like all medicines, dostarlimab

can cause side effects, although not
everyone gets them. When you take
dostarlimab, you can have some
serious side effects. These side effects
may happen at anytime during
treatment or even after your treatment
has ended. You may experience more
than one side effect at the same time. It
is very important to tell the study doctor
about any symptoms you notice while
taking dostarlimab. The study doctor
may give you other medicines in order
to prevent more severe complications
and reduce your symptoms. The study
doctor may withhold the next dose of
dostarlimab or stop your treatment
with dostarlimab if your side effects
are too severe.

What to do
if you have a side
effect

Call the study doctor straight away
or go straight to the Emergency
Department at your nearest hospital
if you experience any signs or
symptoms, or if they get worse. Most
mild to moderate immune-related side
effects can be managed if detected
early and treated, so it's important that
you mention any new symptoms to
study team right away.

+ Ifyou speak with another healthcare
professional, show them your
Participant Wallet Card.

+ DO NOT treat any signs and
symptoms yourself

* DO NOT feel embarrassed or worry
that you are bothering the study
team, they want to know early, so
they can help you before the side
effects become more serious.

Participant Wallet Card

+ Always keep the participant wallet card with you as it contains
important information about your cancer treatment.

Show the participant wallet card to your GP, pharmacist or

dentist etc. If you need to go a hospital emergency department,
take this card with you.

Keep this card with you even after you have completed your
treatment because you may continue to experience side effects.

What to do if
symptoms occur
when you are
away from home

It is important that you contact

the study doctor whenever
symptoms occur. Always carry your
dostarlimab participant wallet card with
the study team’s contact information so
that the team can be reached in case
of an emergency. The participant wallet
card contains important information
about symptoms and side effects that
need to be reported immediately to the
study team. The participant wallet card
also alerts other doctors that you are
being treated on the SATELLITE study.
Symptoms and side effects may
happen at any time during treatment or
even after your treatment has ended.




Symptoms and side effects

SERIOUS SIDE EFFECTS SIGNS OR SYMPTOMS

® 6 & &

Lung problems
(Inflammation of the lungs)

Intestinal problems
(Inflammation of
the intestines)

Liver problems
(Inflammation of the liver)

Kidney problems

Hormone gland problems
(especially the

thyroid, pituitary

and adrenal glands)

Blood sugar problems

+ Shortness of breath
* Chest pain

+ Diarrhoea or more bowel
movements than usual

+ Stools that are black, tarry,
sticky or contain blood
or mucus

« Severe stomach pain
or tenderness

+ Nausea or vomiting

* Loss of appetite

+ Pain on the right side of
the stomach

« Dark coloured urine

« Changes in the amount or
colour of your urine
« Swelling of the ankles

* Rapid heartbeat

* Weight loss or weight gain
* Increased sweating

* Hair loss

* Feeling cold

« Constipation

* Feeling more hungry or thirsty
* Needing to urinate more often
* Weight loss

+ New or worse cough
* Pneumonitis

+ Feeling sick (nausea),
being sick (vomiting)

* Trouble swallowing

+ Decreased appetite

* Burning in chest (heartburn)

* Chest or upper belly pain

+ Yellowing of your skin or
whites of eyes

+ Bleeding or bruising more easily
than normal

* Loss of appetite
* Blood in urine

* Deeper voice

* Muscle aches

+ Dizziness or fainting

+ Headaches that will not go
away or unusual headache
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Symptoms and side effects

SERIOUS SIDE EFFECTS SIGNS OR SYMPTOMS

Myocarditis
(Inflammation of
the heart muscle)

Inflammation of the skin

Myelitis
(Inflammation of
the spinal cord)

Myasthenia syndrome/
myasthenia gravis, Guillain
Barre syndrome encephalitis
(Inflammation of the brain
and nervous system)

Inflammation of the eye

Inflammation of other organs
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* Trouble breathing
+ Dizziness or fainting
* Fever

« Ulcers in the mouth, nose,
throat or genital area

* Pain

* Numbness

» Tingling, or weakness in the
arms or legs

* Neck stiffness

+ Headache

« Fever, chills

+ Vomiting

+ Eye sensitivity to light

*» Weakness of eye muscles,
drooping eyelids

* Dry eyes and blurred vision

+ Difficulty swallowing, dry mouth

+ Changes in eyesight

* Severe or persistent muscle
or joint pains
* Severe muscle weakness

* Chest pain and chest tightness
* Flu like symptoms

* Rash, itching, peeling or
skin sores

« Bladder or bowel problems
including needing to urinate
more frequently, urinary
incontinence, difficulty urinating
and constipation

* Impaired speech

« Confusion and sleepiness

* Dizziness

+ Prickling or pins and
needles sensations in the
hands and feet

« Aching muscles

« Difficulty walking or
lifting objects

* Abnormal heartbeat/rate or
blood pressure

« Swollen or cold hands or feet
* Feeling tired



Infusion-related reactions

Some people may have allergy like reactions when they receive an
infusion. These reactions can occur within 24 hours after receiving an
intravenous infusion, or can be delayed for up to about 2 weeks.

Call your study doctor straight away, or go straight to the emergency
Department at your nearest hospital if you notice any of the following
symptoms:

Shortness of breath or wheezing

Itching or rash

Flushing

Dizziness

Chills or shaking

Fever

Drop in blood pressure (feeling like passing out)




Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

TREATMENT CYCLE 1

Symptom reporting ‘ Date ‘ Notes
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Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

TREATMENT CYCLE 2

Symptom reporting ‘ Date ‘ Notes
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Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

TREATMENT CYCLE 3

Symptom reporting ‘ Date ‘ Notes
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Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

TREATMENT CYCLE 4

Symptom reporting ‘ Date ‘ Notes
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Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

REST PERIOD

Symptom reporting ‘ Date ‘ Notes
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Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

TREATMENT CYCLE 5

Symptom reporting ‘ Date ‘ Notes
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Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

TREATMENT CYCLE 6

Symptom reporting ‘ Date ‘ Notes
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Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

TREATMENT CYCLE 7

Symptom reporting ‘ Date ‘ Notes
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Notes

Please use this space to record any symptoms you experience or any questions
you have for your study doctor.

Symptom reporting ‘ Date ‘ Notes
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Visit Schedule

DATE TIME
Visit 1
Screening Visit blp v Iy il vl
Visit 2
Medical Oncology Review and Treatment Cycle 1 blb v Iy I
Visit 3
Medical Oncology Review and Treatment Cycle 2 blb v v alalwlwm
Visit 4
Medical Oncology Review and Treatment Cycle 3 blb v iy alalwlwm
Visit 5
Medical Oncology Review and Treatment Cycle 4 blo v Iy T I
Visit 6
Follow up (Gynaecological Clinical Review) blb v Iy ilnlvlm
Visit 7
Medical Oncology Review and Treatment Cycle 5 olp v Iy aln vl
Visit 8
Medical Oncology Review and Treatment Cycle 6 blb v Iy alalvlm
Visit 9
Medical Oncology Review and Treatment Cycle 7 blb v Iy I
Visit 10
Follow up (Gynaecological Clinical Review) blb v v alalwlwm
Visit 11
Follow up (Gynaecological Clinical Review) blb v Iy alalw
Visit 12
Follow up (Gynaecological Clinical Review) blb v v alalmlwm
Long term follow up (24 month)
Phone review - Fertility Outcome
(if applicable) b|D Y Y HIHIMM

CRICOS Provider 000258 + TEQSA PRV12080
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