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for the treatment of Ulcerative Colitis (UC)
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Introduction
Dear Patient,
Your doctor has prescribed you a
medicine called XELJANZ for the
treatment of ulcerative colitis.
This brochure contains information on
how XELJANZ works and how to take
it, as well as things to look out for
before and during your treatment.
Please keep in mind that the information
in this brochure is not a replacement for
the advice given to you by your doctor.
If you have any doubts or questions,
please consult your doctor, nurse
specialist or pharmacist.
Read all of this leaflet carefully before
you start taking this medicine because it
contains important information for you.
• Keep this leaflet. You may
need to read it again.
• If you have any further questions,
ask your doctor or pharmacist.

Before using XELJANZ,
please review the package leaflet
for this medicinal product.
• This medicine has been prescribed for
you only. Do not pass it on to others.
It may harm them, even if their signs
of illness are the same as yours.
• If you get any side effects, talk to
your doctor or pharmacist. This
includes any possible side effects
not listed in this leaflet. See
section 4 of the package leaflet.

In addition to this leaflet, your doctor will
also give you a Patient Alert Card, see
page 36, which contains important
safety information that you need to be
aware of before you are given XELJANZ
and during treatment with XELJANZ.
Keep this Patient Alert Card with you.
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What XELJANZ is
and what it is used for
«
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What XELJANZ is and what it is used for
XELJANZ is a medicine that contains the active substance tofacitinib.
XELJANZ is used for the treatment of the following
inflammatory diseases:
• Rheumatoid arthritis
• Psoriatic arthritis
• Ulcerative colitis
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What is ulcerative colitis (UC)?

1-3

Ulcerative colitis (UC) is a chronic inflammatory bowel disease.
Symptoms vary from person to person, but they can include
diarrhoea, blood in your stools and abdominal pain. People with UC
can experience a loss of appetite, weight loss, fever and anaemia.
Ulcerative colitis can also have a serious impact on your
emotional wellbeing and on your quality of life.
XELJANZ is used to reduce the signs and symptoms of
ulcerative colitis when you did not respond well enough or
were intolerant to previous ulcerative colitis treatment.
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What you need to know
before you take XELJANZ
The tablet shown in this picture is for illustrative purposes only and does not represent XELJANZ.
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What you need to know before you take XELJANZ
Do not take XELJANZ:
• If you are allergic to tofacitinib or any of the other ingredients
of this medicine (listed in section 6 of the package leaflet)
• If you have a severe infection such as bloodstream
infection or active tuberculosis
• If you have been informed that you have severe liver
problems, including cirrhosis (scarring of the liver)
• If you are pregnant or breastfeeding

If you are not sure regarding any of the information
provided above, please contact your doctor.
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What you need to know before you take XELJANZ
Warnings and precautions
Talk to your doctor or pharmacist before taking XELJANZ:
• If you think you have an infection or have
symptoms of an infection such as fever,
sweating, chills, muscle aches, cough,
shortness of breath, new phlegm or change in
phlegm, weight loss, warm or red or painful
skin or sores on your body, difficulty or pain
when swallowing, diarrhoea or stomach
pain, burning when you urinate or urinating
more often than normal, feeling very tired
• If you have any condition that increases
your chance of infection (e.g., diabetes,
HIV/AIDS, or a weak immune system)
• If you have any kind of infection, are being
treated for any infection, or if you have infections
that keep coming back. Tell your doctor
immediately if you feel unwell. XELJANZ can
reduce your body’s ability to respond to infections
and may make an existing infection worse or
increase the chance of getting a new infection

• If you have or have a history of tuberculosis
or have been in close contact with someone
with tuberculosis. Your doctor will test you
for tuberculosis before starting XELJANZ
and may retest during treatment
• If you have any chronic lung disease
• If you have liver problems
• If you have or had hepatitis B or hepatitis
C (viruses that affect the liver). The virus
may become active while you are taking
XELJANZ. Your doctor may do blood tests for
hepatitis before you start treatment with
XELJANZ and while you are taking XELJANZ
• If you are older than 65 years, if you have ever had
any type of cancer, and also if you are a current
or past smoker. XELJANZ may increase your
risk of certain cancers. White blood cell cancer,
lung cancer and other cancers (such as breast,
melanoma, prostate and pancreatic) have been
reported in patients treated with XELJANZ. If you
develop cancer while taking XELJANZ your doctor
will review whether to stop XELJANZ treatment.
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What you need to know before you take XELJANZ
Talk to your doctor or pharmacist before taking XELJANZ:

• If you have kidney problems

veins or have an increased risk for developing this
(for example: if you are seriously overweight, if you
have cancer, heart problems, diabetes, experienced a
heart attack (within previous 3 months), recent major
surgery, if you use hormonal contraceptives\hormonal
replacement therapy, if a coagulation defect is identified
in you or your close relatives), if you are of older age,
or if you smoke currently or in the past, your doctor
may decide that XELJANZ is not suitable for you.

• If you are planning to get vaccinated, tell your
doctor. Certain types of vaccines should not be given
when taking XELJANZ. Before you start XELJANZ,
you should be up to date with all recommended
vaccinations. Your doctor will decide whether
you need to have herpes zoster vaccination

Talk to your doctor straight away if you develop
sudden shortness of breath or difficulty breathing,
chest pain or pain in upper back, swelling of the
leg or arm, leg pain or tenderness, or redness or
discoloration in the leg or arm while taking XELJANZ,
as these may be signs of a clot in the lungs or veins.

• if you have heart problems, high blood pressure,
high cholesterol, and also if you are a current
or past smoker

There have been reports of patients treated with
XELJANZ who have had a heart problem, including
heart attack. Your doctor will evaluate your risk to
develop a heart problem and determine if XELJANZ is
appropriate for you. Talk to your doctor straight away
if you develop signs and symptoms of a heart attack
including severe chest pain or tightness (that may
spread to arms, jaw, neck, back), shortness of breath,
cold sweat, light headedness or sudden dizziness.

• If you are at high risk of developing skin cancer,
your doctor may recommend that you have regular
skin examinations while taking XELJANZ
• If you have had diverticulitis (a type of inflammation
of the large intestine) or ulcers in stomach or
intestines (see section 4 of the package leaflet)

There have been reports of patients treated with
XELJANZ who have developed blood clots in the lungs
or veins. Your doctor will evaluate your risk to develop
blood clots in the lungs or veins and determine if
XELJANZ is appropriate for you. If you have already
had problems on developing blood clots in lungs and
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What you need to know before you take XELJANZ
Additional monitoring tests

Children and adolescents

Your doctor should perform blood tests before you start taking
XELJANZ, and after 4 to 8 weeks of treatment and then every 3
months, to determine if you have a low white blood cell (neutrophil
or lymphocyte) count, or a low red blood cell count (anaemia).

The safety and benefits of XELJANZ in children or adolescents
less than 18 years of age with ulcerative colitis have not been
established. XELJANZ is not recommended for use in children
with ulcerative colitis.

You should not receive XELJANZ if your white blood cell (neutrophil or
lymphocyte) count or red blood cell count is too low. If needed, your
doctor may interrupt your XELJANZ treatment to reduce the risk of
infection (white blood cell counts) or anaemia (red blood cell counts).

Other medicines and XELJANZ

Your doctor may also perform other tests, for example to check
your blood cholesterol levels or monitor the health of your liver. Your
doctor should test your cholesterol levels 8 weeks after you start
receiving XELJANZ. Your doctor should perform liver tests periodically.

Some medicines should not be taken with XELJANZ. If taken
with XELJANZ, they could alter the level of XELJANZ in your
body, and the dose of XELJANZ may require adjustment. You
should tell your doctor if you are using medicines (taken by
mouth) that contain any of the following active substances:

Elderly

• Antibiotics such as rifampicin, used to treat bacterial infections
• Fluconazole, ketoconazole, used to treat fungal infections

There is a higher rate of infections in patients aged 65 years
and older. Tell your doctor as soon as you notice any signs or
symptoms of infections.
Patients aged 65 years and older may be at increased risk of
infections, heart attack and some types of cancer. Your doctor may
decide that XELJANZ is not suitable for you.

Asian patients
There is a higher rate of shingles in Japanese and Korean patients.
Tell your doctor if you notice any painful blisters on your skin.
You may also be at higher risk of certain lung problems.
Tell your doctor if you notice any breathing difficulties.

Tell your doctor or pharmacist if you are taking, have
recently taken or might take any other medicines.

XELJANZ is not recommended for use with medicines that
depress the immune system, including so-called targeted
biologic (antibody) therapies, such as those that inhibit tumour
necrosis factor, interleukin-17, interleukin-12/interleukin-23,
anti-integrins, and strong chemical immunosuppressants
including azathioprine, mercaptopurine, ciclosporine, and
tacrolimus. Taking XELJANZ with these medicines may
increase your risk of side effects including infection.
Serious infections may happen more often in people
who also take corticosteroids (e.g., prednisone).
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What you need to know before you take XELJANZ
Pregnancy and breastfeeding
If you are a woman of childbearing age, you should use effective birth
control during treatment with XELJANZ and for at least 4 weeks after the
last dose.
If you are pregnant or breastfeeding, think you may be pregnant or are
planning to have a baby, ask your doctor for advice before taking this
medicine. XELJANZ must not be used during pregnancy. Tell your doctor
right away if you become pregnant while taking XELJANZ.
If you are taking XELJANZ and breastfeeding, you must stop breastfeeding
until you talk to your doctor about stopping treatment with XELJANZ.

Driving and using machines
XELJANZ has no or limited effect on your ability to drive or use machines.

XELJANZ contains lactose
If you have been told by your doctor that you have an intolerance
to some sugars, contact your doctor before taking this medicine.

XELJANZ contains sodium
This medicine contains less than 1 mmol sodium (23 mg) per tablet,
that is to say essentially ‘sodium‑free’.
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How to take XELJANZ
«

»

How to take XELJANZ
This medicine is provided to you and supervised by a specialised
doctor who knows how to treat your condition.
Always take this medicine exactly as your doctor has told you,
the recommended dose should not be exceeded. Check with your
doctor or pharmacist if you are not sure.

Ulcerative colitis
• The recommended dose is 10 mg twice a day for
8 weeks, followed by 5 mg twice a day.

Try to take your tablet at the same time every day
(one tablet in the morning and one tablet in the evening).

• Your doctor may decide to extend the initial 10 mg
twice a day treatment by an additional 8 weeks (16
weeks in total), followed by 5 mg twice a day.

Tofacitinib tablets may be crushed and taken with water.

• Your doctor may decide to stop XELJANZ if XELJANZ
does not work for you within 16 weeks.
• For patients, who have previously taken biologic medicines to
treat ulcerative colitis (such as those that block the activity of
tumour necrosis factor in the body) and these medicines did not
work, the doctor may decide to increase your dose of XELJANZ
to 10 mg twice a day if you do not respond sufficiently to 5 mg
twice a day. Your doctor will consider the potential risks, including
that of developing blood clots in the lungs or veins, and potential
benefits to you. Your doctor will tell you if this applies to you.

Your doctor may reduce the dose if you have liver or kidney
problems or if you are prescribed certain other medicines.
Your doctor may also stop treatment temporarily or permanently
if blood tests show low white blood cell or red blood cell counts.
XELJANZ is for oral use. You can take XELJANZ with
or without food.

• If your treatment is interrupted, your doctor
may decide to restart your treatment.
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How to take XELJANZ
If you take more XELJANZ
than you should

Induction treatment
Recommended dose: 10 mg twice daily for 8 weeks*†

If you take more tablets than you should,
immediately tell your doctor or pharmacist.

If you forget to take XELJANZ

AM

PM

1 x 10 mg

Do not take a double dose to make up for
a forgotten tablet. Take your next tablet at
the usual time and continue as before.

If you stop taking XELJANZ

1 x 10 mg

You should not stop taking XELJANZ without
discussing this with your doctor.
If you have any further questions on the use of
this medicine, ask your doctor or pharmacist.

Maintenance treatment
Recommended dose: 5 mg twice daily*

AM

PM

1 x 5 mg

1 x 5 mg

* Tablet does not represent actual size.
† Your doctor may decide to extend the initial 10 mg twice a day treatment by an additional 8 weeks (16 weeks in total), followed by 5 mg twice a day.
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Possible side effects
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Possible side effects
Like all medicines, this medicine can cause side effects,
although not everybody gets them.
Some may be serious and need medical attention.

Possible serious side effects
In rare cases, infection may be life-threatening.
Lung cancer, white blood cell cancer and heart attack have also
been reported.
If you notice any of the following serious side effects you need
to tell a doctor straight away.

Holes in stomach or intestines happen most often in people who
also take nonsteroidal anti-inflammatory drugs or corticosteroids
(e.g., prednisone).

Signs of allergic reactions (unknown) include
•
•
•
•
•

Chest tightness
Wheezing
Severe dizziness or light-headedness
Swelling of the lips, tongue or throat
Hives (itching or skin rash)

Signs of serious infections (common) include

Signs of blood clots in lungs or veins
(uncommon: venous thromboembolism) include

•
•
•
•
•

•
•
•
•
•

Fever and chills
Cough
Skin blisters
Stomach ache
Persistent headaches

Signs of ulcers or holes in your stomach
(uncommon) include
•
•
•
•

Fever
Stomach or abdominal pain
Blood in the stool
Unexplained changes in bowel habits

Sudden shortness of breath or difficulty breathing
Chest pain or pain in upper back
Swelling of the leg or arm
Leg pain or tenderness
Redness or discoloration in the leg or arm

Signs of a heart attack (uncommon) include
• severe chest pain or tightness (that may spread to arms,
jaw, neck, back)
• shortness of breath
• cold sweat
• light headedness or sudden dizziness
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Possible side effects
Other side effects which have been observed with XELJANZ are listed below.
Common (may affect up to 1 in 10 people):
Lung infection (pneumonia and bronchitis),
shingles (herpes zoster), infections of nose, throat
or the windpipe (nasopharyngitis), influenza,
sinusitis, urinary bladder infection (cystitis), sore
throat (pharyngitis), increased muscle enzymes
in the blood (sign of muscle problems), stomach
(belly) pain (which may be from inflammation
of the stomach lining), vomiting, diarrhoea,
feeling sick (nausea), indigestion, low red blood
cell count (anaemia), fever, fatigue (tiredness),
swelling of the feet and hands, headache, high
blood pressure (hypertension), cough, rash.
Uncommon (may affect up to 1 in 100 people):
Lung cancer, tuberculosis, kidney infection, skin
infection, herpes simplex or cold sores (oral
herpes), low white blood cell counts, increased
liver enzymes in the blood (sign of liver problems),
blood creatinine increased (a possible sign of
kidney problems), increased cholesterol (including
increased LDL), weight gain, dehydration, muscle
strain, pain in the muscles and joints, tendonitis,
joint swelling, joint sprain, abnormal sensations,
poor sleep, sinus congestion, shortness of breath
or difficulty breathing, skin redness, itching, fatty
liver, painful inflammation of small pockets in
the lining of your intestine (diverticulitis), viral
infections, viral infections affecting the gut, some
types of skin cancers (non-melanoma-types).

Rare (may affect up to 1 in 1,000 people):
Blood infection (sepsis), lymphoma (white
blood cell cancer), disseminated tuberculosis
involving bones and other organs, other
unusual infections, joint infections.
Very rare (may affect up to 1 in 10,000 people):
Tuberculosis involving the brain and spinal cord,
meningitis.
In general, fewer side effects were seen when
XELJANZ was used alone than in combination
with methotrexate in rheumatoid arthritis.
Reporting of side effects
If you get any side effects, talk to your doctor or
pharmacist. This includes any possible side effects
not listed in this leaflet. You can also report side
effects directly (see details below). By reporting side
effects you can help provide more information on
the safety of this medicine.
Ireland
HPRA Pharmacovigilance, Earlsfort Terrace, IRL Dublin 2; Tel: +353 1 676 4971; Fax: +353 1 676 2517.
Website: www.hpra.ie; E-mail: medsafety@hpra.ie
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How to store XELJANZ
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How to store XELJANZ
• Keep this medicine out of the sight and reach of children.
• Do not use this medicine after the expiry date which is stated on the
label. The expiry date refers to the last day of that month.
• This medicine does not require any special temperature storage conditions.
• Store in the original package in order to protect from moisture.
• Do not use this medicine if you notice the tablets show visible signs
of deterioration (for example, are broken or discoloured).
• Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how
to throw away medicines you no longer use. These measures will help protect the environment.
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Contents of the pack
and other information
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Contents of the pack and other information
What XELJANZ 5 mg film-coated
tablet contains
• The active substance is tofacitinib.
• Each 5 mg film-coated tablet contains 5 mg of tofacitinib
(as tofacitinib citrate).
• The other ingredients are microcrystalline cellulose,
lactose monohydrate (see section 2 of the package leaflet
“XELJANZ contains lactose”), croscarmellose sodium
(see section 2 of the package leaflet “XELJANZ contains
sodium”), magnesium stearate, hypromellose (E464),
titanium dioxide (E171), macrogol, and triacetin.

What XELJANZ 5 mg film-coated tablet looks
like and contents of the pack
• XELJANZ 5 mg film-coated tablet is
white and round in appearance.
• The tablets are provided in blisters containing
14 tablets. Each pack contains 56 tablets.

Artwork subject to change. The pack shown does not represent the actual size.
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Contents of the pack and other information
What XELJANZ 10 mg film-coated
tablet contains
• The active substance is tofacitinib.
• Each 10 mg film-coated tablet contains 10 mg
of tofacitinib (as tofacitinib citrate).
• The other ingredients are microcrystalline cellulose, lactose
monohydrate (see section 2 of the package leaflet "XELJANZ
contains lactose), croscarmellose sodium (see section 2 of
the package leaflet “XELJANZ contains sodium”), magnesium
stearate, hypromellose (E464), titanium dioxide (E171), macrogol,
triacetin, FD&C Blue #2/Indigo Carmine Aluminum Lake (E132),
and FD&C Blue #1/Brilliant Blue FCF Aluminum Lake (E133).

What XELJANZ 10 mg film-coated tablets looks
like and contents of the pack
• XELJANZ 10 mg film-coated tablet is
blue and round in appearance.
• The tablets are provided in blisters containing
14 tablets. Each pack contains 56 tablets.
Artwork subject to change. The pack shown does not represent the actual size.
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Lifestyle tips
On the following pages we have some information that
may be useful in the day-to-day management of UC.
This includes healthy eating tips, advice for coping with
stress, and ideas to help you in social situations.
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Food and nutrition

2,4,7

Healthy eating
Although there is little scientific evidence that specific foods cause or influence the
course of UC, good nutrition could help manage some of the symptoms.

Your diet
Good nutrition is important to help maintain general health. It can also help to manage some
symptoms of UC.
Eating is an important part of life; however, UC can sometimes affect your enjoyment
of food. You may find that some foods make your UC symptoms worse.
Speak with your doctor or gastroenterologist about your diet and any steps
you may be able to take to help better manage your UC symptoms.
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Staying active

9-11

Food and you

Staying active

Keeping a food diary may help you to
record what you eat and the effect it
has on your UC. This can help you to
avoid foods that cause problems.

Staying physically active is important to help
maintain everyday health. It may also have
benefits when it comes to managing UC,
such as managing stress and boosting your
immune system.

To help manage your symptoms,
you may also find it helps to:
• Drink plenty of fluids (preferably water)
to avoid dehydration, which is common
among people with UC. Diarrhoea can cause
you to lose a lot of fluid, and also affect your
intake of vitamins and minerals. Try and
avoid caffeine and alcohol, as these may
make your diarrhoea worse, as well as fizzy
drinks, which can cause flatulence.

Exercise can come in many forms. It includes
structured sport-based activity plans to
everyday activities such as gardening or
walking to the shops.
Speak with your healthcare team to agree an
activity plan that is suited to your condition.

Your doctor or gastroenterologist
will be able to advise if you need to
take supplements to help you get the
vitamins and minerals you need.
Always speak with your doctor before
changing your eating plan.
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Coping with stress

2,3,5,8

Although stress doesn't cause UC, learning to manage stress and stressful
situations in day-to-day life may help to reduce some of your UC symptoms.

What is stress?
Stress is one way your body copes with difficult
or challenging situations.
It can make your heart pound faster, you may break out in a
sweat, or feel your breathing quicken and your muscles tensing.
Once the challenging situation passes, your body usually relaxes.
However, if you are constantly facing stressful situations, your
body may remain in a constant state of alert. You may feel
emotionally overwhelmed, irritable or ‘wound up’, anxious, or
lacking in self-esteem. You may feel tired mentally, and this can
cause you to worry and make it hard to concentrate. Physically,
you might experience headaches, muscle tension, dizziness or
fatigue. It can also affect your eating habits and your diet.

If you are feeling like this, you are not alone. Anxiety and
depression can be common among people with UC.
It's important to manage your stress levels and to recognise when
you may need to ask for help. Your doctor will be able to offer
advice if you need additional emotional support.

Tips to help manage stress
Stay active: Taking regular exercise can help boost your mood and
reduce stress levels.
Try to relax: Take time out for yourself. Meditation, yoga or
breathing exercises are ideas that may help you to relax.

Stress is often caused by big events or changes in your life.
Often, stress cannot be prevented, but it can be managed.

Talk about it: It may help to talk about your challenges
with your healthcare team, family and friends, or
other people with UC. This can ensure you always
have emotional support if you need it.

Your emotional wellbeing

Your healthcare team will have more ideas to
help you better manage your stress levels.

Living with UC can be challenging and have an impact on your
emotional wellbeing.
Stress and anxiety can lead to depression. Signs of depression
include feeling down, a sense of hopelessness and no longer
taking pleasure in the things you would normally enjoy.
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Managing social situations

7,12-15

Coping in social situations can be a very stressful aspect of UC
for many people. You may be worrying about whether you can eat
the meal provided. You may feel stressed about making it to the
toilet in time or concerned about what other people think.
You may feel embarrassed. These emotions are all common
among people with UC.
In fact, many people with UC avoid going out altogether. This can
lead to feelings of isolation and affect your emotional wellbeing.

Tips for dealing with social situations
Help people understand: Having a condition like UC is nothing to
be ashamed about. You may find you deal better with any feelings
of embarrassment if you have the support of people around you.
Talking to others about UC and explaining the steps you need to
take to cope can help them to understand the condition. This can
help you to feel more relaxed about having to manage it.
Be prepared: Always check ahead to make sure wherever you are
going has bathroom facilities and ask about their location when
you arrive. This can make accessing them faster in an emergency.
Consider taking a change of clothes just in case.
Plan ahead: If you’re eating out, ask in advance about the menu.
Speak with the restaurant or your host and suggest other options
if it is likely to trigger your symptoms.
Speak with your healthcare team about other ways of managing
your UC in social situations. It may also help to speak with other
people who have UC as they may have ways of coping that you
can try. Look online or ask your doctor if there’s a UC support
group near you.
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Telling others about your UC
Talk about it early: Planning ahead includes having
conversations with people about your UC as early as you
feel comfortable. When your friends and co-workers already
know that you have UC, you do not have to take the time to
explain it to them if there is an emergency. If they see you
run to use the bathroom in the middle of a meeting, they will
not have to ask why because they will already understand.
Ask them to read: If you feel uncomfortable talking
about it, you may want to give your friend or co-worker a
copy of this brochure or direct them to a website where
they can read more about UC in their own time.
Share your plan: If you have ideas about how your
employer can help you do your job while managing your
UC, come prepared to share them with him or her.

Your emotional wellbeing is just
15
as important as your physical health.
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Sidekick Digital Care App
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Sidekick Digital Care App

Do you believe your condition is always a step ahead of you?…We get it!
The Sidekick Digital Care App and the programme offered
within it, could help you to improve your everyday life living
with your condition, remind you to take your medication
and empower you to take control of your own health.
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Sidekick Digital Care App
Sidekick – Your Coaching Team for Ulcerative Colitis
Does your day-to-day life always revolve around the same
questions?
• What can I eat and what is best not to eat?
• Have I taken my medication already?
• How do I deal with stress?

The Sidekick programme for patients with Ulcerative Colitis,
supports and coaches you in many areas of everyday life –
simply and practically in the Sidekick Digital Care App.
As well as supporting you with your medication
plan, Sidekick also offers you support in the areas of
nutrition, exercise and stress management.

• Where can I quickly get a trustworthy answer
to questions about my condition?

«
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Sidekick Digital Care App
Level up with Sidekick!
Staying healthy with Sidekick is fun!
In addition to a focus on your wellbeing, you can also positively impact
the wellbeing of others, in more disadvantaged parts of the world.
Points can be scored through various game like challenges within the
app, each time you go up a level. Sidekick then convert your scored points
into clean drinking water, that they donate to their charity partners.
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Sidekick Digital Care App
How to scan the QR code
1. Open the camera app on your smart phone.
2. Point the camera at the QR code, so that the QR code is visible on the screen of your phone.
3. Once the camera reads the QR code, a notification will pop up on the screen that the QR code
has been detected.
4. Tap the notification to open the link for the Sidekick Digital Care App.

Load your personal Sidekick Coaching Team now!
SCAN HERE to go to the
Sidekick programme for
Ulcerative Colitis

Developed by

Supported by

Sidekick Health is a Nordic digital therapeutics innovator that provides science-based, digital services designed to support patients.
Note: Pfizer has no influence over the function or content of the Sidekick Digital Care Application, or the programmes contained therein. Pfizer supports
SidekickHealth financially, in the context of a collaboration to make the programmes therein available exclusively to patients within the Republic of Ireland.
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Patient Alert Card
PATIENT ALERT CARD

XELJANZ
(tofacitinib citrate)
®q

During treatment with XELJANZ
• This card contains important safety information that you need to be
aware of before you start taking XELJANZ and during your treatment
with XELJANZ. If you do not understand this information, please ask
your doctor/pharmacist to explain it to you.
• Keep this card with you and show it to your healthcare provider,
including any emergency staff, who may be treating you apart
from your specialist. It’s important you make them aware that
you are taking XELJANZ to treat your condition.
• See the XELJANZ patient information leaflet for more information.
You should use XELJANZ following the information within the patient
information leaflet.

Tell your doctor or your pharmacist about ALL the medicines you take,
including prescription and non-prescription medicines, vitamins and herbal
supplements.
Some medicines should not be taken with XELJANZ as they could alter the
level of XELJANZ in your body and your dose may require adjustment. You
should tell your doctor if you are using medicines that contain the following
active substances:
• Antibiotics such as rifampicin, used to treat bacterial infections.
• Fluconazole and ketoconazole used to treat fungal infections.

There have been reports of patients treated with XELJANZ who have
developed blood clots in the lungs or veins. Your doctor will evaluate your risk
of developing blood clots and determine if XELJANZ is appropriate for you. If
you ever had blood clots in lungs and veins or if you have an increased risk for
developing blood clots (for example, if you have cancer, if you have heart
problems, if you experienced a heart attack within previous 3 months, if you
use hormonal contraceptives\hormonal replacement therapy, if you had
recent major surgery, or if you or a close relative has a coagulation defect),
your doctor may decide that XELJANZ is not suitable for you.
There have been reports of patients treated with XELJANZ who have had
a heart problem, including heart attack. Tell your doctor if you have heart
problems, high blood pressure, high cholesterol and also if you are a current
or past smoker. Your doctor will evaluate your risk of developing a heart
problem and determine if XELJANZ is appropriate for you.
XELJANZ may increase your risk of certain cancers. White blood cell cancer,
lung cancer and other cancers have been reported in patients treated with
XELJANZ. Tell your doctor if you have ever had any type of cancer, and also if
you are a current or past smoker. Your doctor will evaluate your risk of
developing cancer and determine if XELJANZ is appropriate for you. If you
develop cancer while taking XELJANZ, your doctor will review whether to stop
XELJANZ treatment.
Treatment with XELJANZ may increase your risk of non-melanoma
skin cancer.

Tell your doctor immediately if you:
• Develop sudden shortness of breath or difficulty breathing, chest pain
or pain in upper back, swelling of the leg or arm, leg pain or tenderness,
or redness or discolouration in the leg or arm while taking XELJANZ,
as these may be signs of a clot in the lungs or veins.
• Develop severe chest pain or tightness (that may spread to arms, jaw,
neck and back), shortness of breath, cold sweat, light headedness or
sudden dizziness, as these may be signs of a heart attack.
• Develop symptoms of an infection, such as fever, persistent cough,
weight loss, or excessive tiredness.

• Notice any new growth on the skin or any changes in existing moles
or spots.
• Develop symptoms of interstitial lung disease, such as shortness
of breath.
• Develop abdominal signs and symptoms such as stomach pain,
abdominal pain, blood in your stool, or any change in your bowel habits
with fever.
• Develop yellow skin, nausea or vomiting.

• Develop any symptoms of herpes zoster, such as painful skin rash
or blisters.

• Are due to receive any vaccine. You should not receive certain types of
vaccines while taking XELJANZ.

• Have been in close contact with a person with tuberculosis.

• Become pregnant or plan on becoming pregnant. XELJANZ must not be
used during pregnancy. Women of childbearing potential should use
effective contraception during treatment with XELJANZ and for at least
4 weeks after the last dose.

• Develop any swelling of lymph nodes in your neck, armpits, or groin;
constantly feeling tired; fever; night sweats; persistent or worsening
cough; difficulty breathing; hoarseness or wheezing; or unexplained
weight loss.

• Women must not breastfeed while being treated with XELJANZ.

Other Information (please complete)
Patient’s name:

There is a possibility that you may experience more side-effects when
you are given XELJANZ and another medicine called methotrexate at
the same time.
XELJANZ is not recommended for use with biologic DMARDs* for rheumatoid
arthritis or psoriatic arthritis, biologics for ulcerative colitis, or with certain
other medicines that depress your immune system (e.g., azathioprine,
mercaptopurine, tacrolimus or ciclosporine). Taking XELJANZ with these
medicines may increase your risk of immunosuppression and infection.
XELJANZ may increase your risk of getting infections, which can become
serious if not treated. You may be at higher risk for infections if you are 65
years of age or older, have diabetes, chronic lung disease, or are taking
corticosteroids. Your XELJANZ treatment may be stopped by your doctor.

Doctor’s name:
Doctor’s phone:
If you stop taking XELJANZ, keep this card with you for at least
2 months after taking the last dose of XELJANZ.
This medicinal product is subject to additional monitoring. This will allow quick
identification of new safety information. Healthcare professionals are asked to
report any suspected adverse reactions via HPRA Pharmacovigilance.
Website: www.hpra.ie. Any suspected adverse reactions may also be reported to
Pfizer Medical Information on 1800 633 363.

* DMARD=disease-modifying antirheumatic drug.
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T This medicine is subject to additional monitoring. This will allow quick
identification of new safety information. You can help by reporting
any side effects you may get. See the end of section 4 of the package
leaflet for how to report side effects.
Detailed information on this medicine is available on the
European Medicines Agency web site: http://www.ema.europa.eu
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