Getting started
with BRENZYS®
Learn more about your treatment and the help that comes
with the HARMONY BY ORGANONTM Patient Support
Program

HARMONY BY ORGANONTM – Supporting you
along your BRENZYS® journey
Starting on a new treatment can be daunting. You may have many questions
about your medication, how to give yourself injections, or your care.
Know that you aren’t alone. With the HARMONY BY ORGANONTM Patient
Support Program, you’ve got a full team of support. And, a
HARMONY BY ORGANONTM coordinator is here to assist you
throughout your treatment with BRENZYS®.
It’s free, its services can be personalized, and it’s designed for your
support needs.

The HARMONY BY ORGANONTM Patient
Support Program:
Helps you navigate therapy – from reimbursement to specific care needs
Coordinates with your healthcare provider to streamline the process
Offers live, ongoing support to help you stay on track with treatment

We are here to help.
If you have any questions,
call HARMONY BY ORGANONTM
at 1-866-556-5663
or visit HarmonyOrganon.ca.

Designed for you
A care coordinator
A single point of contact to help answer your questions
Works with you and your healthcare team

Starter kit with travel pack
Step-by-step guide on how to inject BRENZYS®
Request a travel pack of BRENZYS® for your next planned vacation

Comprehensive reimbursement support
Helps you confirm and maintain your coverage options
Includes insurance and copay assistance

Injection training support
Get one-on-one injection training
	Watch instructional videos on how to inject BRENZYS® online at:
HarmonyOrganon.ca
	 To access the HARMONY BY ORGANONTM website, enter either
DIN below:
DIN: 02455331
DIN: 02455323
Step-by-step administration guide with helpful tips

Ongoing treatment support
Live phone support to help you stay on track with treatment
	Personal reminder emails to visit your physician for your prescription
renewal
A HARMONY BY ORGANONTM coordinator is here to assist you throughout
your treatment with BRENZYS®. You can reach a coordinator at
1-866-556-5663 from 8 a.m. to 8 p.m. ET, Monday to Friday.

Getting started on BRENZYS®
This brochure is designed to provide you information about BRENZYS®.
If you have any questions, be sure to ask your healthcare professional.

What is BRENZYS®?
BRENZYS® is a biosimilar biologic drug (biosimilar) to the reference biologic
drug Enbrel*. A biosimilar is authorized based on its similarity to a reference
biologic drug that was already authorized for sale.

What is BRENZYS® used for?
BRENZYS® is a medicine used to treat people with:

Moderate-to-severe rheumatoid arthritis (RA)
Moderate-to-severe juvenile idiopathic arthritis (JIA)
Psoriatic arthritis (PsA)
PsA is usually seen in patients with PsO and affects both
the joints and the skin.
Ankylosing spondylitis (AS)
Inflammatory diseases that affect the joints in your body.
Moderate-to-severe psoriasis (PsO)
Children with severe psoriasis
PsO is an inflammatory disease that affects the skin and can
cause raised, thick, red and scaly patches (“psoriatic skin lesions”)
that can appear anywhere on the body.
PsA is usually seen in patients with PsO and affects both the
joints and the skin.

How does BRENZYS® work?
BRENZYS® is a type of protein called a tumour necrosis factor (TNF) blocker
that blocks the action of a substance your body makes called TNF-alpha.
TNF-alpha is made by your body’s immune system. People with immune
diseases like RA, JIA, PsA and PsO, as well as patients with AS, have too
much TNF-alpha in their bodies, which can cause inflammation and lead to
painful, swollen joints, and raised, thick, red, scaly patches (“psoriatic skin
lesions”) that can appear anywhere on the body.
BRENZYS® can reduce the amount of TNF in the body to normal levels,
helping to treat joint damage.
	If you have inflammatory arthritis, BRENZYS® may be effective in
reducing its signs and symptoms (such as pain, morning stiffness
and fatigue), may help improve your ability to do simple daily activities
(such as dressing, walking and climbing stairs), and may help prevent
damage to your bones and joints.
	If you or your child has psoriatic skin conditions, BRENZYS® may be
effective in clearing skin and improving quality of life (such as personal
relationships, work and daily activities, and treatment satisfaction).

How is BRENZYS® taken?
BRENZYS® is administered by an injection under the skin. You may
continue to use other medicines that help treat your condition while taking
BRENZYS®, such as non-steroidal anti-inflammatory drugs (NSAIDs) and
prescription steroids, as recommended by your doctor.

What is the usual dose for BRENZYS®?
RA, PsA or AS
5 0 mg once a week given as one injection using a 50 mg single-use
pre-filled syringe.
BRENZYS® can be used in combination with methotrexate.
Adult PsO
50 mg twice a week (3 or 4 days apart) for 3 months.
 fter 3 months, your doctor will tell you to reduce your dose to 50 mg
A
once per week using one 50 mg single-use pre-filled syringe.
Children with PsO or JIA
Dose is based on your child’s body weight.
Y our child’s doctor will tell you the correct amount of BRENZYS®
your child should take and will prescribe an appropriate strength
of etanercept.
 nly children or adolescents weighing 63 kg (138 pounds) or more
O
can be given BRENZYS®.
BRENZYS® should be given by, or under the supervision of,
a responsible adult.
Make sure you have been shown how to inject BRENZYS® before you
do it yourself. Someone you know can also help you with your injection.
Remember to take this medicine just as your doctor has told you and
do not miss any doses.

When can I expect to see results from taking BRENZYS®?
Improvement may be seen as early as:
1 week after starting etanercept in adults
Within 2 weeks in children with JIA and 4 weeks in PsO
In clinical trials, full effect was usually seen by 3 months in both adults
and children and was sustained with continued treatment.
In clinical trials of PsA:
25% of patients saw improvement in their joint symptoms within
1 month of treatment
50% of patients saw improvement within 3 months of treatment
75% of patients saw improvement within 9 months of treatment
Missed dose:
If you forget to use BRENZYS®, inject your dose as soon as you remember.
Then, take your next dose at your regularly scheduled time. In case you are
not sure when to inject BRENZYS®, call your healthcare provider.
Overdose:
If you think you have taken too much BRENZYS®, contact your healthcare
professional, hospital emergency department or regional Poison Control
Centre immediately, even if there are no symptoms.

To help you remember, it may be
helpful to write in your diary or smart
phone which day(s) of the week
BRENZYS® should be used.

BRENZYS® is offered in 2 injection devices
BRENZYS® Pre-filled Auto-injector
There is no button on your auto-injector. When you push the gray shield onto
your skin, the injection will start automatically.
Medication window to
confirm full dose is complete

Hidden needle, under cap

Latex-free
You may hear 2 clicks when starting and completing injection
BRENZYS® Pre-filled Syringe
Flange, to help grip the syringe

Needle cap

Plunger

How to administer BRENZYS®:
Step-by-step instructions
The Instructions for Use for BRENZYS® will be included with your medicine.
It includes simple illustrations that show each step in the injection process.
Be sure to have the Instructions for Use handy any time you inject.

Storing BRENZYS®
The BRENZYS® pre-filled syringe and pre-filled auto-injector should
be refrigerated at 2°C–8°C. Refrigerated BRENZYS® remains stable
until the expiration date printed on the syringe and auto-injector.
Do NOT freeze BRENZYS®.
BRENZYS® may be transferred to room temperature storage (up to 27°C).
Upon removal from the refrigerator, it must be used within 60 days.
You should also protect BRENZYS® from direct sunlight, sources of heat,
and humidity until ready to use.

What should I tell my doctor before starting BRENZYS®?
There are some people who should not use BRENZYS®. So, it is important
to talk to your doctor before starting treatment.
BRENZYS® should not be used if you:
h ave ever had an allergic reaction to BRENZYS® or any of the
ingredients in BRENZYS®.
have an infection that has spread through your body (sepsis).
You should also tell your doctor about any health conditions or
problems you may have, including if you:
h ave an infection. This could put you at risk for serious side effects
from BRENZYS®.
h ave symptoms of an infection such as fever, sweats or chills, cough
or flu-like symptoms, shortness of breath, blood in your phlegm,
weight loss, muscle aches, warm, red, or painful areas on your skin,
sores on your body, diarrhea or stomach pain, burning when you
urinate or urinate more often than normal, and feel very tired.
h ave a history of infections that keep coming back or other conditions
– like diabetes, HIV, or a weak immune system – that might increase
your risk of infections.
h ave tuberculosis (TB), or have been in close contact with someone
who has or has had TB. You will need to be evaluated for TB. Your
doctor should test you for TB before starting BRENZYS®.
 ere born in, lived in, or travelled to countries where there is a risk
w
for getting TB. Ask your doctor if you are not sure.
live in, have lived in or have travelled to areas where there is
a greater risk for certain kinds of fungal infections (histoplasmosis,
coccidioidomycosis, blastomycosis). These infections may develop
or become more severe if you take BRENZYS®. If you don’t know
if you have lived in an area where these infections are common,
ask your doctor.
have or have had hepatitis B.

h ave or have had persistent numbness, tingling and muscle
weakness or a disease such as multiple sclerosis, Guillain-Barré
or a Guillain-Barré-like syndrome, which causes inflammation
of the nervous system, either in the brain and spinal cord or
nerves going to your hands and feet.
h ave been newly diagnosed or are being treated for congestive
heart failure.
are scheduled to have major surgery.
h ave recently received or are scheduled to receive a vaccine.
All vaccines should be brought up-to-date before starting BRENZYS®.
Patients taking BRENZYS® should not receive live vaccines.
u se the medication Kineret* (anakinra), Orencia* (abatacept)
or cyclophosphamide.
h ave been around someone with varicella zoster
(chicken pox, shingles).
Your doctor should monitor you closely for signs and symptoms of TB
during treatment with BRENZYS® even if you have tested negative for TB.
If you develop any of the symptoms of TB (a dry cough that doesn’t go away,
weight loss, fever, night sweats), call your doctor.
If you are not sure or have any questions about any of this information,
ask your doctor.

Know the medicines you take.
Keep a list of them to show your doctor
and pharmacist each time you get
a new medicine.

What are the serious warnings and precautions
for BRENZYS®?
 erious infections. There have been cases where patients
S
taking BRENZYS® or other TNF-blocking agents have developed serious
infections, including tuberculosis (TB) and infections caused by bacteria,
viruses or fungi that have spread throughout their body. Some patients
have died from these infections. In very rare cases, hepatitis B recurred
in patients with previous hepatitis. If you tend to get infections easily
or if you develop an infection while taking BRENZYS®, you should tell
your doctor right away.
 alignancies. There have been cases, sometimes fatal,
M
of unusual cancers in children and teenage patients who started
using TNF-blocking agents, including etanercept, at less than
18 years of age.

Other warnings you should know about
All medicines have side effects. Medicines, like BRENZYS®, that affect
your immune system can cause serious side effects. The possible serious
side effects include:
 ervous system diseases. There have been rare cases of disorders
N
that affect the nervous system of people taking BRENZYS® or other
TNF blockers, such as multiple sclerosis, seizures or inflammation of
the nerves of the eyes. Signs that you could be experiencing a problem
affecting your nervous system include: numbness or tingling throughout
your body, problems with your vision, weakness in your arms and/or
legs, and dizziness.
 lood problems. In some patients the body may fail to produce
B
enough of the blood cells that can help your body fight infections or
help you to stop bleeding. This can lead to death. If you develop a fever
that doesn’t go away, bruise or bleed very easily or look very pale or
feel faint, call your doctor right away. Your doctor may decide to stop
treatment. Some people have also had symptoms that resemble lupus
(rash on your face and arms that gets worse in the sun) that may go
away when you stop taking BRENZYS®.

 eart problems. You should also tell your doctor if you have ever been
H
treated for heart failure. If you have, your doctor may choose not to start
you on BRENZYS®, or may want to monitor you more closely. Symptoms
include shortness of breath or swelling of your ankles and feet.
 llergic reactions. Some patients have had allergic reactions
A
to BRENZYS®. If you develop a severe rash, swollen face or difficulty
breathing while taking BRENZYS®, call your doctor right away.
 alignancies. Patients with inflammatory diseases including RA
M
or AS, particularly those with highly active disease, may be at higher
risk for lymphoma (a type of cancer). For patients taking TNF-blocker
medicines including BRENZYS®, the chances of getting lymphoma
or other cancers may increase. Whether treatment with BRENZYS®
might influence the development and course of malignancies in adults
is unknown.
L iver problems (autoimmune hepatitis). Liver problems can happen
in people who use TNF-blocker medicines, including BRENZYS®. These
problems can lead to liver failure and death. Call your doctor right away
if you have any of these symptoms: feel very tired, skin or eyes look
yellow, poor appetite or vomiting, pain on the right side of your stomach
(abdomen). These symptoms may occur several months after starting
and even after BRENZYS® has been stopped.
 soriasis. Some people using BRENZYS® developed new psoriasis or
P
worsening of psoriasis they already had. Tell your doctor if you develop
red scaly patches or raised bumps which may be filled with pus. Your
doctor may decide to stop your treatment with BRENZYS®.
 erious infections. BRENZYS® can lower the ability of your immune
S
system to fight infections. So, taking BRENZYS® can make you more
prone to getting infections or make any infection that you may have
worse. Some people have developed serious infections while taking
BRENZYS® including infections that spread through the body such as
tuberculosis (TB), legionellosis (usually a bacterial pneumonia), and
listeriosis (usually from contaminated food). Other infections caused by
viruses, fungi, bacteria or parasites may occur. Some people have died
from these infections.

Are there drugs that may interact with BRENZYS®?
It is important that you tell your doctor about any other medicines
(for example, high blood pressure medicine) you are taking for other conditions
before you start taking etanercept. You should also tell your doctor about
any over-the-counter drugs, herbal medicines and vitamin and mineral
supplements you are taking.
Taking BRENZYS® with the following medications is not recommended:
K ineret* (anakinra), as this may increase your risk of getting
a serious infection.
Orencia* (abatacept), as this may increase your risk for serious side effects.
Cyclophosphamide (used to treat cancer or immune diseases), as this
may place you at a higher risk of getting certain cancers.
If you have diabetes and are taking medication to control your diabetes,
your doctor may decide you need less anti-diabetic medicine while
taking etanercept.

Tell your healthcare professional
about all the medicines you take,
including any drugs, vitamins,
minerals, natural supplements or
alternative medicines.
What are the possible side effects from using BRENZYS®?
In studies comparing BRENZYS® to placebo (inactive injection), side effects
that occurred more frequently in patients treated with BRENZYS® were:
Reactions where the injection was given. These reactions are usually
mild and include redness, swelling, itching, or bruising. They usually go
away within 3 to 5 days. If you have pain, redness or swelling around
the injection site that doesn’t go away or gets worse, call your doctor.
Upper respiratory infections (sinus infections)
Headaches

Serious side effects and what to do about them
Like all medicines, BRENZYS® can cause side effects. Most side effects
are mild to moderate. However, some may be serious and require treatment,
as shown below.
Talk to your healthcare
professional
Symptom/effect

Only if
severe

In all
cases

Stop taking
drug and get
immediate
medical help

Very common
Injection site reactions
Common
Upper respiratory
tract infections (sinus
infections)
Headaches
Rare
Serious infections
Tuberculosis
Nerve disorders

If you have a troublesome symptom
or side effect that is not listed here
or becomes bad enough to interfere
with your daily activities, talk to your
healthcare professional.

If you have any questions,
call a HARMONY BY ORGANONTM
coordinator at 1-866-556-5663
from 8 a.m. to 8 p.m. ET, Monday to Friday.

Visit HarmonyOrganon.ca
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