
Presentation
Etacept® 25 mg injection: Each pre-filled syringe contains 0.5 ml sterile 
solution of Etanercept INN 25 mg.
Etacept® 50 mg injection: Each pre-filled syringe contains 1 ml sterile 
solution of Etanercept INN 50 mg.

Description
Etanercept is a dimeric fusion protein consisting of the extracellular 
ligand-binding portion of the human 75 kilodalton (p75) tumor necrosis 
factor receptor (TNFR) linked to the Fc portion of human IgG1. The Fc 
component of etanercept contains the CH2 domain, the CH3 domain 
and hinge region, but not the CH1 domain of IgG1. Etanercept is 
produced by recombinant DNA technology in a Chinese hamster ovary 
(CHO) mammalian cell expression system. It consists of 934 amino acids 
and has an apparent molecular weight of approximately 150 kilodaltons.

Etanercept is a TNF alpha inhibitor that binds specifically to tumor 
necrosis factor (TNF) and blocks its interaction with cell surface TNF 
receptors. TNF is a naturally occurring cytokine that is involved in 
normal inflammatory and immune responses. Elevated levels of TNF are 
found in the synovial fluid of RA patients. It plays an important role in 
the inflammatory processes of rheumatoid arthritis (RA), polyarticular-
course juvenile rheumatoid arthritis (JRA) and the resulting joint 
pathology. 

Indications
Etanercept is a tumor necrosis factor (TNF) blocker indicated for -
Adults with Rheumatoid Arthritis (RA): Etanercept indicated for reducing 
signs and symptoms, inducing major clinical response, inhibiting the 
progression of structural damage, and improving physical function in 
patients with moderately to severely active rheumatoid arthritis (RA). 
Etanercept can be initiated in combination with methotrexate (MTX) or 
used alone for the treatment of active rheumatoid arthritis (RA) in adults 
when one or more disease modifying antirheumatic drugs (DMARDs), 
including methotrexate (unless contraindicated), has proved inadequate.

Pediatric patients with Juvenile Idiopathic Arthritis(JIA): Etanercept 
indicated for the treatment of polyarticular-course juvenile idiopathic 
arthritis (JIA) in children and adolescents from the age of 2 years when 
the response to one or more DMARDs has proven inadequate.

Adults with Psoriatic Arthritis (PsA): Etanercept is indicated for reducing 
signs and symptoms, inhibiting the progression of structural damage of 
active arthritis, and improving physical function in patients with psoriatic 
arthritis (PsA). Etanercept can be used in combination with 
methotrexate (MTX) in patients who do not respond adequately to MTX 
alone.

Adults with Ankylosing Spondylitis (AS): Etanerceptis indicated for 
reducing signs and symptoms in patients with active ankylosing 
spondylitis (AS).

Adults with Plaque Psoriasis (PsO): Etanercept is indicated for the 
treatment of adult patients (18 years or older) with chronic moderate to 
severe plaque psoriasis (PsO) who are candidates for systemic therapy 
or phototherapy.

Pediatric patients with Plaque Psoriasis (PsO): Etanercept is indicated for 
the treatment of chronic severe plaque psoriasis in children and 
adolescents from the age of 6 years, who are inadequately controlled by 
or are intolerant to systemic therapies or phototherapies.

Dosage and administration
Rheumatoid arthritis, psoriatic arthritis and ankylosing spondylitis: Patients 
aged 18 years or older- 50 mg Etanercept per week administered either 
once weekly (as one subcutaneous injection using a 50 mg syringe or as 
two 25 mg injections given at the same time) or 25 mg Etanercept twice 
weekly (72 to 96 hours apart) as a subcutaneous injection.
Methotrexate, glucocorticoids, salicylates, nonsteroidal anti-
inflammatory drugs (NSAIDs), or analgesics may be continued during 
treatment with Etanercept in adults. 25 mg once weekly gives a slower 
response and may be less effective.

Plaque psoriasis: The dose of etanercept is 50 mg syringe once weekly 
(as one subcutaneous injection using a 50 mg syringe or as two 25 mg 
injections given at approximately the same time) or 25 mg twice weekly 
(72 to 96 hours apart) as a subcutaneous injection. Higher responses 
may be achieved from initial treatment with a dose of 50 mg twice 
weekly for up to 12 weeks, followed, if necessary, by a dose of 50 mg 
once weekly or 25 mg twice weekly.
Adult patients may be treated intermittent or continuously based on 
physician judgment and individual patient needs. Treatment should be 
discontinued in patients who show no response after 12 weeks. With 
intermittent use, treatment cycles subsequent to the initial cycle should 
use a dose of 50 mg once weekly. No dose adjustment is required for 
elderly and or patient with renal and hepatic impairment.

Patient weighs less than 62.5kg should be accurately dosed on an 
mg/kg basis. Patients weighing 62.5 kg or more may be fixed-dose 
prefilled syringe.

Juvenile idiopathic arthritis: Children ( >_ 2 to <18 years): 0.4mg/kg (up to 
maximum of 25 mg per dose) twice weekly (72 to 96 hours apart).
Glucocoticoids, nonsteroidal anti-inflammatory drugs (NSAIDs), or 
analgesics may be continued during treatment with etanercept in 
children. Etanercept has not been studied in children < 2 years of age.

Pediatric plaque psoriasis: Children ( >_ 6 to <18 years): 0.8mg/kg (up to a 
maximum of 50 mg per dose) once weekly for up to 24 weeks. 
Treatment should be discontinued in patients who show no response 
after 12 weeks.

If retreatment of etanercept is indicated, the above guidance on 
treatment duration should be followed. The dose should be 0.8 mg/kg 
(up to maximum of 50 mg per dose) once weekly.

Administration
Administer etanercept as subcutaneous injections in the thigh, 
abdomen or upper arm. Given each new injection at least 3 cm from a 
previous site. Do not use in the area where the skin is tender, bruised, 
red or hard. The injection should be performed under supervision of 
qualified healthcare professional.
Before injection, single-use prefilled syringe should be allowed to reach 
room temperature (approximately 15-30 minutes). The needle cover 
should not be removed while allowing the pre-filled syringe to reach at 
room temperature. Before disposal of blank PFS, please activate the 
needle guard to avoid any chance of needle-stick injury.

Contraindications
If any hypersensitivity to etanercept or to any component of the 
formulation. Incase of sepsis or risk of sepsis. Treatment with etanercept 
should not be initiated in patients with serious active infections, 
including chronic or localized infection. 

Special warning and special precautions for use
Allergic reactions: If you or the child experience allergic reactions such 
as chest tightness, wheezing, dizziness or rash, do not inject more 
Etanercept, and contact your doctor immediately.

Infections/surgery: If you or the child develop a new infection, or are 
about to have any major surgery, your doctor may wish to monitor the 
treatment with Etanercept.

Infections/diabetes: Tell your doctor if you or the child has a history of 
recurrent infections or suffer from diabetes or other conditions that 
increase the risk of infection.

Infections/monitoring: Tell your doctor of any recent travel outside the 
European region. If you or the child develops symptoms of an infection 
such as fever, chills or cough, notify your doctor immediately. Your 
doctor may decide to continue to monitor you or the child for the 
presence of infections after you or the child stop using Etanercept.

Tuberculosis: As cases of tuberculosis have been reported in patients 
treated with Etanercept, your doctor will check for signs and symptoms 
of tuberculosis before starting Etanercept. This may include a thorough 
medical history, a chest X-ray and a tuberculin test. The conduct of 
these tests should be recorded on the Patient Alert Card. It is very 
important that you tell your doctor if you or the child have ever had 
tuberculosis, or have been in close contact with someone who has had 
tuberculosis.

If symptoms of tuberculosis (such as persistent cough, weight loss, 
listlessness, mild fever), or any other infection appear during or after 
therapy, tell your doctor immediately.

Hepatitis-B: Tell your doctor if you or the child have or have ever had 
hepatitis-B. Your doctor should test for the presence of hepatitis-B 
infection before you or the child begins treatment with Etanercept. 
Treatment with Etanercept may result in reactivation of hepatitis-B in 
patients who have previously been infected with the hepatitis-B virus, if 
this occurs, you should stop using Etanercept.

Hepatitis-C: Tell your doctor if you or the child has hepatitis-C. Your 
doctor may wish to monitor the treatment with Etanercept in case the 
infection worsens.

Blood disorders: Seek medical advice immediately if you or the child has 
any signs or symptoms such as persistent fever, sore throat, bruising, 
bleeding or paleness. Such symptoms may point to the existence of 
potentially life-threatening blood disorders, which may require 
discontinuation of Etanercept.

Nervous system and eye disorders: Tell your doctor if you or the child has 
multiple sclerosis, optic neuritis (inflammation of the nerves of the eyes) 
or transverse myelitis (inflammation of the spinal cord). Your doctor will 
determine if Etanercept is an appropriate treatment.

Congestive heart failure: Tell your doctor if you or the child has a history 
of congestive heart failure, because Etanercept needs to be used with 
caution under these circumstances.

Cancer: Tell your doctor if you have or have ever had lymphoma (a type 

of blood cancer) or any other cancer before you are given Etanercept.

Patients with severe rheumatoid arthritis, who have had the disease for 
a long time, may be at higher than average risk of developing 
lymphoma.

Children and adults taking Etanercept may have an increased risk of 
developing lymphoma or another cancer. Some children and teenage 
patients who have received Etanercept or other medicines that work the 
same way as Etanercept have developed cancers, including unusual 
types, which sometimes resulted in death. Some patients receiving 
Etanercept have developed skin cancers. Tell your doctor if you or the 
child develops any change in the appearance of the skin or growths on 
the skin.

Chickenpox: Tell your doctor if you or the child is exposed to chickenpox 
when using Etanercept. Your doctor will determine if preventive 
treatment for chickenpox is appropriate.

Latex: The needle cover is made from latex (dry natural rubber). Contact 
your doctor before using Etanercept if the needle cover will be handled 
by, or Etanercept will be given to, someone with a known or possible 
hypersensitivity (allergy) to latex.

Alcohol abuse: Etanercept should not be used for the treatment of 
hepatitis related to alcohol abuse. Please tell your doctor if you or the 
children in your care have a history of alcohol abuse.

Wegener's granulomatosis: Etanercept is not recommended for the 
treatment of Wegener's granulomatosis, a rare inflammatory disease. If 
you or the children in your care have Wegener's granulomatosis, talk to 
your doctor.

Anti-diabetic medicines: Tell your doctor if you or the children have 
diabetes or are taking medicines to treat diabetes. Your doctor may 
decide if you or the child need less anti-diabetic medicine while taking 
Etanercept.

Possible side effects
Like all medicines, Etanercept can cause side effects, although not 
everybody gets them.

Allergic reactions: If any of the following happen, do not inject more 
Etanercept. Tell your doctor immediately, or go to the casualty 
department at your nearest hospital.
o Trouble swallowing or breathing
o Swelling of the face, throat, hands, or feet
o Feeling nervous or anxious, throbbing sensations, sudden reddening 
of the skin and/or a warm feeling
o Severe rash, itching, or hives (elevated patches of red or pale skin that 
often itch)

Serious allergic reactions are rare. However, any of the above symptoms 
may indicate an allergic reaction to Etanercept, so you should seek 
immediate medical attention.

Serious side effects: If you notice any of the following, you or the child 
may need urgent medical attention.
o Signs of serious infections, such as high fever that may be 
accompanied by cough, shortness of breath, chills, weakness, or a hot, 
red, tender, sore area on the skin or joints
o Signs of blood disorders, such as bleeding, bruising, or paleness
o Signs of nerve disorders, such as numbness or tingling, changes in 
vision, eye pain, or onset of weakness in an arm or leg.
o Signs of worsening heart failure, such as fatigue or shortness of 
breath with activity, swelling in the ankles, a feeling of fullness in the 
neck or abdomen, night-time shortness of breath or coughing, bluish 
colour of the nails or the lips
o Signs of cancers: Cancers may affect any part of the body including 
the skin and blood, and possible signs will depend on the type and 
location of the cancer. These signs may include weight loss, fever, 
swelling (with or without pain), persistent cough, and presence of lumps 
or growths on the skin
o Signs of autoimmune reactions (where antibodies are made that may 
harm normal tissues in the body) such as pain, itching, weakness, and 
abnormal breathing, thinking, sensation, or vision
o Signs of lupus or lupus-like syndrome, such as weight changes, 
persistent rash, fever, joint or muscle pain, or fatigue
o Signs of inflammation of the blood vessels such as pain, fever, redness 
or warmth of the skin, or itching.

These are rare or uncommon side effects, but are serious conditions 
(some of which may rarely be fatal). If these signs occur, tell your doctor 
immediately, or visit the casualty department at your nearest hospital.

The known side effects of Etanercept include the following in groups of 
decreasing frequency:
o Very common(may affect more than 1 in 10 users): 

Infections (including colds, sinusitis, bronchitis, urinary tract infections 
and skin infections); injection site reactions (including bleeding, 
bruising, redness, itching, pain, and swelling). Reactions at the injection 
site (these do not occur as often after the first month of treatment. Some 
patients have developed a reaction at an injection site that was used 
before.
o Common(may affect up to 1 in 10 users): Allergic reactions; fever; 
itching; antibodies directed against normal tissue (autoantibody 
formation).
o Uncommon(may affect up to 1 in 100 users): Serious infections 
(including pneumonia, deep skin infections, joint infections, blood 
infection, and infections at various sites); low blood platelet count; skin 
cancer (excluding melanoma); localized swelling of the skin (angio 
edema); hives (elevated patches of red or pale skin that often itch); eye 
inflammation; psoriasis (new or worsening); rash; inflammation or 
scarring of the lungs; inflammation of the blood vessels affecting 
multiple organs.
o Rare (may affect up to 1 in 1000 users): Serious allergic reactions 
(including severe localized swelling of the skin and wheezing); 
lymphoma (a type of blood cancer); melanoma (a type of skin cancer); 
combined low platelet, red, and white blood cell count; nervous system 
disorders (with severe muscle weakness and signs and symptoms 
similar to those of multiple sclerosis or inflammation of the nerves of the 
eyes or spinal cord); tuberculosis; worsening congestive heart failure; 
seizures; lupus or lupus-like syndrome (symptoms may include 
persistent rash, fever, joint pain, and tiredness); low red blood cell count, 
low white blood cell count, low neutrophil (a type of white blood cell) 
count; elevated liver blood tests; skin rash, which may lead to severe 
blistering and peeling of the skin; inflammation of the liver caused by 
the body's own immune system (autoimmune hepatitis); immune 
disorder that can affect the lungs, skin and lymph nodes (sarcoidosis).
o Very rare (may affect up to 1 in 10,000 users): Failure of the bone 
marrow to produce crucial blood cells.
o Not known(frequency cannot be estimated from available data): 
Leukemia (cancer affecting the blood and bone marrow); Merkel cell 
carcinoma (a type of skincancer); excessive activation of white blood 
cells associated with inflammation (macrophage activation syndrome); 
recurrence of hepatitis B (a liver infection); worsening of a condition 
called dermatomyositis (muscle inflammation and weakness with an 
accompanying skin rash.

Pregnancy and lactation
The safe use of etanercept during pregnancy has not been established. 
Use etanercept during pregnancy only if clearly needed.

The safe use of etanercept during lactation has not been established. It 
is not known whether etanercept is excreted in human milk. Following 
subcutaneous administration to lactating rats, etanercept was excreted 
in the milk and detected in the serum of the pups. Because 
immunoglobulins and many medicinal products can be excreted in 
human milk, a decision should be made whether to discontinue nursing 
or to discontinue etanercept while nursing.

Overdose
The maximum tolerated dose of etanercept has not been established in 
humans. Single intravenous doses up to 60 mg/m2 have been 
administered to healthy volunteers in an endotoxemia study without 
evidence of dose-limiting toxicities. The highest dose level evaluated in 
rheumatoid arthritis patients has been an intravenous loading dose of 
32 mg/m2 followed by subcutaneous doses of 16 mg/m2 (25 mg) 
administered twice weekly. No dose-limiting toxicities were observed 
during clinical trials of rheumatoid arthritis patients. There is no known 
antidote to etanercept.

Step 1: Setting up for an injection 

1. Select a clean, well-lit, flat working surface.

2. Take the Etacept carton containing the pre-filled syringes out of the 
refrigerator and place it on a flat work surface. Starting from one of 
the top corners, pull back the paper cover from the top and sides of 
the tray.Remove one pre-filled syringe and one alcohol swab and 
place them on your work surface. Do not shake the pre-filled syringe 
of Etacept. Fold the paper cover back over the tray and place the 
carton containing any remaining pre-filled syringes back into the 
refrigerator. Please see section 5 for instructions on how to store 
Etacept. If you have any questions about storage, contact your 
doctor, nurse, or pharmacist for further instructions.

3. You should allow 15 to 30 minutes for the Etacept solution in the 
syringe to reach room temperature. Do not remove the needle cover 
while allowing it to reach room temperature. Waiting until the 
solution reaches room temperature may make the injection more 
comfortable for you. Do not warm Etacept in any other way (for 
example, do not warm it in a microwave or in hot water).

4. Assemble the additional supplies you will need for your injection. 
These include the alcohol swab from the Etacept carton and a cotton 
ball or gauze.
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5. Wash your hands with soap and warm water.

6. Inspect the solution in the syringe. It should be clear or slightly 
opalescent, colourless or pale yellow, and may contain small white or 
almost transparent particles of protein.This appearance is normal for 
Etacept. Do not use the solution if it is discoloured, cloudy, or if 
particles other than those described above are present. If you are 
concerned with the appearance of the solution, then contact your 
pharmacist for assistance.

Step 2: Choosing an injection site

1. Three recommended injection sites for Etacept using a pre-filled 
syringe include: (1) the front of the middle thighs; (2) the abdomen, 
except for the 5 cm area right around the navel; and (3) the outer 
area of the upper arms (see Diagram 1). If you are self injecting, you 
should not use the outer area of the upper arms.

Diagram 1

2. A different site should be used for each new injection. Each new 
injection should be given at least 3 cm from an old site. Do not inject 
into areas where the skin is tender, bruised, red, or hard. Avoid areas 
with scars or stretch marks. (It may be helpful to keep notes on the 
location of the previous injections.)

3. If you have psoriasis, you should try not to inject directly into any 
raised, thick, red, or scaly skin patches (“psoriasis skin lesions”).

Step 3: Injecting the Etacept® solution

1. Wipe the site where Etacept is to be injected with the alcohol swab, 
using a circular motion. Do not touch this area again before giving 
the injection.

2. Pick up the pre-filled syringe from the flat work surface. Remove the 
needle cover by firmly pulling it straight off the syringe (see Diagram 
2). Be careful not to bend or twist the cover during removal to avoid 
damage to the needle.
When you remove the needle cover, there may be a drop of liquid at 
the end of the needle; this is normal. Do not touch the needle or 
allow it to touch any surface. Do not touch or bump the plunger. 
Doing so could cause the liquid to leak out.

Diagram 2

3. When the cleaned area of skin has dried, pinch and hold it firmly with 
one hand. With the other hand, hold the syringe like a pencil.

4. With a quick, short motion, push the needle all the way into the skin 
at an angle between 45° and 90° (see Diagram 3). With experience, 
you will find the angle that is most comfortable for you. Be careful 
not to push the needle into the skin too slowly, or with great force.

Diagram 3

5. When the needle is completely inserted into the skin, release the skin 
that you are holding. With your free hand, hold the syringe near its 
base to stabilise it. Then push the plunger to inject all of the solution 
at a slow, steady rate (see Diagram 4).

Diagram 4

6. When the syringe is empty, pull the needle out of the skin, being 
careful to keep it at the same angle as inserted. There may be a little 
bleeding at the injection site. You can press a cotton ball or gauze over 
the injection site for 10 seconds. Do not rub the injection site. If needed, 
you may cover the injection site with a bandage.

Step 4: Disposing of supplies

• The pre-filled syringe is for single-use administration only. The 
syringe and needle should never be reused. Never recap a needle. 
Dispose of the needle and syringe as instructed by your doctor, nurse 
or pharmacist. If you have any questions, please talk to a doctor, 
nurse or pharmacist who is familiar with Etacept.

Commercial pack
Etacept® 25 mg pre-filled syringe injection (Doubles pack): Each 
box contains 2 pre-filled syringe containing 0.5 ml sterile solution of 
Etanercept INN 25 mg in each and two alcohol pads.

Etacept® 25 mg pre-filled syringe injection (Singles pack): Each box 
contains 1 pre-filled syringe containing 0.5 ml sterile solution of 
Etanercept INN 25 mg in each and one alcohol pad.

Etacept® 50 mg pre-filled syringe injection: Each box contains 1 
pre-filled syringe containing 1 ml sterile solution of Etanercept INN 50 
mg and an alcohol pad.

Storage
l Etanercept should be stored in refrigetor at 2-8 oC.
l Do not freeze.
l Do not shake.
l Keep away from light.

For further information please contact: 

01977 157 108 (9.00 am- 5.00 pm) 

 Medicine: Keep out of reach of children
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