
Hemofilie ADit geneesmiddel is onderworpen aan aanvullende 
monitoring. Daardoor kan snel nieuwe 
veiligheidsinformatie worden vastgesteld. U kunt 
hieraan bijdragen door melding te maken van alle 
bijwerkingen die u eventueel zou ervaren.

INTRODUCTIE tot 
HEMLIBRA®▼

(emicizumab)
met opzuignaald
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Beste patiënt(e),

Uw zorgverlener heeft in overleg met u besloten een behandeling 
met HEMLIBRA® (emizicumab) op te starten.

Een nieuwe behandeling kan zowel spannend als  overweldigend 
aanvoelen. Deze gids is ontworpen om u  
te helpen begrijpen wat HEMLIBRA is en hoe deze u kan  helpen 
uw hemofilie A te beheersen.

Deze brochure is een inleiding tot HEMLIBRA maar  vervangt 
geenszins het medisch advies van uw zorgverlener. Raadpleeg de 
bijsluiter (informatie voor de gebruiker) voor meer informatie of 
aanbevelingen.

Deze HEMLIBRA rugzak bevat naast deze inleidende brochure 
tevens het volgende:

• HEMLIBRA Injectiegids
• Naaldcontainer
• HemTrack (HEMLIBRA Logbook)
• Mijn HEMLIBRA kalender
• Injectiemat

U kan deze informatie en meer terugvinden op
www.hemcoach.be.

Gebruik volgende code om toegang te krijgen tot de website:

Roche2020
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OVER HEMLIBRA1

WAT IS HEMLIBRA?

HEMLIBRA is een geneesmiddel dat profylactisch gebruikt wordt 
voor de behandeling van patiënten met:

❱Hemofilie A die factor VIII-remmers hebben ontwikkeld 
❱Ernstige hemofilie A die geen factor VIII-remmers  hebben 
ontwikkeld (de hoeveelheid factor VIII in het bloed is minder 
dan 1%)

• HEMLIBRA kan bij alle leeftijdsgroepen worden gebruikt.

• HEMLIBRA voorkomt bloedingen of vermindert bloedingen.

• HEMLIBRA is geen infusie van factor VIII. Het is een injectie 
die onder de huid (onderhuids) wordt ingespoten om zo de 
bloedstolling te herstellen. Deze injectie wordt wekelijks, om 
de 2 weken of om de 4 weken toegediend.

WAT ZIJN MONOKLONALE ANTILICHAMEN?

HEMLIBRA bevat de werkzame stof “emicizumab”. Deze behoort 
tot een groep geneesmiddelen die “monoklonale antilichamen” 
worden genoemd. Monoklonale antilichamen zijn een soort eiwit 
dat een doelwit in het lichaam herkent en zich daaraan bindt.

1 HEMLIBRA (emicizumab): Bijsluiter: informatie voor de gebruiker. (augustus 2020)

WAT BETEKENT DE NAAM HEMLIBRA ( EMICIZUMAB )?

HEMLIBRA is de commerciële naam van het product.
‘Hem’ staat voor ‘hemofilie’
en 
‘libra’ is Latijn voor ‘weegschaal’ waarmee bedoeld wordt dat 
HEMLIBRA de balans in de stollingscascade probeert te herstellen.

De naam van de werkzame stof is emicizumab.
Deze naam is op te breken in verschillende stukjes met 
elk hun eigen betekenis. 
‘emi’ betekent ‘lach’ in het Japans (de antistof is oorspronkelijk in 
Japan ontworpen en ontwikkeld door het farmaceutische bedrijf 
Chugai).

‘ci’ staat voor ‘circulatie’ oftewel bloedbaan: de plek waar de 
stollingscascade plaatsvindt.

‘zu’ staat voor ‘gehumaniseerd’ wat inhoudt dat de antistof 
bewerkt is om het zoveel mogelijk op de menselijke variant te 
laten lijken. Dit is belangrijk om de risico op vorming van remmers 
tegen HEMLIBRA zo klein mogelijk te houden. 

En tenslotte ‘mab’, wat staat voor ‘monoklonaal antilichaam’.



How HEMLIBRA® works

What is HEMLIBRA?

HEMLIBRA is a prescription medicine used for routine prophylaxis to prevent or reduce 
the frequency of bleeding episodes in adults and children, ages newborn and older, 
with hemophilia A with or without factor VIII inhibitors.

What is the most important information I should know about HEMLIBRA?

HEMLIBRA increases the potential for your blood to clot. Carefully follow your 
healthcare provider’s instructions regarding when to use an on-demand 
bypassing agent or factor VIII, and the dose and schedule to use for 
breakthrough bleed treatment. HEMLIBRA may cause serious side effects when 
used with activated prothrombin complex concentrate (aPCC; FEIBA®), including 
thrombotic microangiopathy (TMA), and blood clots (thrombotic events). If 
aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

See how HEMLIBRA is 
different from other 
treatments you may 
have used in the past

Platelet Cell Membrane

FACTOR X FACTOR IXa

HEMLIBRA

HEMLIBRA is a therapeutic antibody

For many years, replacing factor VIII has been a common way to treat hemophilia 

A; those who have FVIII inhibitors are typically treated with bypassing therapy.

HEMLIBRA works differently.

HEMLIBRA is a therapeutic antibody - a molecule created in a 
laboratory that is designed to treat disease.

HEMLIBRA acts like a bridge, bringing activated factor IX and factor X 
together to allow the clotting process to continue without needing to 
replace factor VIII.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Thrombotic microangiopathy (TMA). This is a condition involving blood clots and 
injury to small blood vessels that may cause harm to your kidneys, brain, and other 
organs. Get medical help right away if you have any of the following signs or 
symptoms during or after treatment with HEMLIBRA:
–  confusion –  stomach (abdomen) or back pain 
–  weakness –  nausea or vomiting  
–  swelling of arms and legs –  feeling sick
–  yellowing of skin and eyes –  decreased urination

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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How should I use HEMLIBRA?

•  Stop (discontinue) prophylactic use of bypassing agents the day
 before starting HEMLIBRA prophylaxis.

•
HEMLIBRA prophylaxis.

What should I know about lab monitoring?

HEMLIBRA may interfere with laboratory tests that measure how well your blood is 
clotting and may cause a false reading. Talk to your healthcare provider about how 
this may affect your care.

The most common side effects of HEMLIBRA include: redness, tenderness, 
warmth, or itching at the site of injection; headache; and joint pain. 

These are not all of the possible side effects of HEMLIBRA. Speak to your 
healthcare provider for medical advice about side effects. 

You may report side effects to the FDA at (800) FDA-1088 or www.fda.gov/medwatch. 
You may also report side effects to Genentech at (888) 835-2555.

Please see the HEMLIBRA full Prescribing Information and Medication Guide for 
Important Safety Information, including Serious Side Effects. 

To find your local Genentech Hemophilia Community Clinical Educator,
visit HEMLIBRA.com/CE or call (866) HEMLIBRA.

HEMLIBRA does not create or
increase factor VIII inhibitors

 
HEMLIBRA remains active in the
presence of factor VIII inhibitors

 

Since HEMLIBRA is not made from blood 
plasma, it does not contain blood viruses 

Our connection to hemophilia

While it may seem that Genentech is new to hemophilia, our scientists were the 
first to clone the factor VIII gene back in 1984. This led to the production of 
virus-free recombinant factor VIII and launched an era of recombinant DNA 
technology. Our recombinant factor VIII was subsequently licensed to Cutter 
Biological (which eventually became Miles Inc.) and received FDA approval for 
the treatment of hemophilia A in 1993.

*Agreement to license of worldwide production 
and marketing of FVIII to Cutter Biological

40+
years of developing 
medicines

~40
FDA-approved 
medicines

45+
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of the biotech industry
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How blood clots

The process our bodies use to form blood clots is complicated. It involves many 
steps and elements that have to work together in a delicate balance to allow 
blood to clot.

One of these steps involves an important 
protein called factor VIII (8). 

Its job is to bring together two other proteins, activated factor IX (9a) and 
factor X (10), allowing the clotting process to continue.

In people with hemophilia A who have low or missing factor VIII (8), the clotting 
process doesn't continue so blood can't properly clot.

FACTOR VIIIa

FACTOR IXa

FACTOR IXa

FACTOR X

FACTOR X

BLOOD CLOT

BLOOD CLOT

NO
FACTOR VIII

FACTOR VIII

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Blood clots (thrombotic events). Blood clots may form in blood vessels in your arm, 
leg, lung, or head. Get medical help right away if you have any of these signs or 
symptoms of blood clots during or after treatment with HEMLIBRA:
–  swelling in arms or legs   –  fast heart rate –  numbness in your 
–  pain or redness in    –  cough up blood     face 
   your arms or legs   –  feel faint –  eye pain or swelling
–  shortness of breath   –  headache –  trouble seeing
–  chest pain or tightness 

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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HEMLIBRA may cause the following serious side effects when used with aPCC 
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• Blood clots (thrombotic events). Blood clots may form in blood vessels in your arm, 
leg, lung, or head. Get medical help right away if you have any of these signs or 
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How HEMLIBRA® works

What is HEMLIBRA?

HEMLIBRA is a prescription medicine used for routine prophylaxis to prevent or reduce 
the frequency of bleeding episodes in adults and children, ages newborn and older, 
with hemophilia A with or without factor VIII inhibitors.

What is the most important information I should know about HEMLIBRA?

HEMLIBRA increases the potential for your blood to clot. Carefully follow your 
healthcare provider’s instructions regarding when to use an on-demand 
bypassing agent or factor VIII, and the dose and schedule to use for 
breakthrough bleed treatment. HEMLIBRA may cause serious side effects when 
used with activated prothrombin complex concentrate (aPCC; FEIBA®), including 
thrombotic microangiopathy (TMA), and blood clots (thrombotic events). If 
aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

See how HEMLIBRA is 
different from other 
treatments you may 
have used in the past

Platelet Cell Membrane

FACTOR X FACTOR IXa

HEMLIBRA

HEMLIBRA is a therapeutic antibody

For many years, replacing factor VIII has been a common way to treat hemophilia 

A; those who have FVIII inhibitors are typically treated with bypassing therapy.

HEMLIBRA works differently.

HEMLIBRA is a therapeutic antibody - a molecule created in a 
laboratory that is designed to treat disease.

HEMLIBRA acts like a bridge, bringing activated factor IX and factor X 
together to allow the clotting process to continue without needing to 
replace factor VIII.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Thrombotic microangiopathy (TMA). This is a condition involving blood clots and 
injury to small blood vessels that may cause harm to your kidneys, brain, and other 
organs. Get medical help right away if you have any of the following signs or 
symptoms during or after treatment with HEMLIBRA:
–  confusion –  stomach (abdomen) or back pain 
–  weakness –  nausea or vomiting  
–  swelling of arms and legs –  feeling sick
–  yellowing of skin and eyes –  decreased urination

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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Medication Guide for Important Safety Information, 
including Serious Side Effects.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.
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FACTOR XFACTOR IXa

HEMLIBRA

HEMLIBRA is a therapeutic antibody

For many years, replacing factor VIII has been a common way to treat hemophilia 

A; those who have FVIII inhibitors are typically treated with bypassing therapy.

HEMLIBRA works differently.

HEMLIBRA is a therapeutic antibody - a molecule created in a 
laboratory that is designed to treat disease.

HEMLIBRA acts like a bridge, bringing activated factor IX and factor X 
together to allow the clotting process to continue without needing to 
replace factor VIII.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Thrombotic microangiopathy (TMA). This is a condition involving blood clots and 
injury to small blood vessels that may cause harm to your kidneys, brain, and other 
organs. Get medical help right away if you have any of the following signs or 
symptoms during or after treatment with HEMLIBRA:
–  confusion –  stomach (abdomen) or back pain 
–  weakness –  nausea or vomiting  
–  swelling of arms and legs –  feeling sick
–  yellowing of skin and eyes –  decreased urination

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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How should I use HEMLIBRA?

•  Stop (discontinue) prophylactic use of bypassing agents the day
 before starting HEMLIBRA prophylaxis.

•
HEMLIBRA prophylaxis.

What should I know about lab monitoring?

HEMLIBRA may interfere with laboratory tests that measure how well your blood is 
clotting and may cause a false reading. Talk to your healthcare provider about how 
this may affect your care.

The most common side effects of HEMLIBRA include: redness, tenderness, 
warmth, or itching at the site of injection; headache; and joint pain. 

These are not all of the possible side effects of HEMLIBRA. Speak to your 
healthcare provider for medical advice about side effects. 

You may report side effects to the FDA at (800) FDA-1088 or www.fda.gov/medwatch. 
You may also report side effects to Genentech at (888) 835-2555.

Please see the HEMLIBRA full Prescribing Information and Medication Guide for 
Important Safety Information, including Serious Side Effects. 

To find your local Genentech Hemophilia Community Clinical Educator,
visit HEMLIBRA.com/CE or call (866) HEMLIBRA.

HEMLIBRA does not create or
increase factor VIII inhibitors

 
HEMLIBRA remains active in the
presence of factor VIII inhibitors

 

Since HEMLIBRA is not made from blood 
plasma, it does not contain blood viruses 

Our connection to hemophilia

While it may seem that Genentech is new to hemophilia, our scientists were the 
first to clone the factor VIII gene back in 1984. This led to the production of 
virus-free recombinant factor VIII and launched an era of recombinant DNA 
technology. Our recombinant factor VIII was subsequently licensed to Cutter 
Biological (which eventually became Miles Inc.) and received FDA approval for 
the treatment of hemophilia A in 1993.

*Agreement to license of worldwide production 
and marketing of FVIII to Cutter Biological
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How blood clots

The process our bodies use to form blood clots is complicated. It involves many 
steps and elements that have to work together in a delicate balance to allow 
blood to clot.

One of these steps involves an important 
protein called factor VIII (8). 

Its job is to bring together two other proteins, activated factor IX (9a) and 
factor X (10), allowing the clotting process to continue.

In people with hemophilia A who have low or missing factor VIII (8), the clotting 
process doesn't continue so blood can't properly clot.
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Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Blood clots (thrombotic events). Blood clots may form in blood vessels in your arm, 
leg, lung, or head. Get medical help right away if you have any of these signs or 
symptoms of blood clots during or after treatment with HEMLIBRA:
–  swelling in arms or legs   –  fast heart rate –  numbness in your 
–  pain or redness in    –  cough up blood     face 
   your arms or legs   –  feel faint –  eye pain or swelling
–  shortness of breath   –  headache –  trouble seeing
–  chest pain or tightness 

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Blood clots (thrombotic events). Blood clots may form in blood vessels in your arm, 
leg, lung, or head. Get medical help right away if you have any of these signs or 
symptoms of blood clots during or after treatment with HEMLIBRA:
–  swelling in arms or legs   –  fast heart rate –  numbness in your 
–  pain or redness in    –  cough up blood     face 
   your arms or legs   –  feel faint –  eye pain or swelling
–  shortness of breath   –  headache –  trouble seeing
–  chest pain or tightness 

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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How HEMLIBRA® works

What is HEMLIBRA?

HEMLIBRA is a prescription medicine used for routine prophylaxis to prevent or reduce 
the frequency of bleeding episodes in adults and children, ages newborn and older, 
with hemophilia A with or without factor VIII inhibitors.

What is the most important information I should know about HEMLIBRA?

HEMLIBRA increases the potential for your blood to clot. Carefully follow your 
healthcare provider’s instructions regarding when to use an on-demand 
bypassing agent or factor VIII, and the dose and schedule to use for 
breakthrough bleed treatment. HEMLIBRA may cause serious side effects when 
used with activated prothrombin complex concentrate (aPCC; FEIBA®), including 
thrombotic microangiopathy (TMA), and blood clots (thrombotic events). If 
aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

See how HEMLIBRA is 
different from other 
treatments you may 
have used in the past

Platelet Cell Membrane

FACTOR XFACTOR IXa

HEMLIBRA

HEMLIBRA is a therapeutic antibody

For many years, replacing factor VIII has been a common way to treat hemophilia 

A; those who have FVIII inhibitors are typically treated with bypassing therapy.

HEMLIBRA works differently.

HEMLIBRA is a therapeutic antibody - a molecule created in a 
laboratory that is designed to treat disease.

HEMLIBRA acts like a bridge, bringing activated factor IX and factor X 
together to allow the clotting process to continue without needing to 
replace factor VIII.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Thrombotic microangiopathy (TMA). This is a condition involving blood clots and 
injury to small blood vessels that may cause harm to your kidneys, brain, and other 
organs. Get medical help right away if you have any of the following signs or 
symptoms during or after treatment with HEMLIBRA:
–  confusion –  stomach (abdomen) or back pain 
–  weakness –  nausea or vomiting  
–  swelling of arms and legs –  feeling sick
–  yellowing of skin and eyes –  decreased urination

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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How should I use HEMLIBRA?

•  Stop (discontinue) prophylactic use of bypassing agents the day
 before starting HEMLIBRA prophylaxis.

•
HEMLIBRA prophylaxis.

What should I know about lab monitoring?

HEMLIBRA may interfere with laboratory tests that measure how well your blood is 
clotting and may cause a false reading. Talk to your healthcare provider about how 
this may affect your care.

The most common side effects of HEMLIBRA include: redness, tenderness, 
warmth, or itching at the site of injection; headache; and joint pain. 

These are not all of the possible side effects of HEMLIBRA. Speak to your 
healthcare provider for medical advice about side effects. 

You may report side effects to the FDA at (800) FDA-1088 or www.fda.gov/medwatch. 
You may also report side effects to Genentech at (888) 835-2555.

Please see the HEMLIBRA full Prescribing Information and Medication Guide for 
Important Safety Information, including Serious Side Effects. 

To find your local Genentech Hemophilia Community Clinical Educator,
visit HEMLIBRA.com/CE or call (866) HEMLIBRA.

HEMLIBRA does not create or
increase factor VIII inhibitors

 
HEMLIBRA remains active in the
presence of factor VIII inhibitors

 

Since HEMLIBRA is not made from blood 
plasma, it does not contain blood viruses 

Our connection to hemophilia

While it may seem that Genentech is new to hemophilia, our scientists were the 
first to clone the factor VIII gene back in 1984. This led to the production of 
virus-free recombinant factor VIII and launched an era of recombinant DNA 
technology. Our recombinant factor VIII was subsequently licensed to Cutter 
Biological (which eventually became Miles Inc.) and received FDA approval for 
the treatment of hemophilia A in 1993.

*Agreement to license of worldwide production 
and marketing of FVIII to Cutter Biological
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How blood clots

The process our bodies use to form blood clots is complicated. It involves many 
steps and elements that have to work together in a delicate balance to allow 
blood to clot.

One of these steps involves an important 
protein called factor VIII (8). 

Its job is to bring together two other proteins, activated factor IX (9a) and 
factor X (10), allowing the clotting process to continue.

In people with hemophilia A who have low or missing factor VIII (8), the clotting 
process doesn't continue so blood can't properly clot.
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Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Blood clots (thrombotic events). Blood clots may form in blood vessels in your arm, 
leg, lung, or head. Get medical help right away if you have any of these signs or 
symptoms of blood clots during or after treatment with HEMLIBRA:
–  swelling in arms or legs   –  fast heart rate –  numbness in your 
–  pain or redness in    –  cough up blood     face 
   your arms or legs   –  feel faint –  eye pain or swelling
–  shortness of breath   –  headache –  trouble seeing
–  chest pain or tightness 

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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technology. Our recombinant factor VIII was subsequently licensed to Cutter 
Biological (which eventually became Miles Inc.) and received FDA approval for 
the treatment of hemophilia A in 1993.

*Agreement to license of worldwide production 
and marketing of FVIII to Cutter Biological
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How blood clots

The process our bodies use to form blood clots is complicated. It involves many 
steps and elements that have to work together in a delicate balance to allow 
blood to clot.

One of these steps involves an important 
protein called factor VIII (8). 

Its job is to bring together two other proteins, activated factor IX (9a) and 
factor X (10), allowing the clotting process to continue.

In people with hemophilia A who have low or missing factor VIII (8), the clotting 
process doesn't continue so blood can't properly clot.
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Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Blood clots (thrombotic events). Blood clots may form in blood vessels in your arm, 
leg, lung, or head. Get medical help right away if you have any of these signs or 
symptoms of blood clots during or after treatment with HEMLIBRA:
–  swelling in arms or legs   –  fast heart rate –  numbness in your 
–  pain or redness in    –  cough up blood     face 
   your arms or legs   –  feel faint –  eye pain or swelling
–  shortness of breath   –  headache –  trouble seeing
–  chest pain or tightness 

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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How should I use HEMLIBRA?

•  Stop (discontinue) prophylactic use of bypassing agents the day
 before starting HEMLIBRA prophylaxis.

•
HEMLIBRA prophylaxis.

What should I know about lab monitoring?

HEMLIBRA may interfere with laboratory tests that measure how well your blood is 
clotting and may cause a false reading. Talk to your healthcare provider about how 
this may affect your care.

The most common side effects of HEMLIBRA include: redness, tenderness, 
warmth, or itching at the site of injection; headache; and joint pain. 

These are not all of the possible side effects of HEMLIBRA. Speak to your 
healthcare provider for medical advice about side effects. 

You may report side effects to the FDA at (800) FDA-1088 or www.fda.gov/medwatch. 
You may also report side effects to Genentech at (888) 835-2555.

Please see the HEMLIBRA full Prescribing Information and Medication Guide for 
Important Safety Information, including Serious Side Effects. 

To find your local Genentech Hemophilia Community Clinical Educator,
visit HEMLIBRA.com/CE or call (866) HEMLIBRA.
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How HEMLIBRA® works

What is HEMLIBRA?

HEMLIBRA is a prescription medicine used for routine prophylaxis to prevent or reduce 
the frequency of bleeding episodes in adults and children, ages newborn and older, 
with hemophilia A with or without factor VIII inhibitors.

What is the most important information I should know about HEMLIBRA?

HEMLIBRA increases the potential for your blood to clot. Carefully follow your 
healthcare provider’s instructions regarding when to use an on-demand 
bypassing agent or factor VIII, and the dose and schedule to use for 
breakthrough bleed treatment. HEMLIBRA may cause serious side effects when 
used with activated prothrombin complex concentrate (aPCC; FEIBA®), including 
thrombotic microangiopathy (TMA), and blood clots (thrombotic events). If 
aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

Please see the HEMLIBRA full Prescribing Information and 
Medication Guide for Important Safety Information, 
including Serious Side Effects.

See how HEMLIBRA is 
different from other 
treatments you may 
have used in the past

Platelet Cell Membrane

FACTOR XFACTOR IXa

HEMLIBRA

HEMLIBRA is a therapeutic antibody

For many years, replacing factor VIII has been a common way to treat hemophilia 

A; those who have FVIII inhibitors are typically treated with bypassing therapy.

HEMLIBRA works differently.

HEMLIBRA is a therapeutic antibody - a molecule created in a 
laboratory that is designed to treat disease.

HEMLIBRA acts like a bridge, bringing activated factor IX and factor X 
together to allow the clotting process to continue without needing to 
replace factor VIII.

HEMLIBRA may cause the following serious side effects when used with aPCC 
(FEIBA®), including:

• Thrombotic microangiopathy (TMA). This is a condition involving blood clots and 
injury to small blood vessels that may cause harm to your kidneys, brain, and other 
organs. Get medical help right away if you have any of the following signs or 
symptoms during or after treatment with HEMLIBRA:
–  confusion –  stomach (abdomen) or back pain 
–  weakness –  nausea or vomiting  
–  swelling of arms and legs –  feeling sick
–  yellowing of skin and eyes –  decreased urination

If aPCC (FEIBA®) is needed, talk to your healthcare provider in case you feel you 
need more than 100 U/kg of aPCC (FEIBA®) total.
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Al vele jaren is het vervangen van factor VIII de gebruikelijke 
manier om hemofilie A te behandelen; zij die FVIII-remmers 
hebben, worden meestal behandeld met bypasstherapie2,3.

HEMLIBRA neemt de functie over van de ontbrekende factor VIII, 
die nodig is voor effectieve bloedstolling HEMLIBRA heeft een 
andere structuur dan factor VIII, en daarom hebben de factor VIII 
remmers geen effect op HEMLIBRA

Verder heeft HEMLIBRA een langere halfwaardetijd van ongeveer 
4 weken waardoor het minder vaak hoeft te worden toegediend. 
HEMLIBRA wordt onderhuids (subcutaan) toegediend.

2 http://www.ahvh.be/nl/informatie/hemofilie-a-en-b/behandelingen/
66-waaruit-bestaat-de-behandeling-van-hemofilie

3 http://www.ahvh.be/fr/informations/hemophilie-a-et-b/complications

HOE WERKT HEMLIBRA?

Het proces dat ons lichaam gebruikt om bloedstolsels te vormen 
is ingewikkeld. Het gaat om vele stappen en elementen die in een 
delicaat evenwicht samenwerken om het mogelijk te maken dat 
bloed gaat stollen. Een van deze stappen omvat een belangrijk 
eiwit genaamd factor VIII.

Zijn taak is om twee andere eiwitten, geactiveerde factor IX en 
factor X, samen te brengen, zodat het stollingsproces kan worden 
voortgezet.

Bij mensen met hemofilie A die een lage of ontbrekende factor 
VIII hebben, gaat het stollingsproces niet door en kan het bloed 
niet goed stollen.

FACTOR VIII

FACTOR VIIIa

FACTOR IXa FACTOR X BLOEDKLONTER

FACTOR IXa FACTOR X

BLOEDKLONTER

Geen
FACTOR VIII

FACTOR IXa FACTOR X

HEMLIBRA
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BIJWERKINGEN

De meest voorkomende bijwerkingen van HEMLIBRA zijn:

• een reactie op de plek waar de injectie is gegeven  
(roodheid, jeuk, pijn)

• hoofdpijn

• gewrichtspijn

• koorts

• spierpijn

• diarree

Voordat u HEMLIBRA gaat gebruiken, is het erg belangrijk dat u 
met uw arts overlegt over het gebruik van “bypassing agents” 
(middelen die helpen bij de bloedstolling maar op een andere 
manier werken dan factor VIII) omdat de behandeling met 
bypassing agents mogelijk aangepast moet worden terwijl u 
HEMLIBRA krijgt.

Dit zijn niet alle mogelijke bijwerkingen van HEMLIBRA. 
Consulteer uw arts voor medisch advies over de bijwerkingen.

Voor volledige informatie over alle mogelijke ongewenste effecten kunt u de bijsluiter 
(informatie voor de gebruiker) raadplegen die beschikbaar is op de website van het Federaal 
Agentschap voor Geneesmiddelen en Gezondheidsproducten (https://www.fagg.be).

LABORESULTATEN

Vertel uw arts dat u HEMLIBRA neemt voordat er 
laboratoriumtests worden gedaan om te bepalen hoe goed 
uw bloed stolt, omdat HEMLIBRA in het bloed sommige 
laboratoriumtests kan verstoren waardoor de uitslagen onjuist 
kunnen zijn.

Uw arts kan deze laboratoriumtests “stollingstests” of 
“remmertests” noemen.
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OVER HEMLIBRA1

 ❱ HEMLIBRA is een therapeutisch antilichaam.

 ❱ HEMLIBRA werkt als een brug, waarbij 
geactiveerde factor IX en factor X worden 
samengebracht om het stollingsproces voort te 
zetten zonder dat factor VIII hoeft te worden 
vervangen.

 ❱ HEMLIBRA creëert of  
verhoogt geen factor VIII-remmers.

 ❱ HEMLIBRA heeft een andere structuur dan factor 
VIII, en daarom hebben de factor VIII remmers geen 
effect op de doeltreffendheid van HEMLIBRA.

 ❱ Aangezien HEMLIBRA niet afgeleid is van 
bloedplasma, bevat het geen bloedvirussen.



14 15

GEBRUIK VAN HEMLIBRA1

HEMLIBRA wordt altijd voorgeschreven als routineprofylaxe. 
Het is van essentieel belang uw profylactisch schema te volgen om 
bloedingen te voorkomen.

TOEDIENING
HEMLIBRA wordt toegediend via een injectie onder de huid   
(subcutaan). Hierdoor komt de medicatie niet direct in de 
bloedbaan terecht en wordt deze geleidelijk aan afgegeven in het 
bloed.

• Uw arts of verpleegkundige zal u laten zien hoe HEMLIBRA 
moet worden geïnjecteerd.

• Als u getraind bent, kunt u zelf of met de hulp van uw 
verzorger dit geneesmiddel thuis toedienen.

LOCATIE

Naast de flacon worden de nodige toedieningsmaterialen u ter 
beschikking gesteld onder de vorm van een toedieningskit. 
Vraag hiernaar bij uw apotheker (CNK 4125928).

Deze bevat de volgende materialen: 

De instructies om te injecteren kan u steeds terugvinden in uw 
HEMLIBRA Injectiegids en op www.hemcoach.be.

Het is aanbevolen om een dagboek bij te houden waarin u uw 
injecties & injectieplaatsen aangeeft. Deze info kan u vervolgens 
steeds delen met uw zorgverlener.

Hiervoor wordt u een HEMLIBRA logbook, HemTrack, ter 
beschikking gesteld.

Vraag hiernaar bij uw zorgverlener. dij

bovenarm

enkel door zorgverlener

buik

Injectiespuit

Injectienaald

Opzuignaald
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OPLAADDOSIS
week 1 tot 4

Startdatum:
     /       /

Mijn dosis:
mg

30 mg/1 ml
 (30 mg/ml)

60 mg/0,4 ml
(150 mg/ml)

105 mg/0,7ml
(150 mg/ml)

150 mg/1 ml
(150 mg/ml)

aantal flacons

Totaal volume
ml

milliliter per flacon

ONDERHOUDSDOSIS
week 5+

Startdatum:
     /       /

Mijn dosis:
mg

30 mg/1 ml
 (30 mg/ml)

60 mg/0,4 ml
(150 mg/ml)

105 mg/0,7ml
(150 mg/ml)

150 mg/1 ml
(150 mg/ml)

aantal flacons

Totaal volume
ml

milliliter per flacon

DOSERING
HEMLIBRA bestaat in vier cerschillende flaconsterktes: 30 mg, 
60 mg, 105 mg en 150 mg. De sterkte en concentratie zijn op het 
etiket van de doos en de flacon gedrukt.

De dosis van HEMLIBRA hangt af van uw gewicht. Uw arts zal de 
hoeveelheid (in mg) berekenen en de bijbehorende hoeveelheid 
HEMLIBRA-oplossing (in ml) die geïnjecteerd moet worden bepalen.
Gedurende de eerste 4 weken moet u een oplaaddosering 
injecteren. Vanaf week vijf start uw onderhoudsdosis, hierna 
verandert uw schema niet meer. 

Oplaaddosering Week 1 tot 4: 
De dosis is 3 milligram voor elke kilo die u 
weegt, eenmaal per week geïnjecteerd. 

Onderhoudsdosering Week 5 en daarna:
• 1,5 milligram voor elke kilo die u  

weegt, eenmaal per week geïnjecteerd,
• of 3 milligram voor elke kilo die u 

weegt, elke 2 weken geïnjecteerd,
• of 6 milligram voor elke kilo die u 

weegt, elke 4 weken geïnjecteerd.

De beslissing om de onderhoudsdosering van 1,5 milligram 
eenmaal per week, 3 milligram elke 2 weken of 6 milligram elke 4 
weken toe te passen moet genomen worden in overleg met uw 
arts en, waar van toepassing, met uw verzorger. 
 mg = milligram ; ml = milliliter

Bij het samenstellen van het totale te injecteren volume mogen de 
verschillende concentraties HEMLIBRA (30 mg/ml en 150 mg/ml)  
niet in één injectiespuit worden gecombineerd.

• De hoeveelheid HEMLIBRA-oplossing die bij elke injectie wordt 
toegediend mag niet meer dan 2 ml zijn.

• HEMLIBRA wordt geleverd als een gebruiksklare oplossing in 
een injectieflacon voor eenmalig gebruik. De oplossing hoeft 
niet verdund te worden

• HEMLIBRA is beschikbaar in  twee verschillende concentraties  
30 mg/ml en 150 mg/ml en vier verschillende flacons:

Meng onder geen enkele omstandigheid verschillende 
concentraties met elkaar in dezelfde spuit indien meerdere 
flacons vereist zijn om de voorschreven dosis te bereiken.

Als HEMLIBRA vanuit de injectieflacon in de injectiespuit is 
overgebracht, moet het middel DIRECT WORDEN GEBRUIKT 
Leg de injectiespuit met oplossing niet in de koelkast. 

!

150 mg/ml30 mg/ml

30 mg/1 ml 60 mg/0,4 ml 105 mg/0,7 ml 150 mg/1 ml

Hemlibra
30mg/ml
Solution d’injection
Emicizumab

30 mg/1 ml

Hemlibra
30mg/ml
Solution d’injection
Emicizumab

60 mg/0,4 ml

Hemlibra
30mg/ml
Solution d’injection
Emicizumab

105 mg/0,7 ml

Hemlibra
30mg/ml
Solution d’injection
Emicizumab

150 mg/1 ml
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BEWARING VAN HEMLIBRA

Buiten het zicht en bereik van 
kinderen houden. 

Bewaren in de koelkast (2°C - 8°C).  
Niet in de vriezer bewaren. 

Bewaren in de oorspronkelijke verpakking ter 
bescherming tegen licht.

HEMLIBRA

Ongeopende injectieflacons die uit de 
koelkast zijn gehaald, kunnen tot 7 dagen bij 
kamertemperatuur (onder de 30°C) worden 
bewaard. 

Na het bewaren bij kamertemperatuur mogen 
ongeopende injectieflacons in de koelkast 
worden teruggezet. 

De totale bewaartijd van het geneesmiddel bij 
kamertemperatuur mag niet langer zijn dan 7 
dagen. 

Gooi injectieflacons die langer dan 7 dagen 
bij kamertemperatuur zijn bewaard of die aan 
temperaturen boven de 30°C zijn blootgesteld, 
weg.

Indien u bijkomende vragen hebt betreft de bewaring,  
aarzel niet om contact op te nemen met: brussels.qa@roche.com



n.v. Roche
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