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HEMLIBRA ONCE WEEKLY (QW) (pooled HAVEN 1, 2, 3; n=274) 

HEMLIBRA ONCE EVERY 2 WEEKS (Q2W) (HAVEN 3; n=49)

HEMLIBRA ONCE EVERY 4 WEEKS (Q4W) (HAVEN 4; n=41)

SELECTING APPROPRIATE 
COAGULATION TESTS 
WHILE USING HEMLIBRA
HEMLIBRA interferes with certain laboratory assays

Please see HEMLIBRA full Prescribing Information for 
additional Important Safety Information, including Boxed 
WARNING, throughout this brochure.

Indication
HEMLIBRA is indicated for routine prophylaxis to prevent or reduce the frequency of bleeding  
episodes in adults and pediatric patients ages newborn and older with hemophilia A with or without 
factor VIII inhibitors.

Select Important Safety Information
Boxed WARNING: THROMBOTIC MICROANGIOPATHY and THROMBOEMBOLISM 
Cases of thrombotic microangiopathy and thrombotic events were reported when on average a 
cumulative amount of >100 U/kg/24 hours of activated prothrombin complex concentrate (aPCC) 
was administered for 24 hours or more to patients receiving HEMLIBRA prophylaxis. Monitor for 
the development of thrombotic microangiopathy and thrombotic events if aPCC is administered. 
Discontinue aPCC and suspend dosing of HEMLIBRA if symptoms occur.  

Warnings and Precautions  
Thrombotic Microangiopathy (TMA) and Thromboembolism Associated With HEMLIBRA and aPCC
In clinical trials, TMA was reported in 0.8% of patients (3/391) and thrombotic events were reported 
in 0.5% of patients (2/391). In patients who received at least one dose of aPCC, TMA was reported in 
8.1% of patients (3/37) and thrombotic events were reported in 5.4% of patients (2/37). Patients with 
TMA presented with thrombocytopenia, microangiopathic hemolytic anemia, and acute kidney injury, 
without severe deficiencies in ADAMTS13.

Consider the benefits and risks if aPCC must be used in a patient receiving HEMLIBRA prophylaxis. 
Monitor for the development of TMA and/or thromboembolism when administering aPCC. 
Immediately discontinue aPCC and interrupt HEMLIBRA prophylaxis if clinical symptoms, imaging, 
or laboratory findings consistent with TMA and/or thromboembolism occur, and manage as clinically 
indicated. Consider the benefits and risks of resuming HEMLIBRA prophylaxis following complete 
resolution of TMA and/or thrombotic events on a case-by-case basis.
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HEMLIBRA has a half-life of 4 weeks

With the sustained therapeutic drug levels of HEMLIBRA, 
you can treat without routine monitoring

Reference: 1. Data on file. Genentech, Inc. 

Sustained mean (±SD) trough plasma concentrations of HEMLIBRA at steady-state were 51.2±15.2 μg/mL, 46.9±14.8 μg/mL, and  
38.5±14.2 μg/mL with the recommended maintenance dosing of 1.5 mg/kg QW, 3 mg/kg Q2W, and 6 mg/kg Q4W, respectively.

•  Steady-state drug concentrations were achieved after the 4 QW loading doses and sustained with 
QW, Q2W, and Q4W maintenance doses 

•  The steady-state plasma trough concentrations of HEMLIBRA were comparable in adult and pediatric 
patients older than 6 months at equivalent weight-based doses 
–  Lower concentrations of HEMLIBRA were predicted in pediatric patients less than 6 months old

SD=standard deviation. 

Select Important Safety Information
Pregnancy, Lactation, Females and Males of Reproductive Potential
Women of childbearing potential should use contraception while receiving HEMLIBRA. It is not known whether 
HEMLIBRA can cause fetal harm when administered to a pregnant woman or can affect reproduction capacity. 
HEMLIBRA should be used during pregnancy only if the potential benefit for the mother outweighs the risk 
to the fetus. The developmental and health benefits of breastfeeding should be considered along with the 
mother’s clinical need for HEMLIBRA and any potential adverse effects on the breastfed child from HEMLIBRA 
or from the underlying maternal condition.

Please see HEMLIBRA full Prescribing Information for additional  
Important Safety Information, including Boxed WARNING,  
throughout this brochure.

Measuring HEMLIBRA hemostatic activity

DO NOT USE aPTT and other clotting tests to monitor HEMLIBRA activity. 

•  All clotting-based assays report overestimated HEMLIBRA hemostatic activity

Measuring FVIII activity

Chromogenic FVIII activity tests containing bovine proteins CAN BE USED  
to measure endogenous or infused FVIII activity.*

•  Assays utilizing bovine proteins do not detect HEMLIBRA and cannot be used  
to measure its activity

Measuring FVIII inhibitors

The chromogenic Bethesda assay (CBA) CAN BE USED to measure FVIII inhibitors.

•  While clotting-based Bethesda assays will give a false reading, chromogenic Bethesda 
assays made with bovine proteins can be used to measure FVIII inhibitors

Selecting appropriate coagulation tests 
while using HEMLIBRA

Your local or other selected laboratory can tell you if chromogenic assays  
manufactured with bovine proteins are available

Select Important Safety Information
Most Common Adverse Reactions
The most common adverse reactions (incidence ≥10%) are injection site reactions, headache, and arthralgia.

Characterization of aPCC Treatment in Pooled Clinical Trials
There were 130 instances of aPCC treatment in 37 patients, of which 13 instances (10%) consisted of on 
average a cumulative amount of >100 U/kg/24 hours of aPCC for 24 hours or more; 2 of the 13 were 
associated with thrombotic events and 3 of the 13 were associated with TMA. No TMA or thrombotic events 
were associated with the remaining instances of aPCC treatment.

Injection Site Reactions
In total, 85 patients (22%) reported injection site reactions (ISRs). All ISRs observed in HEMLIBRA clinical trials 
were reported as mild to moderate intensity and 93% resolved without treatment. The commonly reported ISR 
symptoms were injection site erythema (11%), injection site pruritus (4%), and injection site pain (4%).

Other Less Common (<1%) Reactions
Rhabdomyolysis was reported in 2 adult patients with asymptomatic elevations in serum creatine kinase 
without associated renal or musculoskeletal symptoms. In both instances, the event occurred following an 
increase in physical activity.

Drug Interactions
Clinical experience suggests that a drug interaction exists with HEMLIBRA and aPCC. 

*  Chromogenic FVIII activity tests may be manufactured with either human or bovine coagulation proteins. 

Please see HEMLIBRA full Prescribing Information for additional Important Safety Information, including  
Boxed WARNING, throughout this brochure.



ATTENTION EMERGENCY MEDICAL PERSONNEL

The person carrying this card has hemophilia A with or 
without factor VIII (FVIII) inhibitors and is taking 
HEMLIBRA® (emicizumab-kxwh).

Thrombotic microangiopathy (TMA) and thrombotic 
events have been observed when patients on HEMLIBRA 
prophylaxis received on average a cumulative amount of 
>100 U/kg/24 hours of aPCC (FEIBA®) for 24 hours or more. 
Monitor for the development of TMA and thrombotic 
events if aPCC is administered. Discontinue aPCC and 
suspend dosing of HEMLIBRA if symptoms occur.

EMERGENCY CONTACT 
(HEALTHCARE PROVIDER): ____________________________________

ATTENTION EMERGENCY MEDICAL PERSONNEL

Do NOT use clotting-based lab tests, such as activated 
clotting time (ACT), activated partial thromboplastin 
time (aPTT), or aPTT-based assays to: 

• Monitor HEMLIBRA activity

• Determine dosing for factor replacement 
or anti-coagulation

• Measure FVIII inhibitor titers

© 2018 Genentech USA, Inc. All rights reserved. EMI/090517/0109c(2)a

ATENCIÓN PERSONAL MÉDICO DE EMERGENCIA 

La persona portadora de esta tarjeta tiene hemofilia A 
con o sin inhibidores del factor VIII (FVIII) y utiliza 
HEMLIBRA® (emicizumab-kxwh).

Se han observado microangiopatía trombótica (MAT) y 
eventos trombóticos cuando los pacientes que reciben 
profilaxis con HEMLIBRA recibieron, en promedio, una 
cantidad acumulada de >100 U/kg/24 horas de aPCC 
(FEIBA®) durante 24 horas o más. Supervise el desarrollo 
de MAT y eventos trombóticos si se administra aPCC. 
Interrumpa la administración de aPCC y suspenda la 
dosificación de HEMLIBRA si se presentan síntomas.

CONTACTO DE EMERGENCIA
(PROVEEDOR DE ATENCIÓN MÉDICA): 
______________________________________________________________

ATENCIÓN PERSONAL MÉDICO DE EMERGENCIA 

Consulte la Información de prescripción y la Guía del 
medicamento en su totalidad para obtener información 
importante de seguridad. 

Es posible que HEMLIBRA interfiera en las pruebas de 
coagulación de laboratorio.

ATENCIÓN PERSONAL MÉDICO DE EMERGENCIA 

NO utilice pruebas de coagulación de laboratorio, como 
el tiempo de coagulación activado (ACT), el tiempo 
de tromboplastina parcial activado (aPTT) o ensayos 
basados en el aPTT para:

• Supervisar la actividad de HEMLIBRA 

• Determinar la dosificación para la terapia de 
reemplazo de factor o de anticoagulación

• Medir los valores de los inhibidores del factor VIII

ATTENTION EMERGENCY MEDICAL PERSONNEL

Please see full Prescribing Information and Medication 
Guide for Important Safety Information.

HEMLIBRA may interfere with laboratory 
coagulation tests. 

FRONT BACK

Select Important Safety Information
Warnings and Precautions: Laboratory Coagulation Test Interference 
HEMLIBRA affects intrinsic pathway clotting-based laboratory tests, including activated clotting time (ACT); activated 
partial thromboplastin time (aPTT); and all assays based on aPTT, such as one-stage, factor VIII (FVIII) activity. 
Therefore, intrinsic pathway clotting-based coagulation laboratory test results in patients who have been treated with 
HEMLIBRA prophylaxis should not be used to monitor HEMLIBRA activity, determine dosing for factor replacement or 
anti-coagulation, or measure FVIII inhibitor titers.

Results affected by HEMLIBRA: aPTT; Bethesda assays (clotting-based) for FVIII inhibitor titers; one-stage, aPTT-based 
single-factor assays; aPTT-based Activated Protein C Resistance (APC-R); ACT.

HEMLIBRA interferes with certain laboratory assays

Some currently available tests were not designed for use with HEMLIBRA

• Activated partial thromboplastin time (aPTT)

• One-stage, aPTT-based, single-factor assays (ie, FVIII activity)

• Bethesda assays (clotting-based) for FVIII inhibitor titers

• aPTT-based Activated Protein C Resistance (APC-R)

• Activated clotting time (ACT)

Coagulation test results affected by HEMLIBRA

In patients taking HEMLIBRA, these 
clotting-based tests provide false 
readings and should not be used to 
make clinical treatment decisions 

In the pivotal studies, HEMLIBRA clinical outcomes were achieved without the use of assays  
to inform treatment decisions or make dose adjustments

EXPLAIN that HEMLIBRA interferes with some 
laboratory tests

ENCOURAGE them to update emergency medical 
information

DISCUSS advising other healthcare providers about  
the possibility of false readings prior to blood tests or 
medical procedures

Talk to patients and caregivers about selecting laboratory tests with HEMLIBRA

Emergency cards are available for 
your patients and caregivers to share 
with emergency department staff 

FVIII=factor FVIII. 

Please see HEMLIBRA full Prescribing Information for additional Important Safety Information,  
including Boxed WARNING, throughout this brochure.
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SELECTING APPROPRIATE 
COAGULATION TESTS 
WHILE USING HEMLIBRA
HEMLIBRA interferes with certain laboratory assays

Please see HEMLIBRA full Prescribing Information for 
additional Important Safety Information, including Boxed 
WARNING, throughout this brochure.

Indication
HEMLIBRA is indicated for routine prophylaxis to prevent or reduce the frequency of bleeding  
episodes in adults and pediatric patients ages newborn and older with hemophilia A with or without 
factor VIII inhibitors.

Select Important Safety Information
Boxed WARNING: THROMBOTIC MICROANGIOPATHY and THROMBOEMBOLISM 
Cases of thrombotic microangiopathy and thrombotic events were reported when on average a 
cumulative amount of >100 U/kg/24 hours of activated prothrombin complex concentrate (aPCC) 
was administered for 24 hours or more to patients receiving HEMLIBRA prophylaxis. Monitor for 
the development of thrombotic microangiopathy and thrombotic events if aPCC is administered. 
Discontinue aPCC and suspend dosing of HEMLIBRA if symptoms occur.  

Warnings and Precautions  
Thrombotic Microangiopathy (TMA) and Thromboembolism Associated With HEMLIBRA and aPCC
In clinical trials, TMA was reported in 0.8% of patients (3/391) and thrombotic events were reported 
in 0.5% of patients (2/391). In patients who received at least one dose of aPCC, TMA was reported in 
8.1% of patients (3/37) and thrombotic events were reported in 5.4% of patients (2/37). Patients with 
TMA presented with thrombocytopenia, microangiopathic hemolytic anemia, and acute kidney injury, 
without severe deficiencies in ADAMTS13.

Consider the benefits and risks if aPCC must be used in a patient receiving HEMLIBRA prophylaxis. 
Monitor for the development of TMA and/or thromboembolism when administering aPCC. 
Immediately discontinue aPCC and interrupt HEMLIBRA prophylaxis if clinical symptoms, imaging, 
or laboratory findings consistent with TMA and/or thromboembolism occur, and manage as clinically 
indicated. Consider the benefits and risks of resuming HEMLIBRA prophylaxis following complete 
resolution of TMA and/or thrombotic events on a case-by-case basis.
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HEMLIBRA has a half-life of 4 weeks

With the sustained therapeutic drug levels of HEMLIBRA, 
you can treat without routine monitoring

Reference: 1. Data on file. Genentech, Inc. 

Sustained mean (±SD) trough plasma concentrations of HEMLIBRA at steady-state were 51.2±15.2 μg/mL, 46.9±14.8 μg/mL, and  
38.5±14.2 μg/mL with the recommended maintenance dosing of 1.5 mg/kg QW, 3 mg/kg Q2W, and 6 mg/kg Q4W, respectively.

•  Steady-state drug concentrations were achieved after the 4 QW loading doses and sustained with 
QW, Q2W, and Q4W maintenance doses 

•  The steady-state plasma trough concentrations of HEMLIBRA were comparable in adult and pediatric 
patients older than 6 months at equivalent weight-based doses 
–  Lower concentrations of HEMLIBRA were predicted in pediatric patients less than 6 months old

SD=standard deviation. 

Select Important Safety Information
Pregnancy, Lactation, Females and Males of Reproductive Potential
Women of childbearing potential should use contraception while receiving HEMLIBRA. It is not known whether 
HEMLIBRA can cause fetal harm when administered to a pregnant woman or can affect reproduction capacity. 
HEMLIBRA should be used during pregnancy only if the potential benefit for the mother outweighs the risk 
to the fetus. The developmental and health benefits of breastfeeding should be considered along with the 
mother’s clinical need for HEMLIBRA and any potential adverse effects on the breastfed child from HEMLIBRA 
or from the underlying maternal condition.

Please see HEMLIBRA full Prescribing Information for additional  
Important Safety Information, including Boxed WARNING,  
throughout this brochure.

Measuring HEMLIBRA hemostatic activity

DO NOT USE aPTT and other clotting tests to monitor HEMLIBRA activity. 

•  All clotting-based assays report overestimated HEMLIBRA hemostatic activity

Measuring FVIII activity

Chromogenic FVIII activity tests containing bovine proteins CAN BE USED  
to measure endogenous or infused FVIII activity.*

•  Assays utilizing bovine proteins do not detect HEMLIBRA and cannot be used  
to measure its activity

Measuring FVIII inhibitors

The chromogenic Bethesda assay (CBA) CAN BE USED to measure FVIII inhibitors.

•  While clotting-based Bethesda assays will give a false reading, chromogenic Bethesda 
assays made with bovine proteins can be used to measure FVIII inhibitors

Selecting appropriate coagulation tests 
while using HEMLIBRA

Your local or other selected laboratory can tell you if chromogenic assays  
manufactured with bovine proteins are available

Select Important Safety Information
Most Common Adverse Reactions
The most common adverse reactions (incidence ≥10%) are injection site reactions, headache, and arthralgia.

Characterization of aPCC Treatment in Pooled Clinical Trials
There were 130 instances of aPCC treatment in 37 patients, of which 13 instances (10%) consisted of on 
average a cumulative amount of >100 U/kg/24 hours of aPCC for 24 hours or more; 2 of the 13 were 
associated with thrombotic events and 3 of the 13 were associated with TMA. No TMA or thrombotic events 
were associated with the remaining instances of aPCC treatment.

Injection Site Reactions
In total, 85 patients (22%) reported injection site reactions (ISRs). All ISRs observed in HEMLIBRA clinical trials 
were reported as mild to moderate intensity and 93% resolved without treatment. The commonly reported ISR 
symptoms were injection site erythema (11%), injection site pruritus (4%), and injection site pain (4%).

Other Less Common (<1%) Reactions
Rhabdomyolysis was reported in 2 adult patients with asymptomatic elevations in serum creatine kinase 
without associated renal or musculoskeletal symptoms. In both instances, the event occurred following an 
increase in physical activity.

Drug Interactions
Clinical experience suggests that a drug interaction exists with HEMLIBRA and aPCC. 

*  Chromogenic FVIII activity tests may be manufactured with either human or bovine coagulation proteins. 

Please see HEMLIBRA full Prescribing Information for additional Important Safety Information, including  
Boxed WARNING, throughout this brochure.
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Cases of thrombotic microangiopathy and thrombotic events were reported when on average a 
cumulative amount of >100 U/kg/24 hours of activated prothrombin complex concentrate (aPCC) 
was administered for 24 hours or more to patients receiving HEMLIBRA prophylaxis. Monitor for 
the development of thrombotic microangiopathy and thrombotic events if aPCC is administered. 
Discontinue aPCC and suspend dosing of HEMLIBRA if symptoms occur.  

Warnings and Precautions  
Thrombotic Microangiopathy (TMA) and Thromboembolism Associated With HEMLIBRA and aPCC
In clinical trials, TMA was reported in 0.8% of patients (3/391) and thrombotic events were reported 
in 0.5% of patients (2/391). In patients who received at least one dose of aPCC, TMA was reported in 
8.1% of patients (3/37) and thrombotic events were reported in 5.4% of patients (2/37). Patients with 
TMA presented with thrombocytopenia, microangiopathic hemolytic anemia, and acute kidney injury, 
without severe deficiencies in ADAMTS13.

Consider the benefits and risks if aPCC must be used in a patient receiving HEMLIBRA prophylaxis. 
Monitor for the development of TMA and/or thromboembolism when administering aPCC. 
Immediately discontinue aPCC and interrupt HEMLIBRA prophylaxis if clinical symptoms, imaging, 
or laboratory findings consistent with TMA and/or thromboembolism occur, and manage as clinically 
indicated. Consider the benefits and risks of resuming HEMLIBRA prophylaxis following complete 
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HEMLIBRA has a half-life of 4 weeks

With the sustained therapeutic drug levels of HEMLIBRA, 
you can treat without routine monitoring

Reference: 1. Data on file. Genentech, Inc. 

Sustained mean (±SD) trough plasma concentrations of HEMLIBRA at steady-state were 51.2±15.2 μg/mL, 46.9±14.8 μg/mL, and  
38.5±14.2 μg/mL with the recommended maintenance dosing of 1.5 mg/kg QW, 3 mg/kg Q2W, and 6 mg/kg Q4W, respectively.

•  Steady-state drug concentrations were achieved after the 4 QW loading doses and sustained with 
QW, Q2W, and Q4W maintenance doses 
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patients older than 6 months at equivalent weight-based doses 
–  Lower concentrations of HEMLIBRA were predicted in pediatric patients less than 6 months old
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HEMLIBRA should be used during pregnancy only if the potential benefit for the mother outweighs the risk 
to the fetus. The developmental and health benefits of breastfeeding should be considered along with the 
mother’s clinical need for HEMLIBRA and any potential adverse effects on the breastfed child from HEMLIBRA 
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to measure its activity

Measuring FVIII inhibitors

The chromogenic Bethesda assay (CBA) CAN BE USED to measure FVIII inhibitors.

•  While clotting-based Bethesda assays will give a false reading, chromogenic Bethesda 
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manufactured with bovine proteins are available
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associated with thrombotic events and 3 of the 13 were associated with TMA. No TMA or thrombotic events 
were associated with the remaining instances of aPCC treatment.
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In total, 85 patients (22%) reported injection site reactions (ISRs). All ISRs observed in HEMLIBRA clinical trials 
were reported as mild to moderate intensity and 93% resolved without treatment. The commonly reported ISR 
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