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Other Names

e Emicizumab injection

Description

e Engineered humanized monoclonal modified immunoglobulin G4 (IgG4) bispecific antibody,
bridging factor IXa and factor X.
e Produced by recombinant DNA technology in Chinese hamster ovary (CHO) cells.

Special Approvals /
Authorizations

e Patients accustomed to self-administering Hemlibra may continue to do so based on the
written order of a hematologist or designate.
e Self-administration is not recommended for children below 7 years of age.

Classification

Special Populations
Pediatrics (less than 18 years of age):
There is no clinical efficacy or safety data in patients less than 1 year of age. Based on the data
submitted and reviewed by Health Canada, the safety and efficacy in pediatric patients has been
established.

Geriatrics (greater than 65 years of age):
Clinical studies did not include sufficient numbers of patients aged 65 and over to determine
whether there are differences in safety or efficacy compared with younger patients.

Pregnant Women:
There are no clinical studies in pregnant women.

Nursing Women:
No studies have been conducted to assess the impact on milk production or its presence in breast
milk.

Indications

Indicated for hemophilia A (congenital factor VIII deficiency) patients with or without factor VIII
inhibitors as routine prophylaxis to prevent bleeding or reduce the frequency of bleeding episodes.

There is limited clinical experience of Hemlibra use in patients with mild or moderate hemophilia A.

Currently, Hemlibra is only available in Canada for hemophilia A patients with inhibitors.

Contraindications

Contraindicated in patients who are hypersensitive to this drug or to any ingredient in the
formulation.

WARNINGS: Concomitant use of aPCC (FEIBA) should be avoided
o The following serious adverse reactions have been 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:
o Thrombotic microangiopathy (TMA)
o Thromboembolism
e Discontinue aPCC at least 24 hours before starting Hemlibra and avoid use of aPCC during
Hemlibra treatment unless no other treatment options/alternatives are available. If aPCC is
indicated, the initial dose should not exceed 50 U/kg.

Supplied

Vial sizes: 30mg/1mL, 60mg/0.4mL, 105mg/0.7mL, and 150mg/1mL
e Vials are for single-use only
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Dosage Recommended dose is 3mg/kg once weekly for the first 4 weeks followed by a maintenance dose

one week after the last loading dose. The maintenance dose should be selected based on physician
and the age and weight of the patient as outlined below:
o For patients 12 years of age or older who weigh 40 kg or more:
o 1.5 mg/kg injected once a week or,
o 3 mg/kg injected once every 2 weeks or,
o 6 mg/kg injected once every 4 weeks.

e For patients less than 12 years of age and any patient who weighs less than 40 kg:
o 1.5 mg/kg injected once a week or
o 3 mg/kg injected once every 2 weeks.

Reconstitution/

Reconstitution: Ready to use solution that does not need to be diluted.

Stability
Hemlibra is a colourless to slightly yellow solution. Discard if particulate matter is visible or the
product is discoloured.
Stability:
e Once removed from the refrigerator, unopened vials can be kept at room temperature (below
30°C) for up to 7 days.
o After storage at room temperature, unopened vials may be returned to the refrigerator.
Cumulative storage time at room temperature should not exceed 7 days.
e Once the injection needle cap has been removed, the medicine in the syringe must be
injected within 5 minutes.
Storage e Store at 2-8°C
¢ Should not be used after the expiry date shown on the pack
o Do not freeze
e Do not shake
e Store in original carton to protect from light
Compatibilities/ None
Incompatibilities
Administration, N/A

Identification

Administration,
Method

Hemlibra is for subcutaneous use only.

1. Before use, allow the vial(s) to warm up to room temperature for about 15 minutes on a
clean flat surface away from direct sunlight. Take the cap off the vial(s).

2. Clean the top of the vial(s) stopper with an alcohol wipe.

= L]

3. Attach transfer needle to syringe: push and twist the transfer needle clockwise on to the
syringe until it is fully attached.

Page 2 of 5




—

s>

Shared health

Document# 160-65-32

Soins communs Hemlibra® Version# 01

Manitoba

Slowly pull back on the plunger and draw air into the syringe that is the same amount for the
prescribed dose.

Uncap transfer needles: Hold the syringe by the barrel with the transfer needle pointing up.
Carefully pull the transfer needle cap straight off and away from your body. Do not throw the
cap away. Place the transfer needle cap down on a clean flat surface. You will need to recap
the transfer needle after transferring the medicine. Do not touch the needle tip or place it on
a surface after the needle cap has been removed.

Inject air into vial: Keep the vial on the flat working surface and insert the transfer needle
and syringe straight down into the center of the vial stopper.

Fa
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Keep the needle in the vial and turn the vial upside down.

8

With the needle pointing upwards, push on the plunger to inject the air. Keep your finger
pressed down on the syringe plunger. Do not inject air into the medicine as this could create
air bubbles in the medicine.

Transfer medicine to syringe: slide the tip of the needle down so that it is within the
medicine. Slowly pull back the plunger to fill the syringe with more than the amount of
medicine needed for your prescribed dose. Be careful not to pull the plunger out of the
syringe.
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10.

11.

12.

13.

14.

15.

Remove air bubbles: keep the needle in the vial and check the syringe for larger air bubbles.
Remove the larger air bubbles by gently tapping the syringe barrel with your fingers. Move
the tip of the needle above the medicine and slowly push the plunger up to push the air
bubbles out. Ensure you have enough medicine in the syringe to complete your dose before
moving onto next step.

Recap transfer needle: remove the syringe and transfer needle form the vial. Using one
hand, slide the transfer needle into the cap and scoop upwards to cover the needle. Once
covered, push the transfer needle cap towards the syringe to fully attach it with one hand to
prevent accidentally sticking yourself with the needle.

AN

Selecting and preparing an injection site: Clean the chosen injection site area using an
alcohol wipe. Let the skin dry for about 10 seconds. Do not touch, fan or blow on the
cleaned area before your injection. Recommended injection sites: abdomen, upper outer
arms and thighs. Should not be administered into areas where the skin is red, bruised,
tender or hard, or areas where there are moles or scars.

Abdomen Upper arm

Thigh /\

Remove transfer needle form the syringe by twisting counter clockwise and gently pulling.
Throw away into a sharps container.

Attach injection needle to syringe: push and twist the injection needle clockwise onto the
syringe until fully attached.

Uncap injection needle: do not touch the needle tip or allow it to touch any surface. After the
injection needle cap has been removed, the medicine in the syringe must be injected with 5
minutes.
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16. Adjust plunger to prescribed dose.

17. Pinch the selected injection site and fully insert the needle at a 45° to 90° angle with a quick,
firm action. Do not hold or push on the plunger while inserting the needle. Hold the position
of the syringe and let go of the pinched injection site.

18. Inject the medicine slowly by gently pushing the plunger all the way down. Remove the
needle and/syringe from the site at the same angle as inserted.
~S

19. Dispose of syringe and needle in a sharps container. Do not recap the injection needle with
the cap.

Monitoring

Vital signs should be monitored pre-administration, on completion of dose and as patient condition
requires.

Adverse Events

e The most serious adverse drug reactions reported were TMA and thrombotic events,
including cavernous sinus thrombosis and superficial vein thrombosis contemporaneous
with skin necrosis.

e Three patients withdrew from treatment due to adverse drug reactions, which were
thrombotic microangiopathy, skin necrosis contemporaneous with superficial
thrombophlebitis and headache.

GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS
Injection site reactions, Pyrexia

NERVOUS SYSTEM DISORDERS

Headache

GASTROINTESTIONAL DISORDERS

Diarrhea

MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS
Arthralgia, Myalgia

Additional Notes

e Alternating the site of injection may help prevent or reduce site reactions
e Batch number of the administered product should be clearly recorded (or stated) in the
patient file.

Resources

Hemlibra® Product Monograph, Date of Revision: June 14, 2019

Reviewed by

Dr. Donald Houston
Dr. Jayson Stoffman
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