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Other Names

¢ Antihemophilic factor VIII

Description

e PEGylated full-length form of Advate (antihemophilic factor VIII)
e Plasma/albumin free
e Produced from Chinese hamster ovary cell line

Special Approvals /
Authorizations

e A qualified transfusionist may administer a dose that provides:
o Up to 200 units greater than the prescribed dose; or
o No more than 100 units less than the prescribed dose without receiving a new
medication order
e Patients accustomed to self-administering factor VIII may continue to do so with the
written order of a hematologist or designate.

Classification

Special Populations:

e Pediatrics (less than 12 years of age): The safety and efficacy in routine prophylaxis
and the treatment of bleeding episodes were studied in 66 patients under the age of 12

e Geriatrics (greater than 65 years of age): Clinical studies did not include subjects age
65 and over

e Pregnant women: Should be used during pregnancy only if the potential benefit justifies
the potential risk. Animal reproduction studies have not been conducted.

e Nursing women: It is not known whether this drug is excreted in human milk

Indications

e For use in Hemophilia A:
o Control and prevention of bleeding episodes
o Perioperative management
o Routine prophylaxis to prevent or reduce the frequency of bleeding episodes

Contraindications

e Contraindicated in patients who have had prior anaphylactic reaction to Adynovate, to
the parent molecule (Advate), mouse or hamster protein or excipients of Adynovate
(Tris, calcium chloride, mannitol, sodium chloride, trehalose, glutathione, histidine, and
or polysorbate 80)

WARNINGS:

e Formation of neutralizing antibodies (inhibitors) to factor VIII can occur. Evaluate
patients regularly for the development of factor VIII inhibitors. Perform an assay that
measures factor VIII inhibitor if the concentration in plasma fails to increase as expected
or if bleeding is not controlled with the expected dose.

Supplied

Lyophilized powder 250, 500, 1000, 2000 and 3000 international units/vial

Dosage

One international unit of Adynovate per kg body weight is expected to increase the circulating
level of factor VIII by 2% (international units/dL):

e Treatment, Minor Hemorrhage: 10-20 international units/kg

e Treatment, Moderate Bleeding: 15-30 international units/kg

e Treatment, Severe (Major) Hemorrhage: 30-50 international units/kg

¢ Routine Prophylaxis: 40-50 international units/kg 2 times per week

Reconstitution /
Stability

Reconstitution:
Adynovate should be reconstituted only with the diluent provided in the package. Use aseptic
technique throughout.

Allow the vials of Adynovate and diluent to reach room temperature before use.
Remove the protective caps from the Adynovate and diluent vial.

Cleanse the rubber stoppers with an alcohol wipe and allow to dry.

Place the vials on a flat surface.

Open the BAXJECT Il Hi-Flow device by pealing away the paper lid without touching the
inside (Figure A). Do not remove the transfer device from the package.

Turn the package over and insert the clear plastic spike through the diluent vial stopper
(Figure B). Grip the package at its edge and pull the package off BAXJECT Il Hi-Flow
(Figure C). Do not remove the blue cap from BAXJECT Il Hi-Flow. Do not touch the
exposed purple plastic spike.

aRwh =

o

Page 1 of 3




)

7

Manitoba

- Sharedhealth Adynovate, Antihemophilic Factor ViiI
Soins communs (Recombinant), PEGylated Version# 03

Document# 160-65-20

7. With the transfer device attached to the solvent vial, pick up the system, flip it over so
that the diluent vial is on top of the device and push the purple plastic spike of BAXJECT
Il Hi-Flow down through the Adynovate vial stopper. The vacuum will draw the diluent
into the Adynovate vial (Figure D).

8. Swirl gently until all the material is dissolved. Ensure that Adynovate is completely
dissolved otherwise active material will not pass through the device filter.

9. Remove the blue cap from BAXJECT Il Hi-Flow. Take the syringe and connect it to
BAXJECT Il Hi-Flow. DO NOT DRAW AIR INTO THE SYRINGE. (Figure E).

10. Invert the system (Adynovate vial on top). Draw the Adynovate solution into the syringe
by pulling the plunger back slowly (Figure F).

11. Disconnect the syringe. Slowly inject the solution. If the patient is to receive more than
one vial of Adynovate, the contents of multiple vials may be drawn into the same
syringe.

Figure A Figure B Figure C

Figure D Figure E Figure F

’
’0’

Stability
e Use within 3 hours of reconstitution.

Storage

Can be stored refrigerated 2 - 8°C in powder form

Do not freeze

May be stored at room temperature not to exceed 30°C for up to 3 months
After storage at room temperature do not return product to the refrigerator
Store vials in their original box and protect from extreme exposure to light

Compatibilities /
Incompatibilities

Should not be mixed with other medicinal products

e Advisable to flush venous access lines with isotonic saline prior to and after infusion of
Adynovate

Administration,
Identification

An independent 2-person check is required for all doses.

Refer to Manitoba Transfusion Best Practice Resource Guideline 3 - Patient Identification in

Blood, Blood Component, and/or Plasma Protein Products

Administration,
Method

Maximum Concentration:
e Not applicable
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Maximum Rate:
¢ Administer Adynovate over a period of less than or equal to 5 minutes (maximum
infusion rate 10 mL per minute)

Monitoring

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

Adverse Events

Refer to Manitoba Transfusion Best Practice Resource Guideline 7 - Transfusion Reaction -
Identification, Management and Reporting
e The most common adverse drug reactions were headache and nausea.

ADVERSE REACTIONS REPORTED:
e NERVOUS SYSTEM DISORDERS: headache
e |IMMUNE SYSTEM DISORDERS: anaphylactic reaction
e VASCULAR DISORDERS: flushing
e GASTROINTESTINAL DISORDERS: nausea, diarrhea

Additional Notes

None

Resources

Adynovate Product Monograph — Date of Revision: November 21, 2018

Reviewed by
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Dr. Emily Rimmer
Dr. Leonard Minuk
Dr. Jayson Stoffman
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