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Other Names

e Human von Willebrand factor and human coagulation factor VI

Description

e A plasma-derived, stable, highly purified concentrate of freeze-dried active human von
Willebrand factor (VWF) and coagulation factor VIII (FVIII)

e Prepared from cryoprecipitate

e The determination of the VWF potency is carried out by determination of the Ristocetin
Cofactor potency (VWF:RiCof) by using the current “International standard for von
Willebrand Factor Concentrate”

e The potency of the FVIIl is determined by using the current “International Standard for
Human Coagulation Factor VIl Concentrate”

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 Wilate may continue to do so with the written
order of a hematologist or designate

Classification

Special Populations:

e Geriatrics (greater than 65 years of age): No information available.

e Pregnant and nursing women: Animal reproduction studies have not been conducted.
Wilate should be used during pregnancy only if clearly indicated.

o Pediatrics (<18 years of age): There is insufficient data to recommend the use of
Wilate in children below 12 years of age and in previously untreated patients with
hemophilia A. Studies have been conducted in children with vWD which show that there
is no significant difference in the treatment from that recommended for adults.

Indications

e Treatment and prevention of spontaneous and trauma-induced bleeding episodes in all
types of vWD in adult and pediatric patients where use of DDAVP (1-Deamino-8-D-
arginine vasopressin/desmopressin) treatment is ineffective or contraindicated

e Treatment and prophylaxis of bleeding in patients with hemophilia A (congenital or
acquired FVIII deficiency) and for the prevention and treatment of bleeding in minor
surgical procedures

Contraindications

e Contraindicated in individuals who are hypersensitive to this drug or to any ingredient in
the formulation or component of the container

WARNINGS:

e This product is prepared from large pools of human plasma, which may contain the
causative agents of hepatitis and other viral diseases. The physician should discuss the
risks and benefits of this product with the patient before prescribing or administering to
the patient.

Supplied

Vial size is 500 and 1000 international units/vial

Dosage

Note: Dosing in von Willebrand disease is calculated as RiCof units and in Hemophilia A
is calculated as FVIII

Recommended dose and dose adjustment in von Willebrand disease:
Patient response and lab monitoring guide dosing

¢ Mild/Moderate Hemorrhage: 20-40 vWF/RiCof units/kg/dose
Major/Life-Threatening Hemorrhage: 40-60 vVWF/RiCof units/kg/dose
Minor Surgery: 30-60 vVWF/RiCof units/kg/dose
Major Surgery: 40-60 vWF/RisCof/kg/dose
Prophylaxis: 20-30 vVWF/RiCof units/kg/dose 1-3 times weekly
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Recommended dose and dose adjustment in Hemophilia A:
Patient response and lab monitoring guide dosing. One unit/kg usually raises FVIII level
by 1.5-2% of normal activity:

e Mild/Moderate Hemorrhage: 10-20 units/kg

e Major/Life Threatening Hemorrhage: 30-50 units/kg

e  Minor Surgery: 15-30 units/kg

e Major Surgery: 40-50 units/kg

e Prophylaxis: 20 units/kg at 2 to 3 day intervals

Reconstitution / Reconstitution:
Stability 1. Warm the Wilate powder and solvent vials up to room temperature.

2. Remove the flip caps from both the Wilate and solvent vials and clean the rubber
stoppers with an alcohol swab.

3. Peel away the lid of the outer package of the Mix2Vial transfer set. Place the solvent vial
on an even surface and hold the vial firmly. Take the Mix2Vial together with its outer
package and invert it over the solvent vial. Push the blue plastic cannula of the Mix2Vial
firmly through the rubber stopper of the solvent vial (Fig.1). While holding onto the
solvent vial, carefully remove the outer package from the Mix2Vial being careful to leave
the Mix2Vial attached firmly to the solvent vial (Fig. 2).

4. With the Wilate vial held firmly on an even surface, quickly invert the solvent vial (with
the Mix2Vial attached) and push the transparent plastic cannula end of the Mix2Vial
firmly through the stopper of the Wilate vial (Fig. 3). The diluent will be drawn into the
Wilate vial by vacuum.

5. With both vials still attached, slowly (careful not to introduce bubbles) swirl the Wilate
vial to ensure the product is fully dissolved, giving a clear or slightly opalescent,
colourless or slightly yellow solution. Once the contents of the Wilate vial are dissolved,
firmly hold both the transparent and blue parts of the Mix2Vial. Unscrew the Mix2Vial
into two separate pieces with the vials still attached (Fig. 4) and discard the empty
solvent vial and the blue part of the Mix2Vial.

6. Attach a plastic sterile syringe to the transparent part of Mix2Vial. Invert the system and
drawn the reconstituted Wilate into the syringe.

7. Once the Wilate solution has been transferred into the syringe, firmly hold the barrel of
the syringe (keeping it facing down) and detach the Mix2Vial from the syringe. Discard
the Mix2Vial (transparent plastic part) and the empty Wilate vial.

8. Attach suitable infusion needle to the syringe or administration set and infuse slowly.

Fig.1 Fig. 2 Fig. 3
Stability:
e Stable at 2-8°C until expiry date indicated on label
e After reconstitution, solution should be used immediately
Storage e May be stored at room temperature up to 25°C for up to six months; do not exceed the

expiration date on the carton
Once product is removed from the refrigerator, it cannot be returned to the refrigerator
Do not freeze

e  Protect from light
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Compatibilities /
Incompatibilities

¢ No other drugs / solutions ( including normal saline) can be co-administered in the same
line
e Compatible to flush IV line with normal saline

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
Maximum Rate:
e Administer at a rate of 2-3 mL per minute.

Monitoring

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

e Determine the pulse rate before and during administration. If there is a significant
increase in pulse rate, reduce the rate of administration or temporarily stop the infusion
allowing the symptoms to disappear.

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 related to potential hypersensitivity
reactions, including headache, pyrexia, pruritus, rash, and abdominal discomfort.

e One subject was withdrawn from study due to an adverse drug reaction of rash.

e There were no reports of any anaphylactic reactions or inhibitor formation in the clinical
trials.

ADVERSE REACTIONS REPORTED:

CARDIOVASCULAR: Thromboembolic events, hypotension, tachycardia

GENERAL DISORDERS: Lethargy, Injection site burning and stinging

NERVOUS SYSTEM DISORDERS: Headache, restlessness

GASTROINTESTINAL DISORDERS: Nausea and vomiting

IMMUNE SYSTEM DISORDERS: Formation of neutralizing antibodies, Fever and chills,
Hypersensitivity or allergic reactions (which may include angioedema, , flushing, hives,
generalized urticaria, tightness of the chest, wheezing, hypotension and anaphylaxis

Additional Notes

None

Resources Wilate Product Monograph — Date of Approval: May 8, 2018
Wilate Product Monograph, Date of Approval: May 8, 2018 - Part Ill: Consumer Information
Reviewed by Dr. Donald Houston

Dr. Emily Rimmer
Dr. Jayson Stoffman
Dr. Sara Israels
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