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Description

HyQvia is a dual-vial unit consisting of one vial of human normal immune globulin
(Immunoglobulin, 10% or IG, 10%) and one vial of recombinant human hyaluronidase
The components of this product are latex free

Special Approvals /
Authorizations

Approval for the product must be obtained by consult with either an attending immunologist,
neurologist or hematologist

Classification

Special Populations:

Pregnant women: The safety of subcutaneous IgG for use in human pregnancy has not
been established in controlled clinical trials; subcutaneous IgG should be given to pregnant
women only if clearly needed

Nursing women: It is unknown if HyQvia is excreted in human milk. There are limited
safety data available on the use of HyQvia in breast feeding. Precautions should be
exercised because immunoglobulins can be excreted in human milk. Physicians should
balance the potential risks and only prescribe HyQuvia if clearly needed.

Pediatrics: Health Canada has not authorized an indication for pediatric use

Geriatrics: Monitor patients who are at an increased risk for developing renal failure or
thrombotic events. Do not exceed recommended dose and infuse at the minimum infusion
rate practicable.

Indications

Treatment of patients with Primary Immune Deficiency (PID) and Secondary Immune
Deficiency (SID) who require immune globulin replacement therapy

Contraindications

HyQuvia is contraindicated in:

Patients with a history of anaphylactic or severe systemic reactions to immunoglobulin G
(IgG) or IgA deficient patients with antibodies to IgA

Patients with known hypersensitivity to hyaluronidase including recombinant human
hyaluronidase (rHUPH20) of HyQvia

Patients who are hypersensitive to this drug or to any of the ingredients in the formulation
including non-medicinal ingredients or component of the containers

SERIOUS WARNINGS AND PRECAUTIONS:

Thrombosis may occur with immunoglobulin products including HyQvia. Thrombotic and
thromboembolic events including myocardial infarction, stroke, pulmonary embolism and
deep vein thrombosis have been reported.

Risk factors for thromboembolic events include: obesity, advanced age, hypertension,
diabetes mellitus, history of vascular disease or thrombotic episodes, acquired or inherited
thrombophilia disorders, prolonged periods of immobilization, severe hypovolemia,
hypercoagulable conditions, use of estrogens, indwelling central venous catheters and
cardiovascular risk factors. NOTE: Thrombosis may occur even in the absence of known risk
factors.

Treating physician should discuss the risks and benefits of this product with the patient. For
patients at risk of thrombosis, administer HyQvia at the minimum dose and infusion rate
practicable. Ensure adequate hydration in patients before administration. Monitor for signs
and symptoms of thrombosis and assess blood viscosity in patients at risk of hyperviscosity.

Supplied

and

Normal Immunoglobulin (Human) 10% 2.5g/25mL, 5g/50mL, 10g/100mL, 20g/200mL,
30g9/300mL

Recombinant Human Hyaluronidase 200 Units/1.25mL, 400 Units/2.5mL, 800 Units/5mL,
1600 Units/10mL and 2400 Units/15mL
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Dosage Patients naive to immunoglobulin treatment:

Administer HyQvia gradually from a weekly equivalent dose to a 3- or 4-week interval at 300 to
800mg/kg. Adjust dosage and treatment interval as necessary based on serum IgG trough levels
and infection rates.

Patients previously treated with intravenous immunoglobulin:

For patients switching directly from intravenous (V) administration of immunoglobulin, or who
have a previous intravenous dose of immunoglobulin that can be referenced, HyQvia should be
administered at the same dose and frequency as their previous IVIG treatment. When switching
from IV treatment, begin HyQvia 1 to 2 weeks after the last IV dose. If patients were previously
on a 3-week dosing regimen, increasing the interval to 4 weeks can be accomplished by
administering the same weekly equivalents.

Patients previously treated with immunoglobulin administered subcutaneously:

The initial dose of HyQvia is the same as for subcutaneous treatment, but may be adjusted to 3-
or 4- week interval based on the weekly equivalents. The first infusion of HyQvia should be given
one week after the last treatment with the previous immunoglobulin.

Patients at risk for measles exposure:
If a patient has been exposed to measles, please refer to the National Advisory Committee on
Immunization (NACI) recommendations for measles post exposure prophylaxis.

For patients with renal dysfunction or failure:
Lower the dose and the rate of HyQvia infusion.
HyQvia monograph: WARNINGS AND PRECAUTIONS

For patients with hepatic impairment:
HyQvia has not been evaluated in patients with hepatic impairment.

Reconstitution /

Reconstitution:

Stability e Do not shake
¢ HyQvia should be brought to room temperature before use; do not use heating devices
including microwaves
e The use of a vented vial access device to remove rHUPH20 is not recommended
¢ Do not use if particulate matter and/or discoloration is observed
Stability:
e HyQvia must be used within 3 months after removal to room temperature
Storage Store in a refrigerator 2C to 8C

Do not return HyQvia to the refrigerator after it has been stored at room temperature
Do not freeze
Keep vials in the outer carton in order to protect from light

Compatibilities /
Incompatibilities

¢ Should not be mixed with other products

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

¢ Infusion site leakage can occur during or after subcutaneous administration of
immunoglobulin including HyQvia. Consider using longer needles (14 or 12mm rather than
9mm) and/or more than one infusion site.

e Visually inspect both components of HyQvia for discolouration and particulate matter prior to
administration

e Allow refrigerated product to come to room temperature before use; do not use heating
devices including microwaves
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e Do not shake
¢ Do not mix the two components of HyQvia

The rHUPH20 may be manually infused or infused by a pump. A 24-gauge needle may be
required to allow patients to infuse at flow rates of 300mL/hr./infusion site. However, needles
with smaller diameters may be used if slower flow rates are acceptable. For the 1.25mL size vial
of rHUPH20 us an 18-22-gauge needle to withdraw the contents of the vial; for all other vial
sizes, a needle or needle-less device may be used to withdraw the contents of the vial.

The full dose of rHUPH20 solution is infused at a rate of 1 to 2mL/minute per infusion site or as
tolerated.

Infuse the dose of IG, 10% through the same subcutaneous needle set within approximately 10
minutes of rHUPH20 administration. The 1G, 10% component should be infused using a pump.

See Table 1

Patients with a body weight of 40kg or above:

IG, 10% should be infused at an initial rate of 10mL/hour/infusion site up to 600mL per site. If
well tolerated, the rate of the administration may be increased at intervals of at least 10 minutes
to a maximum rate of 240mL/hour/infusion site for the initial one or two infusions. For
subsequent infusions, the rate can be adjusted to a maximum of 300mL/hour/infusion site.

Patients with a body weight under 40kg:

IG, 10% should be infused at an initial rate of 5ml/hour/infusion site up to 300mL per site. If well
tolerated, the rate of the administration may be increased at intervals of at least 10 minutes to a
maximum of 80mL/hour/infusion site for the initial one or two infusions. For subsequent
infusions the rate can be adjusted to a maximum of 160mL/hour/infusion site.

Selection of Infusion Sites
The suggested site(s) for the infusion of HyQvia are the upper abdomen and thighs. Avoid bony
prominences or areas scarred, inflamed or infected.

e If two sites are used, the two infusion sites should be on contralateral sides of the body;
administer half the total volume of two components of HyQvia in each site

Monitoring

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

e Patients should be monitored for 30 minutes post infusion for any signs and symptoms of a
reaction

e Outpatients: patients should remain in clinic or onsite during these 30 minutes

Adverse Events

Refer to Manitoba Transfusion Best Practice Resource Guideline 7 - Transfusion Reaction -
Identification, Management and Reporting

For further detailed warnings and precautions please see product monograph (link found at the
bottom of this document).
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Additional Notes

HyQvia may reduce the effect of some vaccinations such as measles, rubella, mumps and
chicken pox. Ensure the healthcare provider is aware patient is taking HyQvia prior to receiving

any vaccine.
Table 1
Subjects < 40 kgs Subjects > 40 kgs
First 2 infusions Subsequent 2-3 First 2 infusions Subsequent 2-3
Interval / infusions infusions
minutes (mL/hour/infusion | (mL/hour/infusion | (mL/hour/infusion | (mL/hour/infusion
site) site) site) site)
10 minutes 5 10 10 10
10 minutes 10 20 30 30
10 minutes 20 40 60 120
10 minutes 40 80 120 240
Remainder of 80 160 240 300
infusion

Resources

HyQvia product monograph 14 January 2022
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