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Other Names

e Hizentra®, Cuvitru

Description

e A sterile, liquid, polyvalent human normal immunoglobulin G (IgG) for subcutaneous
infusion

e Contains at least 98% IgG

e Latex-free (components used in packaging are not made with natural rubber latex)

Hizentra:

e Viral reduction steps include octanoic acid fractionation combined with a filter aid-
assisted depth filtration, virus filtration and inactivation by pH 4 incubation as well as
additional depth filtration

e Contains L-proline (nonmedicinal clinically relevant ingredient)

e IgA content:

o Specification: Less than 0.05g/L
Cuvitru:

e Viral reduction steps include solvent/detergent treatment, 35nm nanofiltration, and a low-
pH incubation at elevated temperature 30-32°C

¢ None of the nonmedicinal ingredients are clinically relevant

e IgA content:

o Specification: Less than 0.28g/L

Special Approvals /
Authorizations

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

Classification

Special Populations:

e 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: Subcutaneous IgG has not been evaluated in nursing mothers.

¢ Neonates or infants (less than 2 years of age): Subcutaneous IgG was not evaluated
in neonates or infants.

» Pediatrics (3 -18 years of age): No specific precautions

e Geriatrics (greater than 65 years of age): No specific precautions.

Indications

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

Contraindications

e For Hizentra only, in patients with hyperprolinemia as it contains the stabilizer L-proline
e In patients who have had an anaphylactic or severe systemic reaction to the
administration of human normal immunoglobulin or to its components.

WARNINGS:

¢ Do not administer intravenously

e Headache was the most frequently reported causally related and/or temporally
associated non-serious systemic adverse events during CUVITRU treatment

e The majority of adverse drug reactions were assessed as mild. Infusion site pain,
infusion site erythema, and infusion site pruritus were the most frequently reported
causally related and/or temporally associated non-serious local adverse events during
CUVITRU treatment.

Supplied

Available at a concentration of 0.2 gram/mL (20%)

Hizentra:
e 1gm/5mL, 2gm/10mL, and 4gm/20 mL pre-filled syringes
e 10gm/50 mL single-use vial sizes

Cuvitru:
e 1gm/5mL, 2gm /10mL, 4gm/20mL, 8gm/40 mL, and 10gm/50mL single-use vial sizes
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Dosage e Usual: 0.1to 0.2 g/kg weekly in divided doses by push method or via pump using

multiple sites. Adjust dose based on clinical response and serum IgG levels.
e Maximum weekly dose: 0.1-0.2g/kg (weekly), 0.4-0.8g/kg (monthly).
e If aloading is required, 0.2-0.5g/kg may be given divided over several days

NOTE: Guidelines for switching from IVIG. To establish the initial weekly dose (divide the
previous IVIG dose in grams by the number of weeks between doses during the patients IVIG
treatment (e.g., 3 or 4). Bi-weekly dosing, multiple the calculated Hizentra weekly dose by
2(twice the weekly dose).

Start treatment 1 week after the patient’s last IVIG infusion or Hizentra/ SCIG infusion.

Reconstitution /

Reconstitution:

Stability ¢ Available as single use of 0.2g/mL (20%)
Stability:
e Do not freeze
e Keep original carton to protect from light
e Stable for the period indicated by the expiration date printed on the outer carton and vial
label
e Do not shake
e Discard unused portions immediately after use
e NOTFORIV USE
Storage Hizentra:
e Can be stored either in the refrigerator or at room temperature in clean dry place, 2°C to
25°C
Cuvitru:

e Can be stored either in the refrigerator (2°C to 8°C) for up to 36 months
e Atroom temperature (not more than 25°C) for up to 24 months from the date of
manufacture

e Do not return to the refrigerator if you take it out to room temperature

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

e Administer subcutaneously undiluted via push or pump method
Hizentra:
e Administer 1 mL/3 min, up to 20 mL per injection site for first infusion Maximum volume
per site: May increase to a max of 50 mL per injection site after subsequent infusions, at
a rate of 1mL/min

Cuvitru:

e Administer 1mL/3 min, up to 20 mL per injection site for first two infusions
Maximum volume per site: May increase to a max of 60 mL per injection site after
second infusion, at a rate of 1 mL/min

e May require up to 4 injection sites into the following areas: abdomen, thigh, upper arm
and/ or upper leg/hip area

e Do not exceed 4 injections sites simultaneously

e Injection sites should be at least 2 inches apart
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Monitoring e 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

Additional Notes None

Resources For further information refer to product monographs at:

Hizentra, Date of Revision: February 28, 2020
Cuvitru, Date of Revision: November 26, 2021
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https://bestbloodmanitoba.ca/wp-content/uploads/2019/09/Guideline-7-MTBPRM-2019.pdf
https://bestbloodmanitoba.ca/wp-content/uploads/2019/09/Guideline-7-MTBPRM-2019.pdf
http://labeling.cslbehring.ca/PM/CA/Hizentra/EN/Hizentra-Product-Monograph.pdf
https://www.shirecanada.com/-/media/shire/shireglobal/shirecanada/pdffiles/product%20information/cuvitru-pm-en.pdf

