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Other Names

e HepaGam B®, HyperHEP B® S/D, anti-HBIG, immune globulin (human) hepatitis B

Description

e A sterile preparation of gamma globulin from pooled human plasma containing
antibodies to hepatitis B surface antigen (anti-HBs)

Viral reduction steps include filtration and solvent/detergent treatment
Contains no preservative

Each syringe contains greater than 220 international units/mL of anti-HBs
Each vial contains greater than 312 international units/mL of anti-HBs
Latex-free

Special Approvals /
Authorizations

Special Populations:
e Pregnant Women: Animal reproduction studies have not been conducted.
e Nursing Women: It is not known whether it is excreted in human milk.
e Geriatrics (greater than 65 years of age): Safety and effectiveness in the geriatric
population have not been established.

Classification

e Manufactured passive immunizing agent, derived from human plasma

Indications

e Liver transplant patients

e Post-exposure prophylaxis of individuals without known anti-HBs following significant
exposure to HBsAg positive materials such as blood. Significant exposure may occur as
a result of skin laceration or puncture, mucous membrane contamination, or transfusion.

e Prophylaxis of infants born to HBsAg positive mothers

¢ Infants (less than 1 year of age) whose mother, father, or primary caregiver has acute
hepatitis B or is a carrier of hepatitis B

e Sexual contacts of an acute case of hepatitis B where the product can be administered
within 2 weeks of the most recent sexual exposure

e Victims of sexual assault

e Prevention of hepatitis B recurrence following liver transplantation, in adult patients with
hepatitis B who have no or low levels of hepatitis B virus replication. HepaGam B®
should be administered intravenously for this indication.

Contraindications

e History of anaphylactic or severe systemic reaction of any of the component of the
product

o IgA-deficient patients with anti-IgA antibodies (due to potential anaphylactoid reactions)

e Patients in whom intramuscular administration is contraindicated due to severe
thrombocytopenia or coagulation disorders

WARNINGS:

e Immune globulin administration may impair the efficacy of live attenuated virus vaccines
(for examples: measles, mumps, rubella, and varicella). Vaccination with live virus
vaccines should be deferred until approximately 3 months after immune globulin
hepatitis B administration. Patients who received immune globulin hepatitis B less than
14 days after live virus vaccination should be re-vaccinated 3 months after the
administration of immunoglobulin, unless serological test results indicate that antibodies
were produced.

e Does not contain any preservatives. Do not use if solution is cloudy or contains
precipitate.

Supplied

HyperHEP B® S/D
e 0.5 mL neonatal single dose disposable syringe with attached needle
e 1 mL single dose disposable syringe with attached needle
e 5 mL single use vial
HepaGam B®
e 1 mL single dose in a 3 mL glass vial
e 5 mL single dose in a 6 mL glass vial
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Dosage Refer to product insert:

e Dependent on indication

Reconstitution /
Stability

¢ No reconstitution required - available in single dose

Storage

e Do not freeze
e The product should be brought to room or body temperature immediately prior to use
e Store at 2°C to 8°C until the expiry date indicated on the label

Compatibilities /
Incompatibilities

e Compatible in normal saline
e Do not administer concurrently with any other product

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

Administration,
Method

Intramuscular:

e Recommended for the post-exposure prophylaxis indication

e HyperHEP B® is to be administered intramuscularly. Do not inject intravenously. Discard
any unused remaining material immediately into biohazardous waste. HyperHEP B® is
supplied as a single use syringe and vials.

Intravenous:

e HepaGam B® should be prepared for IV administration under aseptic conditions. DO
NOT SHAKE VIAL; AVOID FOAMING. Parenteral drugs should be visually assessed for
particulate matter and discolouration prior to administration.

e HepaGam B® should be administered as provided through a separate intravenous line
using an administration set containing an in-line filter and a constant infusion pump.

e Use of normal saline as the diluent of HepaGam B® is preferred prior to intravenous
administration.

e Do not use dextrose (5%) in water (D5W).

¢ Rate of administration should be set at 2 mL per minute.

e The rate of infusion should be decreased to 1 mL per minute slower if the patient
develops discomfort or there is concern about the speed of infusion.

Monitoring

Intramuscular:

e HyperHEP B® may cause localized pain and tenderness at the IM injection site. Uritcaria
and angioedema may occur; anaphylactic reactions, although rare, have been reported
following the injection of human immune globulin preparations.

Intravenous:

e Refer to Manitoba Transfusion Best Practice Resource Guideline 5 - Monitoring of

Patients Receiving Transfusion

o The qualified transfusionist must remain with the patient for the first 15 minutes
of the transfusion and be available for the remainder of the transfusion.

o Vital signs are to be monitored within 30 minutes prior to transfusion, 15 minutes
after start of transfusion, every hour during, at the end of the transfusion and if
clinically indicated.

o Inpatients: vital signs should be recorded one hour after the completion of the
transfusion.

o Outpatients: instructions on identification of transfusion reaction must be
provided at discharge.

Adverse Events

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

Additional Notes

None

Resources

e HepaGam B® Immune Globulin Product Monograph, Date of Approval: May 20, 2016
e HyperHEP B® S/D Intramuscular injectionProduct Monograph, Date of Revision:
February 2, 2012
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https://bestbloodmanitoba.ca/wp-content/uploads/2019/09/Guideline-3-MTBPRM-2019.pdf
https://bestbloodmanitoba.ca/wp-content/uploads/2019/09/Guideline-3-MTBPRM-2019.pdf
https://bestbloodmanitoba.ca/wp-content/uploads/2019/09/Guideline-5-MTBPRM-2019.pdf
https://bestbloodmanitoba.ca/wp-content/uploads/2019/09/Guideline-5-MTBPRM-2019.pdf
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://hepagamb.ca/_uploads/documents/hepagam/HepaGam_B_CDN_PM_English_Aptevo_approved_May_2016.pdf
https://www.grifols.com/documents/17006/133313/HyperHEP-B-SD-en.pdf/fd9bfd8c-d3a1-4ec6-be17-c3edf3e660ac
https://www.grifols.com/documents/17006/133313/HyperHEP-B-SD-en.pdf/fd9bfd8c-d3a1-4ec6-be17-c3edf3e660ac

