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Description

GamaSTAN is a preservative-free, sterile immunoglobulin solution for
intramuscular use.

It is made from pooled human plasma through cold ethanol fractionation,
caprylate precipitation and filtration, caprylate incubation, anion-exchange
chromatography, and nanofiltration.

The product is a clear to slightly opalescent liquid, colorless to pale yellow or
light brown, containing 15-18% protein at pH 4.1-4.8 in 0.16-0.26 M glycine.

Special Approvals/
Authorizations

Qualified transfusionist may administer GamaSTAN on the written order of the
attending physician or designate.
Does not require ABO compatibility/valid type and screen is not required

Classification

Blood product/plasma protein product (PPP)

Indications

Passive immunization should be considered when vaccines for active
immunization are not available, contraindicated, or in situations when vaccine
has not been used prior to exposure to the infective agent.

May be used for passive immunization for Hepatitis A, Measles (rubeola),
varicella, or Rubella in specific clinical circumstances (see package insert).

Contraindications

Hypersensitivity to this drug or to any ingredient in the formulation or
component of the container (for a complete listing see package insert)
Patients with isolated immunoglobulin A (IgA) deficiency. Such patients have
the potential for developing antibodies to IgA and could have anaphylactic
reactions to subsequent administration of blood products that contain IgA
Severe thrombocytopenia or any coagulation disorder that would
contraindicate intramuscular injections

Warnings:

e There is clinical evidence of an association between the administration of
all immunoglobulins and thromboembolic events such as myocardial
infarction, stroke, pulmonary embolism, and deep vein thrombosis.
Therefore, caution should be exercised when prescribing and administering
immunoglobulins. Thrombosis may occur even in the absence of known
risk factors. Risk factors for thromboembolic events include: obesity,
advanced age, hypertension, diabetes mellitus, history of vascular disease
or thrombotic episodes, acquired or inherited thrombophilic disorders,
prolonged periods of immobilization, severely hypovolemic patients,
diseases which increase blood viscosity, hypercoagulable conditions, use
of estrogens, indwelling central venous catheters, and cardiovascular risk
factors.

¢ Antibodies in the globulin preparation may interfere with the response to
live viral vaccines such as measles, mumps, polio, and rubella. Use of such
vaccines should be deferred until approximately 5-6 months after
GamaSTAN administration

Supplied

Supplied from CBS
Contact local blood bank regarding availability on site
Supplied in 2 mL, 5 mL and 10 mL single use vials
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Dosage

Hepatitis A

Recommended dose for household and institutional case contacts is 0.1 ml/kg.
Recommended dose for persons who plan to travel in areas where hepatitis A
is common:

Length of stay Dose Volume

Up to 1 month 0.1 ml/kg

Up to 2 months 0.2 mi/kg

2 months or longer Repeat dose of 0.2 ml/kg every 2 months

Measles (Rubeola)

Population Dose volume and time since exposure

Infants <6 months 0.5 ml/kg as soon as possible and within 6

days of exposure

Immunocompetent, unvaccinated | 0.5 ml/kg between 73 hours and within 6 days

infants 6 to under 12 months of exposure
Immunocompromised individuals | 0.5 ml/kg as soon as possible and within 6
<30 kg days of exposure

NOTES:

e GamaSTAN is not recommended for passive immunization for measles in
individuals greater than 30 kg due to large injection volume.

¢ If injection volume is a major concern consider 1VIg

o For further information regarding dosing for post-exposure prophylaxis, see
Measles vaccines: Canadian Immunization Guide

Varicella
If Varicella-Zoster Immune Globulin (Human) is unavailable, GamaSTAN® S/D at
a dose of 0.6 to 1.2 mL/kg, promptly given, may also modify varicella

Reconstitution/Stability

Reconstitution is not required
The vials are single use. Once entered, discard any unused contents.

Storage

Store at 2-8°C. Do not freeze. Do not use after expiration date.

Compatibilities/
Incompatibilities

N/A, for intramuscular injection only

Pre-Administration

Confirm signed consent has been obtained and documented before requesting
product from the blood bank.

Ensure patient’s current weight is in the chart.

Perform the pre-transfusion checks as outlined in Guideline 8 of the Manitoba
Transfusion Best Practice Resource Manual.

Administration,
Method

For intramuscular injection only
o Preferred sites are the anterolateral aspects of the upper thigh and
deltoid muscle of the upper arm.
o The gluteal region should not be used routinely as an injection site
because of the risk of injury to the sciatic nerve
o Doses over 10 ml should be divided and injected into several muscle
sites to reduce local pain and discomfort
o Clinical judgement should be used when selecting the most appropriate
site for injection and needle size
Note: if injection volume is a major concern consider 1VIg
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Visually inspect product for particulate matter and discoloration prior to
administration

Monitoring e Patient should be closely monitored for at least 15 minutes after GamaSTAN
administration for immediate adverse reactions such as syncope or
anaphylaxis

Adverse Events e Local pain and tenderness at the injection site, urticaria, and angioedema may
occur. Anaphylactic reactions, although rare, have been reported following the
injection of human immune globulin preparations.

Additional Notes e None

Resources: e GamaSTAN S/D product monograph

Blood products, human immunoglobulin and timing of immunization: Canadian
Immunization Guide

Measles vaccines: Canadian Immunization Guide
Public Health Nurse Administration of Intramuscular Immunoglobulin (Ig)
Alberta Precision Laboratories - GamaSTAN monograph
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