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Intent:

The intent of this policy/guideline is to provide information to the prescribing practitioner
outlining the coverage criteria for GamaSTAN under the patient’s prescription drug benefit.
Description:

The indications below including FDA-approved indications and compendial uses are
considered a covered benefit provided that all the approval criteria are met and the member
has no exclusions to the prescribed therapy.

FDA-Approved Indications

GamaSTAN is a human immune globulin indicated for:

o Prophylaxis following exposure to hepatitis A

e To prevent or modify measles in a susceptible person exposed fewer than 6 days
previously

e To modify varicella

e To modify rubella in exposed women who will not consider a therapeutic abortion

Limitations of Use

GamaSTAN is not standardized with respect to antibody titers against hepatitis B surface
antigen (HBsAg) and must not be used for prophylaxis of viral hepatitis type B. Prophylactic
treatment to prevent hepatitis B can best be accomplished with use of Hepatitis B Immune
Globulin (Human), often in combination with Hepatitis B Vaccine.

GamaSTAN is not indicated for routine prophylaxis or treatment of rubella, poliomyelitis,
mumps, or varicella.

All other indications are considered experimental/investigational and not medically
necessary.

Applicable Drug List:
GamaSTAN

Policy/Guideline:
Criteria for Initial Approval:

A. Prophylaxis of hepatitis A
Authorization of 1 month may be granted for prophylaxis of hepatitis A when ONE of the
following criteria is met:
1. Member was exposed to hepatitis A virus within the past 2 weeks (e.g., household
contact, sexual contact, and childcare center or classroom contact with an infected
person), and is NOT exhibiting clinical manifestation of disease OR
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2. Member is at high risk for hepatitis A exposure (examples of populations at high risk
for hepatitis A are travelers to and workers in countries of high endemicity of
infection and illicit drug users).

B. Prophylaxis of measles (rubeola)

Authorization of 1 month may be granted for prophylaxis of measles in unvaccinated
members who have not had measles previously and were exposed to measles within the
past 6 days.

Prophylaxis of varicella

Authorization of 1 month may be granted for prophylaxis of varicella in
immunosuppressed members when varicella zoster immune globulin (e.g., Varizig) is not
available.

Prophylaxis of rubella

Authorization of 1 month may be granted for prophylaxis of rubella when BOTH of the
following criteria are met:

1. Member was recently exposed to rubella

2. Member is currently pregnant

Continuation of Therapy:

All members (including new members) requesting authorization for continuation of therapy
must meet all initial authorization criteria.

Approval Duration and Quantity Restrictions:

Approval: Initial and Renewal Duration: 1 month

Quantity Level Limit: Reference Formulary for drug specific quantity level limits
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