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Reference number(s)

2111-A

Jurisdiction Specific Medicare Part B
Intravenous Immune Globulin (IVIG)

Products Referenced by this Document

Drugs that are listed in the following table include both brand and generic and all dosage forms and
strengths unless otherwise stated. Over-the-counter (OTC) products are not included unless otherwise
stated.

Brand Name

Alyglo

Asceniv

Bivigam

Flebogamma DIF

Gammagard Liquid

Gammagard Liquid ERC

Gammagard S/D

Gammaked

Gammaplex

Gamunex-C

Octagam

Panzyga

Privigen

Qivigy

Yimmugo

Covered Uses

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

¢ Immunoglobulin deficiencies
¢ Immune/idiopathic thrombocytopenic purpura
e Children with human immunodeficiency virus
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e Myasthenia gravis
¢ Guillain-Barre syndrome
e Chronic inflammatory demyelinating neuropathy (CIDP)
e Dermatomyositis
e Relapsing-remitting multiple sclerosis (RRMS)
o Multifocal motor neuropathy (MMN)
e Autoimmune retinopathy
e Autoimmune mucocutaneous blistering diseases
» Pemphigus vulgaris
=  Pemphigus foliaceus
= Bullous pemphigoid
* Mucous membrane pemphigoid (cicatricial pemphigoid)
» Epidermolysis bullosa acquisita
e Chronic lymphocytic leukemia
o Cytomegalovirus prophylaxis in bone marrow or stem cell transplantation
¢ Desensitization before kidney transplantation
e Antibody mediated kidney transplant rejection
e Desensitization before heart transplantation
e Antibody mediated heart transplant rejection
¢ Antibody mediated stem cell transplant rejection
e Kawasaki disease

All other indications will be assessed on an individual basis. Submissions for indications other than those
listed in this criteria should be accompanied by supporting evidence from Medicare approved compendia.

Coverage Criteria

Immunoglobulin Deficiencies

Authorization of 6 months may be granted for treatment of immunoglobulin deficiencies when any of the
following criteria is met:

e Pretreatment IgG level < 200 mg/dL
e Member has a clinical reason for requiring treatment before IgG level falls below 200 mg/dL

Immune/ldiopathic Thrombocytopenic Purpura (ITP)

e ITPin pregnancy: authorization of 6 months may be granted when all of the following criteria
are met:
= Member is a pregnant woman who:
e Has previously delivered infants with autoimmune thrombocytopenia, or
o Has platelet counts less than 75,000/uL during the current pregnancy, or
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e Past history of splenectomy
= At least one of the following criteria are met regarding prior treatment:
¢ Member has failed other therapy
e Member has a contraindication to other therapy
¢ Member has a rapidly progressive form of the disease
e Acute ITP: authorization of 1 month may be granted when any of the following criteria is met:
* Member has a platelet count < 30,000/uL and IVIG is required to manage an acute
bleeding episode
= |VIGis required to increase the member’s platelet count prior to an invasive surgical
procedure
* Member has a platelet count < 20,000/uL and is considered to be at risk for
intracerebral hemorrhage
e Chronic ITP, first-line treatment: authorization of 6 months may be granted when any the
following criteria is met:
= Age < 18years of age
= |VIGis used in combination with steroids to evoke a rapid platelet response or to avoid
splenectomy
* Member has a contraindication to steroids
e Chronic ITP, subsequent treatment: authorization of 6 months may be granted when any the
following criteria is met:
= Member’s platelet counts are persistently at or below 20,000/uL
= Member has had an inadequate response to both splenectomy and steroids

Children with Human Immunodeficiency Virus

Authorization of 6 months may be granted for treatment of a child with human immunodeficiency virus
when all of the following criteria are met:

e Age < 13yearsof age
e CD4+ lymphocyte count > 200/uL
e Patientis clinically symptomatic or immunologically abnormal

Myasthenia Gravis

Authorization of 6 months may be granted for treatment of myasthenia gravis when all of the following
criteria are met:

¢ Member has experienced rapid disease progression or other forms of treatment have failed or
are contraindicated

¢ |If the condition improves with IVIG therapy, the prescriber will attempt to decrease and wean
the IVIG dose or frequency of administration

¢ |If the condition does not improve in a quantitative way following initiation of IVIG therapy, the
prescriber will discontinue the treatment
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Guillain-Barre Syndrome

Authorization of 1 month may be granted for treatment of Guillain-Barre syndrome when all of the
following criteria are met:

¢ Member has experienced rapid disease progression or other forms of treatment have failed or
are contraindicated

e If the condition improves with IVIG therapy, the prescriber will attempt to decrease and wean
the IVIG dose or frequency of administration

¢ |If the condition does not improve in a quantitative way following initiation of IVIG therapy, the
prescriber will discontinue the treatment

Chronic Inflammatory Demyelinating Neuropathy (CIDP)

Authorization of 6 months may be granted for treatment of chronic inflammatory demyelinating
neuropathy when all of the following criteria are met:

¢ Consultation has occurred with a neurologist or rheumatologist who is an expert in the field of
CIDP to validate the diagnosis and clarify the need for IVIG treatment

o IfIVIGis prescribed in a member with presumed CIDP that predominantly affects the sensory
nerves and the goal of therapy is to control pain, the member must have had a measurable
response to a therapeutic trial of prednisone.

¢ Member has experienced rapid disease progression or other forms of treatment have failed or
are contraindicated

o If the condition improves with IVIG therapy, the prescriber will attempt to decrease and wean
the IVIG dose or frequency of administration

¢ |If the condition does not improve in a quantitative way following initiation of IVIG therapy, the
prescriber will discontinue the treatment

Dermatomyositis

Authorization of 6 months may be granted for treatment of dermatomyositis when all of the following
criteria are met:

e Other forms of treatment have failed or are contraindicated

e If the condition improves with IVIG therapy, the prescriber will attempt to decrease and wean
the IVIG dose or frequency of administration.

¢ |f the condition does not improve in a quantitative way following initiation of IVIG therapy, the
prescriber will discontinue the treatment.

Relapsing-remitting Multiple Sclerosis

Authorization of 6 months may be granted for treatment of relapsing-remitting multiple sclerosis when all
of the following criteria are met:
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Other forms of treatment have failed or are contraindicated

If the condition improves with IVIG therapy, the prescriber will attempt to decrease and wean
the IVIG dose or frequency of administration.

If the condition does not improve in a quantitative way following initiation of IVIG therapy, the
prescriber will discontinue the treatment.

Multifocal Motor Neuropathy

Authorization of 6 months may be granted for treatment of multifocal motor neuropathy when all of the
following criteria are met:

Consultation has occurred with a neurologist or rheumatologist who is an expert in the field of
CIDP (and CIDP variants) to validate the diagnosis and clarify the need for IVIG treatment
Member has experienced rapid disease progression or other forms of treatment have failed or
are contraindicated

If the condition improves with IVIG therapy, the prescriber will attempt to decrease and wean
the IVIG dose or frequency of administration.

If the condition does not improve in a quantitative way following initiation of IVIG therapy, the
prescriber will discontinue the treatment.

Autoimmune Retinopathy

Authorization of 3 months may be granted for initial treatment of autoimmune retinopathy.

Authorization of 6 months may be granted for continued treatment of autoimmune retinopathy when the
member has shown improvement within 3 months from start of IVIG treatment.

Autoimmune Mucocutaneous Blistering Diseases

Authorization of 6 months may be granted for treatment of biopsy proven autoimmune mucocutaneous
blistering diseases when all of the following criteria are met:

Member has one of the following diagnoses: pemphigus vulgaris, pemphigus foliaceus, bullous
pemphigoid, mucous membrane pemphigoid (cicatricial pemphigoid), or epidermolysis bullosa
acquisita
At least one of the following criteria is met regarding prior treatment with conventional therapy:
= Member has failed conventional therapy
= Member has a contraindication to conventional therapy
=  Member has rapidly progressive disease and a clinical response could not be affected
quickly enough using conventional agents, and IVIG will be given in combination with
conventional treatment
IVIG will be used for short-term control of the member’s condition and will not be used as
maintenance therapy
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Chronic Lymphocytic Leukemia

Authorization of 6 months may be granted for members with chronic lymphocytic leukemia when all of the
following criteria are met:

¢ IgGlevel < 600 mg/dL or evidence of specific antibody deficiency
¢ Member experiences recurrent bacterial infections

Cytomegalovirus Prophylaxis in Bone Marrow or Stem Cell
Transplantation

Authorization of 6 months may be granted for members who is undergoing bone marrow or stem cell
transplantation when all of the following criteria are met:

e Age=>20years

o Transplantation is for a Medicare covered indication

¢ Member is cytomegalovirus seropositive before transplantation, or a donor is seropositive and
the member is undergoing an allogeneic transplantation for a hematologic neoplasm.

Desensitization Before Kidney or Heart Transplantation

Authorization of 6 months may be granted for desensitization before kidney or heart transplantation.

Antibody-mediated Transplant Rejection of Heart, Kidney or Stem Cell

Authorization of 6 months may be granted for prevention and treatment of antibody-mediated transplant
rejection of the heart, kidney or stem cell transplant.

Kawasaki Disease

Authorization of 1 month may be granted for treatment of Kawasaki disease.
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