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RxAUTH Criteria for BCBSAZ 
 

IV/SC IMMUNE GLOBULINS PA 

Effective Date: 1/1/2016 

GPI CODING:  

Drug Name GPI 

Bivigam  
Gammaplex 

Flebogamma DIF 
Privigen 
Octagam 

191000201020** 

Carimune NF  
Gammagard S/D 

191000201021** 

Gamunex-C 191000203020** 

Gammagard Liquid 
Gammaked 

191000203020** 

Hizentra 191000202020** 

HyQvia 199900023564** 

 
Provide all applicable drugs and their corresponding GPIs.  Please specify brand and generics as applicable. 

 

DESCRIPTION: 

Immune globulin (IG), also known as immune serum globulin or gamma globulin, is an antibody-containing 
solution taken from donated human blood. Immune globulin contains antibodies to over 10 million antigens. IG 
can be administered intramuscularly intravenously or subcutaneously. 

Intravenous Immune Globulin (IVIG or IGIV):  

IVIG is used to correct immune deficiencies in individuals with inherited or acquired immunodeficiencies. IVIG has 
also been investigated in diseases thought to have an autoimmune origin. IVIG products include Bivigam™, 
Carimune NF®, Flebogamma DIF®, Gammagard S/D®, Gamaplex®, Gammar-P, Gamunex-C®, Octagam® and 
Privigen®.  

Subcutaneous Immune Globulin (SCIG or IGSC):  
SCIG is used for the treatment of primary immune deficiency. SCIG products include Gammagard Liquid, 
Gammaked®, Gamunex-C®, Hizentra® and HyQvia. 

APPROVAL DURATION:  

 
6 months  

 

CRITERIA FOR IV/SC IMMUNE GLOBULINS 

 
Subcutaneous immune globulin replacement therapy is considered medically necessary for primary humoral 
immunodeficiency (PI) to include, but not limited to: 

1. Humoral immune defect in congenital agammaglobulinemia 
2. Common variable immunodeficiency 
3. Hypogammaglobulinemia 
4. Severe combined immunodeficiencies 
5. X-linked agammaglobulinemia 
6. Wiskott-Aldrich syndrome 
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Renewal:  
Continuing or repeat course of subcutaneous immune globulin is considered medically necessary with 
documentation that the individual has been compliant and historical clinical records include documentation of 
clinical improvement or stability, the individual has been titrated to the minimum dosage and frequency to 
achieve sustained clinical effect and applicable concomitant therapy (e.g., immune modulator therapy when 
applicable) is used in treatment.  

 
IGIV is considered medically necessary for ANY of the following indications: 

1. Primary humoral immune deficiency syndromes, including combined immunodeficiencies, to include, but 
not limited to: 
▪ X-linked agammaglobulinemia (Bruton agammaglobulinemia) 
▪ X-linked hyper-IgM syndrome 
▪ Agammaglobulinemia, congenital 
▪ Severe combined immunodeficiency (SCID) 
▪ Wiskott-Aldrich syndromeF 
▪ Ataxia telangiectasia 
▪ Hypogammaglobulinemia 
▪ Common variable immunodeficiency (CVID) 

2. Acute humoral rejection 
3. Autoimmune mucocutaneous blistering disease in individuals with severe, progressive disease, despite 

treatment with conventional agents (corticosteroids, azathioprine, cyclophosphamide, etc.):  
▪ Pemphigus 
▪ Pemphigoid 
▪ Pemphigus vulgaris 
▪ Pemphigus foliaceus 
▪ Stevens-Johnson syndrome and toxic epidermal necrolysis (TEN) 

4. Dermatomyositis refractory to treatment with corticosteroids; in combination with other 
immunosuppressive agents 

5. Kawasaki syndrome 
6. Myasthenia gravis in individuals with chronic debilitating disease despite treatment with cholinesterase 

inhibitors, or complications from or failure of immunosuppressants 
7. Myasthenic crisis (i.e., an acute episode of respiratory muscle weakness) in individuals with 

contraindications to plasma exchange 
8. Guillain-Barre syndrome 
9. Chronic inflammatory demyelinating polyneuropathy (CIDP) in individuals with progressive symptoms for 

at least two months 
10. Multifocal motor neuropathy 
11. Eaton-Lambert myasthenic syndrome not responsive to anticholinesterase medications and/or 

corticosteroids 
12. Hemolytic disease of the fetus and newborn (erythroblastosis fetalis) 
13. Idiopathic Thrombocytopenic Purpura (ITP) 

▪ Acute ITP with major bleeding, e.g., life-threatening bleeding and/or clinically important 
mucocutaneous bleeding 

▪ Acute ITP with severe thrombocytopenia and at high risk for bleeding complications 
▪ Acute ITP with severe thrombocytopenia and a slow or inadequate response to corticosteroids 
▪ Acute ITP with severe thrombocytopenia and a predictable risk of bleeding in the future, e.g., 

procedure or surgery with high bleeding risk 
14. ITP, chronic of at least 6 months duration with persistent thrombocytopenia despite treatment with 

corticosteroids and splenectomy 
15. Neonatal alloimmune thrombocytopenia 
16. B-cell chronic lymphocytic leukemia in individuals with hypogammaglobulinemia and/or recurrent bacterial 

infection 
17. Warm antibody autoimmune hemolytic anemia refractory to corticosteroids and immunosuppressive 

agents 
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18. Anti-phospholipid syndrome 
19. Severe anemia due to parvovirus B19 
20. Polymyositis that is refractory to treatment (this does not include inclusion body myositis) 
21. Stiff person syndrome 
22. Prevention of infection in association with ANY of the following diagnoses: 

▪ Human Immunodeficiency Virus (HIV) 
▪ Toxic shock syndrome 
▪ Primary defective antibody synthesis 

23. Bone marrow transplant 
▪ Prevention of graft-vs-host disease in bone marrow transplant 
▪ Prevention of infection in bone marrow transplant 

24. Before solid organ transplant for treatment of an individual at high risk of antibody mediated rejection 
(AMR) including highly sensitized individuals and those receiving an ABO incompatible organ 

25. After solid organ transplant for treatment of antibody mediated rejection (AMR) 
26. Multiple sclerosis, relapsing/remitting in individuals who fail or are intolerant to standard immunomodulary 

therapies or standard immunomodulary therapies are not clinically indicated 
27. Prevention of infection in preterm (<37 weeks’ gestational age) and/or low birth weight (<2500 g) 

neonates 
 

 
 
Renewal:  
Continuing or repeat course of subcutaneous immune globulin is considered medically necessary with 
documentation that the individual has been compliant and historical clinical records include documentation of 
clinical improvement or stability, the individual has been titrated to the minimum dosage and frequency to 
achieve sustained clinical effect and applicable concomitant therapy (e.g., immune modulator therapy when 
applicable) is used in treatment.  


