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Policy:

This policy stands to show the criteria for and preferencing of agents within the therapeutic class of Immune Globulins, and policy for treatment of both Intravenously and Subcutaneously.  At the time of creation of this policy, there are thirteen IV agents to be reviewed: Gammaked, Gamunex-C, Octagam, Privigen, Alyglo, Asceniv, Bivigam, Flebbogamma, Gammagard, Gammagard S/D, Gammaplex, Panzyga, and Yimmugo.  There are eight SC agents to be reviewed: Gammaked, Gamunex-C, Hizentra, Xembify, Cutaquig, HyQvia, and Gammagard Liquid.  The review includes review of product package inserts for FDA approved indications and limitations, ASP pricing files updated quarterly, any external evidence available through CMS approved compendia, NCD/LCD information, and the approved system used for clinical direction of the Utilization Management team for agents on the eternalHealth Medicare Part B Prior Auth list.  This information combined with a wholistic review of the members’ clinical profile will allow the eternalHealth team to arrive at a decision of clinical appropriateness and is not a guarantee of payment. 








Summary:
· All agents will require a prior authorization for medical necessity review
· For intravenous agents:
· If Gammaked, Gamunex-C, Octagam, or Privigen is requested, it requires prior authorization for medical necessity review and may be approved
· If Alyglo, Asceniv, Bivigam, Flebogamma, Gammagard, Gammagard S/D, Gammaplex, Panzyga, or Yimmugo is requested, it requires prior authorization for medical necessity review as well as documentation of use of and lack of clinical response to Gammaked, Gamunex-C, Octagam, or Privigen and may be approved
· For subcutaneous agents:
· If Gammaked, Gamunex-C, Hizentra, or Xembify is requested, it requires prior authorization for medical necessity review and may be approved
· If Cutaquig, Cuvitru, Gammagard Liquid, or HyQvia is requested it requires prior authorization for medical necessity review as well as documentation of use of and lack of clinical response to Gammaked, Gamunex-C, Hizentra, or Xembify and may be approved
· An exception to step therapy will be considered if:
· There is specific documentation of inadequate response, contraindication, adverse event or otherwise demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Request contains documentation of a continuation of therapy within the past 365 days (if new) or if it is a reauthorization request.
· In either of the above situations, the product being used cannot be based on the use of samples or products provided through manufacturer patient assistance programs.

Exclusions:
· Requests for indications not FDA approved or supported by documentation of compendial acceptance provided by the requesting provider

Intravenous Preferencing:
Preferred Agents: Gammaked, Gamunex-C, Octagam, Privigen
Secondary Agents: Alyglo, Asceniv, Bivigam, Flebogamma, Gammagard, Gammagard S/D, Gammaplex, Panzyga, Yimmugo

Subcutaneous Preferencing:
Preferred Agents: Gammaked, Gamunex-C, Hizentra, Xembify
Secondary Agents: Cutaquig, Cuvitru, HyQvia, Gammagard Liquid

Agents:

HCPCS: J1561, J1568, J1459, J1552, J1554, J1556, J1572, J1569, J1557, J1576, J3590/C9399 and J1561, J1559, J1558, J1551, J1555, J1575, J1569
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· Intravenous Immune Globulin may be covered for ALL the following:
· Intravenous immune globulin (IVIG) is a pooled plasma derivative approved for the treatment of primary immune deficiency disease.
· Patient with primary immune deficiency disease, as indicated by diagnosis of 1 or more of the following:
· Hereditary hypogammaglobulinemia
· Selective deficiency of IgA
· Selective deficiency of IgG subclasses
· Selective deficiency of IgM
· Immunodeficiency with increased IgM
· Antibody deficiency with near-normal immunoglobulins or with hyperimmunoglobulinemia
· Transient hypogammaglobulinemia of infancy
· Severe combined immunodeficiency (SCID) with reticular dysgenesis
· SCID with low T-cell and B-cell numbers
· SCID with low or normal B-cell numbers
· Purine nucleoside phosphorylase deficiency
· Major histocompatibility complex class I deficiency
· Major histocompatibility complex class II deficiency
· Activated phosphoinositide 3-kinase delta syndrome
· Other combined immunodeficiency
· Combined immunodeficiency, unspecified
· Wiskott-Aldrich syndrome
· Di George's syndrome
· Hyper IgE syndrome
· Common variable immunodeficiency with predominant abnormalities of B-cell numbers and function
· Common variable immunodeficiency with predominant immunoregulatory T-cell disorders
· Common variable immunodeficiency with autoantibodies to B-cells or T-cells
· Other common variable immunodeficiency
· Common variable immunodeficiency, unspecified
· Cerebellar ataxia with defective DNA repair
· IVIG is/will be administered at home.
· Treating practitioners have determined that the administration of IVIG in patient's home is medically appropriate.
· Intravenous Immune Globulin is NOT COVERED for ANY of the following:
· More than one unit of HCPCS code Q2052 per infusion date of service
· HCPCS code J1573 and J2791
· External Infusion Pumps may be covered for 1 or more of the following:
· External infusion pump, drug necessitating use of pump, and necessary supplies, as indicated by 1 or more of the following:
·  Infusion pump to administer subcutaneous immune globulin (SCIg), as indicated by ALL the following:
1. SCIg preparation is a pooled plasma derivative that is FDA-approved.
1. SCIg is administered in home.
1. Treating practitioners have determined that administration of SCIg in beneficiary's home is medically necessary and appropriate.
1. Beneficiary is diagnosed with 1 or more of the following:
4. Primary immune deficiency disease
4. Chronic inflammatory demyelinating polyneuropathy that has responded to IVIg treatment
·  External Infusion Pumps are NOT COVERED for ANY of the following:
· Claim for subcutaneous insulin administered by infusion pump other than E0784
· Claim for supply code A4221, A4222, or K0552, used with external infusion pump E0784 (effective on or after January 01, 2017)
· Administration of epoprostenol (J1325) or treprostinil (J3285) with infusion pump other than K0455
· Gallium nitrate (J1457) used for more than 5 days or for more than one course of treatment for same episode of hypercalcemia
· Levodopa-carbidopa enteral suspension for beneficiary with 1 or more of the following:
· Atypical Parkinson's syndrome ("Parkinson's Plus" syndrome) or secondary Parkinson's
· Non-levodopa responsive Parkinson's disease
· Contraindication to percutaneous endoscopic gastro-jejunal (PEG-J) tube placement or long-term use of PEG-J
· Claim submitted to DME Medicare Administrative Contractor for PEG-J
· Claim for more than 875 units of service (25 vials) of blinatumomab (J9039)
· External infusion pump and related drugs and supplies used in home setting for treatment of thromboembolic disease and/or pulmonary embolism by heparin infusion
· Infusion controller device (E1399)
· IV pole (E0776) billed with ambulatory infusion pump (E0779, E0780, E0781, E0784, or K0455)
· Claim for supply A4224 or A4225 used with external infusion pump other than HCPCS code E0784 (effective on or after January 01, 2017)
· Claim for drugs, related supplies, or equipment billed by supplier who does not actually dispense the drug
· Claim for drugs, related supplies, or equipment billed by supplier who is not permitted under all applicable federal, state, and local laws and regulations to dispense drugs
· Claim for drugs, related supplies, or equipment billed by supplier who is not licensed in state where they are physically located
· Compounded drug NOC (J7999) billed with external infusion pump
· Claim for compounded drug that does not use code Q9977 or J7999
· Drug billed alone without DME covered pump being used (noncovered, no benefit)
· Disposable drug delivery system (including elastomeric infusion pumps (A4305, A4306, A9274)) (noncovered, no benefit)
· Drug or supply used with disposable drug delivery system (noncovered, no benefit)
· Payment for separately billed catheter insertion device for use with external insulin infusion pump infusion cannula
· Separate payment for replacement battery (K0601, K0602, K0603, K0604, K0605) for rented infusion pump
· Separate payment for additional pump to be used as backup
· Off-Label Use of Intravenous Immune Globulin (IVIG) may be covered for 1 or more of the following:
· Stiff-person syndrome and standard treatment with diazepam is no longer effective, as indicated by ALL the following:
· Diagnosis confirmed by anti-glutamic acid decarboxylase antibody testing
· Patient with inadequate response to first-line treatment (benzodiazepines and/or baclofen)
· Sight-threatening autoimmune retinopathy, and ALL the following:
· Refractory to corticosteroid and immunosuppressant therapy
· Dosage of IVIG meets 1 or more of the following:
2. Induction dose: 1.5 g/kg in divided dose over 3 days
2. Maintenance dose: 0.4 to 1.5 g/kg in single or divided doses monthly
· Pure red cell aplasia related to human parvovirus B19 infection, as indicated by ALL the following:
· Severe refractory anemia associated with bone marrow suppression
· Parvovirus B19 viremia
· Allogenic hematopoietic stem cell transplantation, and ALL the following:
· Need to prevent the risk of acute graft-vs-host disease and associated interstitial pneumonia (infectious or idiopathic) and infections (e.g., CMV infection, varicella-zoster virus infection, and recurrent bacterial infection)
· Patient 20 years of age or older
· No more than 100 days post-transplant
· Dosage meets 1 or more of the following:
4. Pre-transplantation: 500 mg/kg body weight given on day -7
4. Pre-transplantation: 500 mg/kg body weight given on day -2
4. Post-transplantation: 500 mg/kg body weight given weekly through day 90 post
· Secondary hypogammaglobulinemia
· Chronic graft-vs-host disease (GVHD), and ALL the following:
· Laboratory proven hypogammaglobulinemia with IgG levels < 400 mg/dl
· At least one acute infection requiring hospitalization or parenteral antibiotics
· Confirmed diagnosis of chronic GVHD
· At least 100 days post-transplant
· Systemic lupus erythematosus, and ALL the following:
· Severe active disease
· Other interventions have been unsuccessful, have become intolerable, or are contraindicated
· Scleromyxedema
· Systemic capillary leak syndrome (Clarkson's disease), and ALL the following:
· Associated monoclonal gammopathy
· IVIG for prophylaxis
· Immune-mediated necrotizing myositis
· Off-Label Use of Intravenous Immune Globulin (IVIG) is NOT COVERED for ANY of the following:
· Allogenic hematopoietic stem cell transplantation in patients younger than 20 years of age
· Autologous hematopoietic stem cell transplant






Initial authorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Reauthorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Exception Criteria:

· Exceptions may need to be reviewed on multiple levels depending on the agent requested: documentation of inadequate response, contraindication, adverse event or otherwise must be demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Coverage for a secondary or tertiary agent will be considered if there is documentation of a continuation of therapy within the past 365 days (if new) or if it is a reauthorization request.
· In either of the above situations, the product being used cannot be based on the use of samples or products provided through manufacturer patient assistance programs.

Reference(s): 

· Intravenous Immune Globulin-Policy article A52509.  https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleid=52509&ver=56&keyword=immune%20globulin&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=updated&bc=1
· Intravenous Immune Globulin-LCD 33610.  https://www.cms.gov/medicare-coverage-database/view/lcd.aspx?lcdid=33610&ver=61&keyword=immune%20globulin&keywordType=starts&areaId=all&docType=NCA,CAL,NCD,MEDCAC,TA,MCD,6,3,5,1,F,P&contractOption=all&sortBy=updated&bc=1
· eternalHealth Medicare Part B Prior Authorization List.  https://www.eternalhealth.com/wp-content/uploads/2022/10/eternalHealth_MA-Part-B-PA-List-eff-1-1-2025.pdf
· CMS ASP Pricing Files.  https://www.cms.gov/medicare/payment/part-b-drugs/asp-pricing-files
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