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LOB:   MCAL 
Duration of Approval:    See Table 1. Duration of Approval  
Quantity Limit: Per FDA-Approved/Compendia-Supported Dosing 
MCG Available: Yes  
DHCS Available:  No 

 
 

Requires Prior Authorization (PA) 
 Alyglo (immune globulin, human-stwk) 
 Asceniv (immune globulin, human-slra)  
 Bivigam (immune globulin [human])  
 Cutaquig (immune globulin, human-hipp)  
 Cuvitru (immune globulin [human])  
 Flebogamma (immune globulin [human])  
 GamaSTAN S/D (immune globulin [human])  
 Gammagard (immune globulin [human])   
 Gammagard S/D (immune globulin [human])  
 Gammaked (immune globulin [human]) 
 Gammaplex (immune globulin [human])  
 Gamunex-C (immune globulin [human])  
 Hizentra (immune globulin [human])  
 Hyqvia (immune globulin [human]) with recombinant human hyaluronidase  
 Octagam (immune globulin [human])  
 Panzyga (immune globulin, human-ifas)  
 Privigen (immune globulin [human])  
 Qivigy (immune globulin, human-kthm) 
 Xembify (immune globulin, human-klhw)  
 Yimmugo (immune globulin, human-dira) 

 

PA CRITERIA FOR APPROVAL:   
 
New Therapy 
1. The member has a diagnosis for a Food and Drug Administration (FDA)-approved indication (refer to package insert 

under References), a compendia-supported (Drugdex or American Hospital Formulary Service [AHFS]) indication, a 
National Comprehensive Cancer Network (NCCN)-supported indication OR ONE of the following off-label indications: 
• Lambert-Eaton myasthenic syndrome (LEMS) (off-label supported by AHFS) 
• Relapsing remitting multiple sclerosis (RRMS) (off-label supported by AHFS) 
• BK viremia in post-kidney transplant (off-label supported based on peer review literature) 
• Moderate to severe pediatric autoimmune neuropsychiatric disorders associated with streptococcal infections 

(PANDAS) (Note: May accept diagnosis [Dx] of autoimmune encephalitis or Dx code D89.89: other specified 
disorders involving the immune mechanism, not elsewhere classified)   

• Moderate to severe pediatric acute-onset neuropsychiatric syndrome (PANS) (Note: May accept Dx of 
autoimmune encephalitis or Dx code D89.9: disorder involving the immune mechanism, unspecified)   

AND 
2. The requested medication is prescribed by a specialist appropriate to the member's diagnosis AND 
3. Autoimmune hemolytic anemia (AIHA) (off-label supported by Drugdex): The member has a history of failure, 

contraindication or reasons for intolerance to other treatments such as steroids (e.g., prednisone, 
methylprednisolone, prednisolone), immunosuppressive agents (e.g., azathioprine, cyclosporine, plasmapheresis, 
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rituximab) or splenectomy OR 

4. Chronic inflammatory demyelinating polyneuropathy (CIDP): Diagnosis is confirmed by electrodiagnostic testing 
showing evidence of motor nerves and sensory conduction abnormalities OR 

5. Dermatomyositis (off-label supported by Drugdex) (FDA-indicated for Octagam): The member has a history of 
failure, contraindication or reasons for intolerance to corticosteroids (e.g., prednisone, prednisolone, 
methylprednisolone) OR  

6. LEMS (off-label supported by AHFS): The member has a history of failure, contraindication or reasons for 
intolerance to other treatments such as plasma exchange, pyridostigmine, amifampridine, corticosteroids (e.g., 
prednisone, prednisolone) or immunosuppressants (e.g., azathioprine, cyclosporine, mycophenolate) (Note: 
amifampridine [Firdapse] is FDA-indicated for LEMS and PA is required under Medi-Cal Rx) OR  

7. Myasthenia gravis (off-label supported by Drugdex): The member has a history of failure, contraindication or 
reasons for intolerance to other treatments such as plasmapheresis, pyridostigmine, azathioprine, cyclosporine, 
mycophenolate mofetil, tacrolimus, rituximab or corticosteroids (e.g., prednisone, prednisolone, 
methylprednisolone) OR  

8. Pemphigus (off-label supported by Drugdex): The member has a history of failure, contraindication or reasons for 
intolerance to other treatments such as immunosuppressive agents (e.g., azathioprine, cyclophosphamide), 
corticosteroids (e.g., prednisone, prednisolone, methylprednisolone) or plasmapheresis OR  

9. Polymyositis (off-label supported by Drugdex): The member has a history of failure, contraindication or reasons for 
intolerance to other treatments such as corticosteroids (e.g., prednisone, prednisolone, methylprednisolone), 
azathioprine, cyclosporine, methotrexate, tacrolimus, mycophenolate, rituximab or cyclophosphamide OR  

10. Stiff-person syndrome (off-label supported by Drugdex): The member has a history of failure, contraindication or 
reasons for intolerance to other treatments such as benzodiazepines (e.g., diazepam) or muscle relaxants (e.g., 
baclofen) OR  

11. Systemic lupus erythematosus (off-label supported by Drugdex): The member has a history of failure, 
contraindication or reasons for intolerance to other treatments such as corticosteroids (e.g., prednisone, 
prednisolone, methylprednisolone) or immunosuppressive agents (e.g., hydroxychloroquine, cyclophosphamide, 
azathioprine) OR 

12. RRMS (off-label supported by Drugdex): The member has a history of failure, contraindication or reasons for 
intolerance to TWO or more multiple sclerosis (MS) treatments such as Avonex, Betaseron, Extavia, Mayzent, Rebif, 
Plegridy, glatiramer/glatopa (generic for Copaxone), Tecfidera, Tysabri, Gilenya or Aubagio OR 

13. BK viremia in post-kidney transplant (off-label based on peer-reviewed literature) AND meets ALL of the following 
(a–c): 
a. Member has refractory BK viremia (e.g., persistent viral titers despite reduced immunosuppression)  
b. Documentation provided showing detectable BK viral load 
c. The requested dose does not exceed 2 g/kg per treatment course 

 
 
Continuation of Therapy  
Refer to reauthorization criteria in Table 1 below. 
 
Table 1 – Duration of Approval 

Indication Frequency/Duration  
May be given no more frequently than: Reauthorization Criteria/Duration  

Replacement Therapy - Immunodeficiency  
Primary humoral immunodeficiency 
disease (PID)  

One dose every three to four weeks x 12 months  Documented current 
immunoglobulin G (IgG) levels that 
are in the low to normal range and 
evidence of clinical improvement, 

Hematologic 
malignancy-
related  

B-cell CLL, B-cell 
lymphoma (off-label), 
B-cell ALL (off-label) 

400–500 mg/kg every three to four weeks x 12 
months  
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Indication Frequency/Duration  
May be given no more frequently than: Reauthorization Criteria/Duration  

post-hematopoietic 
stem cell transplant 
(HSCT) (off-label) 

(0–100 days after HSCT) 
• 500 mg/kg/week x four weeks 
(> 100 days after HSCT) 
• 500 mg/kg every three to four weeks x 12 

months 

such as decreased occurrence of 
infections, x 12 months  
 
For <100 days after HSCT: Routine 
intravenous immunoglobulin (IVIG) is 
not recommended within the first 
100 days after HSCT. Approve x four 
weeks if the above reauthorization 
criteria is met. 

multiple myeloma 
(off-label) 

400–500 mg/kg every four weeks x 12 months  

Hematologic disorders (immune-mediated)  
AIHA (off-label) One dose per month x six months  

• 0.2 to 0.4 g/kg daily for five days 
• 1 g/kg for five to seven days (average dose of 5 

g/kg) 
• 0.45 g/kg IV daily for five days followed by a 

single dose 0.1–0.2 g/kg IV monthly 

Documented initial response and 
recurrence of clinically significant, 
symptomatic anemia x 12 months  

ITP (acute)  Up to four treatments (tx) (authorization is for up 
to a six-month window) 

May reauthorize x three months; if 
immune thrombocytopenia (ITP) 
duration is greater than six months, 
may reauthorize under chronic ITP  

ITP (chronic)  One tx per month x six months.  Authorization x six months. 
Documented initial response to IVIG 
and:  
- Continued thrombocytopenia, 
defined as a platelet count of 
<20,000 OR less than 30,000 cells/m3 
and clinically significant bleeding OR  
- Patient is scheduled for an invasive 
procedure with a high risk of 
bleeding.  

Thrombocytopenia in pregnancy (off-
label) 

1–2 g/kg IV weekly until the estimated date of 
delivery.  

May reauthorize under chronic ITP  

Neuroimmunologic disorders  

Acute inflammatory demyelinating 
polyneuropathy (including GBS) (off-
label) 

One tx per month x six months 
• 400 mg/kg IV daily for five days 
• 1 g/kg IV daily for two days 
• 2 g/kg IV as a single dose 

Documented functional improvement 
x 12 months 

CIDP  One tx every three weeks x six months  Documented functional improvement 
x 12 months  

Dermatomyositis, refractory (off-
label) 
(FDA-indicated for Octagam) 

One tx per month x six months.  
• 2 g/kg IV every four weeks 
• 400 mg/kg IV daily for five days 

Documented improvement in muscle 
strength and/or decreased creatine 
phosphokinase (CPK) levels x 12 
months  

Lambert-Eaton myasthenic 
syndrome (off-label)  

2 g/kg IV (divided in two daily doses) per month x 
six months  

Documented improvement in muscle 
function/strength x 12 months  

Multifocal motor neuropathy (MMN)  One tx per month x six months.  Documented improvement in muscle 
function/strength x 12 months 

Myasthenia gravis (acute and 
chronic) (off-label) 

One tx per month x six months.  
• 2 g/kg IV divided over two days 

Documented improvement in muscle 
function/strength x 12 months 
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Indication Frequency/Duration  
May be given no more frequently than: Reauthorization Criteria/Duration  

• 400 mg/kg/day IV for three days (total 1.2g/kg) 
or five days (total 2 g/kg) 

• 1 g/kg IV for one to two days (up to total 2 g/kg) 
Paraneoplastic syndrome (off-label) One tx per month x six months. 

• 2 g/kg IV over five days 
• 400 mg/kg IV as a single dose 

Documented functional improvement 
x 12 months  

Polymyositis (off-label) One tx per month x six months. 
• 400 mg/kg IV daily for five days 
• 1 g/kg IV daily for two days 

Documented improvement in muscle 
strength and/or decreased CPK levels 
x 12 months  

Pemphigoid, refractory (off-label) One tx per month x six months. 
• 2 g/kg IV over two to five days 
•  400 mg/kg/day IV for five days 

Documented improvement x six 
months 

Stiff-Person syndrome (off-label) One tx per month x six months. 
• 2 g/kg IV divided over two days 
• 0.4 g/kg IV daily for five days 

Documented functional improvement 
up to 12 months. 

Systematic lupus erythematosus (off-
label) 

One tx per month x six months.  
• 0.4 g/kg daily for five days 

Documented improvement in muscle 
strength, skin rash or decreased CPK 
levels up to 12 months. 

Transplant (solid organ)  
Prevention of acute rejection (pre- 
and perioperative) (off-label) 

Up to four doses pretransplant, then one dose 
weekly for four weeks post-transplant. 
• (Heart transplant): (given w/plasmapheresis): 0.1 

g/kg after each cycle and 2 g/kg over two days 
after the final cycle; (given w/o plasmapheresis): 
2 g/kg over two days every two to four weeks 

• (Kidney transplant): 2 g/kg IV every month OR 
100 mg/kg after reach plasmapheresis session 
for one to five sessions 

• Dosage: 2 g/kg IV divided over two days every 
two to four weeks has been used  

• Dosage: 2–3 g/kg IV divided over four days has 
been used  

• Dosage: 100 mg/kg IV either every two to four 
weeks has been used  

• Dosage: 20 g of 10% immune globulin IV has 
been used 

• Dosage: 150 g of 10% immune globulin IV divided 
over three rounds every four weeks has been 
used  

Further authorization may be 
considered under “Treatment of Ab-
mediated rejection”  

Treatment of antibody (Ab)-
mediated (humoral) rejection (off-
label) 

• (Heart transplant): 0.1 to 1 g/kg IV one to three 
times per week for one to four weeks (often 
given after each plasmapheresis)  

• (Lung transplant): 0.5 to 1 g/kg/dose IV 
• (Liver transplant): 0.1 to 0.5 g/kg IV periodically 

with plasma exchange for minimum of five 
sessions, OR 0.1 g/kg IV after reaching plasma 
exchange for total dose of 1-2 g/kg OR 1-2 g/kg 
IV total dose 

Documented improvement from 
previous course and confirmation of 
another episode of rejection; one 
dose.  
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Indication Frequency/Duration  
May be given no more frequently than: Reauthorization Criteria/Duration  

• (Renal transplant): 0.5 to 2 g/kg IV total dose 
• Up to 2 g/kg total dose 

Other Miscellaneous disorders  
BK viremia in post-kidney transplant 
(off-label) 

Up to 2 g/kg per treatment course Updated BK viral load still detected 
based on lab range; x treatment 
course 

 
Kawasaki syndrome  (off-label dosing): 

• 2 g/kg IV within 10 days of illness onset. Second 
dose may be given at least 36 hours after the end 
of the first infusion (authorization is up to a two-
week window)  

No reauthorization  

Relapsing remitting multiple 
sclerosis (RRMS) (off-label) 

One dose per month x six months. 
• 1 g/kg IV monthly 
• 2 g/kg IV divided over three days with 0.2 g/kg IV 

monthly after 
• 0.15 to 0.2 g/kg IV monthly 
• 0.4 g/kg IV daily for five days (loading dose), then 

0.4 g/kg every six weeks 
• 0.4 g/kg IV daily for five days, then repeated 

every two months 
• 0.8 g/kg IV daily x two days 

Documented improvement x 12 
months 

PANS/PANDAS (off-label) One dose per month x six months. 
• Up to 2 gm/kg IV monthly (can be divided over 

two or more days)  

Documented improvement x 12 
months 

 
OTHER INFORMATION: 

HCPCS Description Brand name 
Intravenous Immune Globulin Injections 
J1459 Injection, immune globulin, (privigen), nonlyophilized (e.g., liquid), 500 mg Privigen (IV) 
J1552 Injection, immune globulin (alyglo), 500 mg Alyglo (IV) 
J1554 Injection, immune globulin (asceniv), 500 mg Asceniv (IV) 
J1556 Injection, immune globulin, (bivigam), 500 mg Bivigam (IV) 
J1557 Injection, immune globulin, (gammaplex), nonlyophilized (e.g., liquid), 500 mg Gammaplex (IV) 
J1561 Injection, immune globulin, (gamunex/ c/Gammaked), nonlyophilized (e.g., 

liquid), 500 mg 
Gammaked; (IV/SQ) 
Gamunex-C (IV/SQ) 

J1566 Injection, immune globulin, lyophilized (e.g., powder), not otherwise specified, 
500 mg 

Gammagard S/D 
(IV/SQ) 

J1568 Injection, immune globulin, (octagam), nonlyophilized (e.g., liquid), 500 mg Octagam (IV) 
J1569 Injection, immune globulin, (gammagard liquid), nonlyophilized (e.g., liquid), 500 

mg Gammagard (IV/SQ) 

J1572 Injection, immune globulin, (Flebogamma/Flebogamma DIF), intravenous, 
nonlyophilized (e.g. liquid), 500 mg 

Flebogamma, (IV) 
Flebogamma DIF (IV) 

J1576 Injection, immune globulin (Panzyga), intravenous, nonlyophilized (e.g., liquid), 
500 mg Panzyga (IV) 

J1553 Injection, immune globulin (yimmugo), 100 mg Yimmugo (IV) 
J1577 Injection, immune globulin (qivigy), 100 mg Qivigy (IV)  
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Intramuscular or Subcutaneous Immune Injections 
J1460 Injection, gamma globulin, intramuscular 1 cc  GamaSTAN S/D (IM) 
J1560 Injection, gamma globulin, intramuscular over 10 cc  GamaSTAN S/D (IM) 
J1551 Injection, immune globulin (cutaquig), 100 mg  Cutaquig (SQ) 
J1555 Injection, immune globulin (cuvitru), 100 mg  Cuvitru (SQ) 
J1558 Injection, immune globulin (xembify), 100 mg  Xembify (SQ) 
J1559 Injection, immune globulin, (hizentra), 100 mg  Hizentra (SQ) 
J1575 Injection, immune globulin/hyaluronidase, (hyqvia), 100 mg immunoglobulin  Hyqvia (SQ)  
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