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Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include 

documentation of continuation of care on the TAR request, if member is not new to treatment. 

 

PA Criteria Criteria Details 

Covered Uses For the treatment of confirmed Alzheimer's Disease (AD) with mild cognitive 

impairment or mild dementia stage of disease 

Exclusion 

Criteria 
Member with disease that has advanced beyond mild stage of AD 

Required 

Medical 

Information 

 
See next page 

Age 

Restrictions 
50 years and older 

Prescriber 

Restrictions 
Neurologist 

Coverage 

Duration 

Initial & renewals during dose titration: 2 months duration (2 doses of infusion) per TAR 

with repeat MRI (each dose increase at 2 month intervals requires a TAR) 

 

Maintenance: 6 months per TAR renewal  

Other Criteria  

Medical billing information: 

 

HCPCS Description Billed as 

J3590 Unclassified biologicals: 

Aduhelm, 100 mg/ml SDV 

(170 mg & 300 mg vials) 

NDC 64406-101-01:  

170 mg/1.7 mL 

 

NDC 64406-102-02:  

300 mg/3 mL 

 

 

 

 

Indication  Dosing Regimen 

Alzheimer’s 

Disease  

Initial dose should be titrated up as shown below: 

 

IV infusion 

(every 4 weeks) 

Dosage (administered over 

approximately 1 hour) 

Infusion 1 & 2 1 mg/kg 

Infusion 3 & 4  3 mg/kg 

Infusion 5 & 6  6 mg/kg 

Infusion 7 & beyond  10 mg/kg 
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Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include 

documentation of continuation of care on the TAR request, if member is not new to treatment. 

 

PA Criteria Criteria Details 

Required 

Medical  

Information  

 

 Initial Approval Criteria (Must meet all): 

 Specialist's clinic notes from in-person evaluation (telehealth/virtual visits not 

acceptable for criteria when establishing diagnosis and staging the illness) 

 

 Confirmed diagnosis of Alzheimer’s disease 

o Documentation of diagnostic workup which demonstrates other causes of 

dementia have been ruled out, such as: 

 Parkinson’s disease, vascular dementia, Lewy Body dementia (DLB), 

frontotemporal dementia (FTD), etc. 

 Specific alternative neurodegenerative disease or causative factors 

(e.g., cerebrovascular disease, cobalamin (Vitamin B12) deficiency, 

syphilis, thyroid disease) 

o Must provide documentation of positron emission tomography (PET) scan 

 

 Based on the National Institute on Aging and the Alzheimer's Association (NIA- 

AA) criteria, the patient must have a diagnosis of mild cognitive impairment (MCI) 

consistent with Stage 3 and Stage 4 Alzheimer's disease (AD) demonstrated by all of 

the following validated scales 

o MMSE: 24-30 

o CDR-GS: 0.5 

o Repeatable Battery for Assessment of Neuropsychological Status (RBANS) 

delayed memory index score ≤ 85 

 

 ALL of the following MUST be documented: 

o Member is NOT currently taking an anticoagulant or antiplatelet agent 

(unless aspirin 325 mg/day or less for prophylactic) 

o Member must NOT have brain hemorrhage, bleeding disorder, or 

cerebrovascular abnormalities 

o Member must NOT have history of transient ischemic attack (TIA), stroke or 

unexplained loss of consciousness within the previous year 

o Member must NOT have history of clinically unstable psychiatric illness in 

the past 6 months 

o Member must NOT have history of alcohol or substance abuse in the past 

year 

o Member must NOT have history of unstable angina, myocardial infarction, 

advanced chronic heart failure or clinically significant conduction 

abnormalities within the past year 

o Member must NOT have contraindications to MRI or PET scans 

 

 Must provide baseline brain magnetic resonance imaging (MRI) dated within 12 

months prior to request and MRI must documents all of the following: 

o No localized superficial siderosis 

o Less than 10 brain micro-hemorrhages 

o No brain hemorrhage greater than 1cm within the past year 

 

 Member weight must be included 

 

 The requested dose and frequency must be in accordance with FDA-approved 

labeling and must not exceed dosing guidelines 
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Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include 

documentation of continuation of care on the TAR request, if member is not new to treatment. 

 

PA Criteria Criteria Details 
Required 

Medical 

Information 

  

 Renewal during the 1st 6 months treatment initiation. Must meet ALL: 

 Member continues to meet the above criteria 

 Include all MRI reports from scans completed after treatment initiation. 

 Member has not had adverse effects/toxicity from the drug such as amyloid 

related imaging abnormalities (ARIA): 

o ARIA-edema (ARIA-E) 

o ARIA-hemosiderin deposition (ARIA-H) 

 Member has not progressed to moderate or severe AD 

 
Maintenance (must meet ALL) 

 Provider’s attestation that the potential benefit outweighs known risks 

 Prior to the 7th and 12th infusion, documentation of recent brain MRI showing 

one of the following: 

o Less than 10 new incident micro-hemorrhages 

o 2 or less focal areas of superficial siderosis; 

o Radiographic stabilization since baseline (i.e., no increase in size or number 
of ARIA-H) 

 If radiographic severe ARIA-H is observed, treatment may be continued 

with caution only after a clinical evaluation and a follow-up MRI 

demonstrates radiographic stabilization (i.e., no increase in size or number 

of ARIA-H). 

 Member must continue maintenance therapy at the recommended dosage 

per product labeling 
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Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include 

documentation of continuation of care on the TAR request, if member is not new to treatment. 

PA Criteria Criteria Details 

Covered Uses 1)  Case-Specific. 
2) FDA approved indications. 

3) Off-Label indications: 
a. The California Department of Health Care Services (DHCS) requires the 

Managed Care Plans (MCPs) and County Operated Health Systems 

(COHS) apply the following requirements to Off-Label use of 

medications: 

i. Per Title 22 CCR 51313(4), Authorization for unlabeled use of drugs 

shall not be granted unless the requested unlabeled use represents 

reasonable and current prescribing practices. The determination of 

reasonable and current prescribing practices shall be based on: 

1. Reference to current medical literature 
2. Consultation with provider organizations, academic and 

professional specialists. 

ii. Off-label use that is not approved by the FDA for the diagnosis in 

question is not coverable unless: 

1. FDA-approved alternatives have been medically ruled out 

(cannot be used in a particular situation for medical reasons 

such as allergy, serious drug interactions, previous adverse 

effects, or other contraindications). 

2. There are no FDA-approved alternatives and the 

medication requested is the least costly treatment that is 

demonstrated to be possibly effective in treatment of the 

diagnosed condition. 

b. Medically accepted off-label indications are defined using the following 

standard reference compendia, under the Centers for Medicare and 

Medicaid Services guidance: 

i. American Hospital Formulary Service-Drug Information (AHFS- 

DI) 

ii. Truven Health Analytics 
iii. Micromedex DrugDeX (DrugDex) 
iv. National Comprehensive Cancer Network (NCCN) Drugs and 

Biologics Compendium (as indicated by a category 1, 2A, or 2B) 
v. Wolters Kluwer Lexi-Drugs (Lexicomp®, Facts & Comparisons®, 

and UpToDate®) 

vi. Elsevier/Gold Standard Clinical Pharmacology 

vii. And/or positive results from two peer-reviewed published medical 
                                    studies. 

Exclusion 

Criteria 

 Uses without supporting evidence for the stated indication (experimental). 

Required 

Medical 

Information 

1) TARs must include an accurate diagnosis, as provided by the treating clinician, and 
include all relevant clinical documentation necessary to support medical justification 

(e.g. clinic notes, member-specific weight and body surface area, treatment history 

including prior regimen(s), lab reports, specialist consults, imaging reports, etc). 

 

2) TAR must include the amount of drug in metric weight (g, mg, mcg) &/or metric 

volume (ml, or # of vials if measured by each) to be administered at each dose and the 

number of doses necessary to complete treatment. For cyclically administered therapy, 

include the number of doses needed in a cycle, and the number of cycles 

       necessary to complete treatment. 

Age 

Restrictions 

None 

Prescriber 

Restrictions 

Prescribed by oncologist, heme-onc, or hematologist (or other relevant specialist with 
oncology scope of practice), or with specialist consult/recommendation. 
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Coverage 

Duration 

Case-dependent, based on patient-specific needs, package labeling &/or 

compendia/treatment guidelines. 

Other Criteria 1) Case-by-case reviews for antineoplastic agents will include consideration of: 

a. Availability of more cost-effective therapeutic alternatives 
b. Dose consolidation is being applied for oral agents to use the most cost- 

effective strength/pill (implementation of this is dependent on Medi-Cal Rx 

timeline; ie, will not include this bullet if carve-out is live Jan 1) 

c. Member-specific comorbidities, intolerances, allergies, or other risk 
factors which may be relative or absolute contraindications to preferred 

therapies. 

d. Previous treatments tried and failed. 

e. The manufacturer’s FDA approved package labeling &/or published 

clinical guidelines in regards to indications, administration, place in 

therapy (eg, 1st, 2nd, 3rd line), typical and maximum doses, study 

populations, pediatric use, recommended laboratory studies (either pre- 

treatment screening or post-treatment monitoring). 

2) Renewals: 

a. TAR renewals require clinical documentation that the patient is 

demonstrating a positive response to the requested therapy, as evidenced 

by: 

i.  An improvement in the condition being treated without adverse 
effects causing treatment interruption, or 

ii. The member has progressed more slowly than anticipated in the 

original prognosis 

b.  Renewal submissions must include most recent clinic visit notes, which 

show the current evaluation/assessment of the member’s disease and any 
treatment plan updates. 

3) Biosimilars: When a biosimilar product is available in the marketplace, the 

biosimilar product is preferred by PHC. TARs for the reference drug (ie, 
original patented brand product) must include: 

a.  Documentation of trial and failure with the biosimilar product, including 

the nature of the failure and how the use of the reference drug product 

would avoid likelihood of the same failure. OR 

b. The biosimilar has not been FDA approved for the same indication that 

original brand is indicated for. OR 

c. The facility providing the infusion has operational access limitations, such 
as limited by facility formulary or contracts and is unable to obtain the 

preferred biosimilar. 
i. Whenever possible, the TAR should include an estimate as to when 

biosimilars might be available to the provider, understanding that 

the reference drug will be authorized as an interim until the 
biosimilar is available. 
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Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include 

documentation of continuation of care on the TAR request, if member is not new to treatment. 

PA Criteria Criteria Details 

Covered Uses 1) Anemia in adults with beta (β) thalassemia who require regular RBC 

transfusions. 

2) Myelodysplastic syndromes with ring sideroblasts (MDS-RS) or 

Myelodysplastic/myeloproliferative neoplasm with ring sideroblasts 

and thrombocytosis (MDS/MPN-RS-T). 

Exclusion 

Criteria 
 Requests to treat anemia in which the cause of the anemia is not consistent with the 

FDA-approved indications (MDS-RS, MDS/MPN-RS-T, or β-thalassemia) 

 Non-transfusion dependent β-thalassemia 

 Deep vein thrombosis or stroke within the past 24 weeks prior to start of treatment 

 Pregnant or breastfeeding 

Required 

Medical 

Information 

 
For initial requests: 

1) Clinic notes to confirm the diagnosis with one of the following: 

 β–thalassemia 

 Myelodysplastic Syndrome with ring sideroblasts (MDS-RS) 

 Myelodysplastic/myeloproliferative neoplasm with ring sideroblasts and 

thrombocytosis (MDS/MPN-RS-T) 

2) Other causes of anemia (e.g. bleeding, vitamin deficiency, iron deficiency, acute 

leukemia) have been ruled out. 

3) Requirement for those with a confirmed diagnosis of β–thalassemia: 

 Transfusion records to showing member is transfusion dependent, as 

evidenced  by both of the following within the past 24 weeks: 

o Requires regular RBC transfusions with ≥ 6 units of packed red  

blood       . cells (PRBC) AND the member's transfusion-free periods  

have not exceeded 34 consecutive days. 

 Or, if transfusion records cannot be submitted, ferritin must be over  

1,000 ng/ ml. 

 

4) Requirements for those with a confirmed diagnosis of MDS-RS or MDS/MPN-RS 

 Documented lower risk disease as defined by one of the following: 

o Revised International Prognostic Scoring System (IPSS-R) -Very 
Low,  Low, Intermediate (Score 0 to ≤ 4.5) 

o IPSS - Low/Intermediate-1 (Score 0 to 1) 
o WHO-Based Prognostic Scoring System (WPSS) - Very Low, Low, 

Intermediate (Score 0 to 2) 

 Documentation of either: 

o Ring sideroblasts ≥ 15% OR 

o Ring sideroblasts ≥ 5% with an SF3B1 mutation 

 Non-responsive to or intolerant to erythropoiesis stimulating agents 

(ESA) or ESA is not indicated due to serum erythropoietin > 200 mU/mL 

 Patient requires at least 2 units of packed red blood cells (pRBCs) in the 
prior 8 weeks 

Age 

Restrictions 

18 years and older 

Prescriber 

Restrictions 

  Hematologist or Hematologist–Oncologist 

Coverage 

Duration 

Initial approval: 6 months 

 
Renewal: up to 12 months. 

Documentation requirement for renewal: 

 Decrease in transfusion burden after 3 maximally tolerated doses (9 weeks of 
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treatment). 

o Note: Treatment should be discontinued if there has not been a reduction   

in transfusion requirements per manufacturer’s recommendation. 

Other Criteria Medical Drug Billing: 

Dose limits & billing requirements (approved TAR is required): 

HCPCS Description Dosing 

 

 
 

J0896, 0.25 mg 

 

 
Luspatercept-aamt 

(Reblozyl) 

β-thalassemia: 

1 mg/kg SC q3weeks 

Max dose: 1.25 mg/kg q3weeks 

 
MDS-RS or MDS/MPN-RS-T: 

1 mg/kg SC q3weeks 

Max dose: 1.75 mg/kg q3weeks 

 

 
Recommended dosing adjustment based on hemoglobin (Hgb) level (per 

manufacturer package insert: 

 

1) Predose hemoglobin ≥11.5 g/dL (in the absence of transfusions): 

Interrupt luspatercept; resume when hemoglobin is ≤11 g/dL. 

 
2) Increase Hgb > 2 g/dl within 3 weeks (in absence of transfusions): 

 

 

 
Off-Label Requests: 

Requested dose and duration should be consistent with package labeling and/or 

nationally recognized treatment guidelines. 

Requests exceeding or deviating from the standard package labeling recommendations 

and/or nationally recognized treatment guidelines are considered off label and will be 

reviewed for medical necessity on a case-by-case basis. 

For further explanation of case-by-case review and off-label use, please see the Appendix 

A section of the PHC Medi-Cal Formulary in the PDF form at: 

http://www.partnershiphp.org/Providers/Pharmacy/Documents/Pharmacy%202021%20do

cuments/PHC_Medi-Cal_Formulary%202021.pdf 

 

 

 
 

β – Thalassemia 

Current Dose Reduce to x mg/kg once every 3 weeks 

1.25 mg/kg 1 mg/kg 

1 mg/kg 0.8 mg/kg 

0.8 mg/kg 0.6 mg/kg 

0.6 mg/kg Discontinue 

MDS-RS or MDS/MPN-RS-T 

Current Dose Reduce to x mg/kg once every 3 weeks 

1.75 mg/kg 1.33 mg/kg 

1.33 mg/kg 1 mg/kg 

1 mg/kg 0.8 mg/kg 

0.8 mg/kg 0.6 mg/kg 

0.6 mg/kg Discontinue 

       Partnership HealthPlan    of California                                                                                Effective January 1, 2022 
 

http://www.partnershiphp.org/
http://www.partnershiphp.org/Providers/Pharmacy/Documents/Pharmacy%202021%252


Eureka | Fairfield | Redding | Santa Rosa 

(707) 863-4100 | www.partnershiphp.org 

Requirements for Rituximab  
 (Rituxan)   

 

 

 Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include  

 documentation of continuation of care on the TAR request, if member is not new to treatment. 

PA Criteria Criteria Details 

Covered Uses FDA-approved indications: Non-Hodgkin Lymphoma (NHL), Chronic Lymphocytic 

Leukemia (CLL), Granulomatosis w/Polyangiitis (GPA)/Wegener’s Granulomatosis, 

Microscopic Polyangiitis (MPA), Rheumatoid Arthritis (RA), and Pemphigus vulgaris 

(PV). 

Additional accepted off-label uses (reviewed case-by-case), including, but not limited to: 

Antibody-mediated rejection in cardiac transplantation, auto-immune hemolytic anemia 

(refractory), Burkitt lymphoma, graft-versus-host disease (chronic, steroid- refractory), 

advanced Hodgkin lymphoma, immune thrombocytopenia (refractory), lupus nephritis 

(refractory), myasthenia gravis (refractory), posttransplant lymphoproliferative disorder, 

thrombotic thrombocytopenic purpura (acquired), 

Waldenström macroglobulinemia, multiple sclerosis. 

Exclusion 

Criteria 

  Positive for HBsAg or anti-HBc, without concurrent HBV therapy 

Required 

Medical 

Information 

All indications: 

1) Documented medical reason why a biosimilar rituximab product cannot be used, 

when FDA-approved for the same indications: 

a. Truxima: FDA approved for NHL, CLL, GPA, MPA, RA 

b. Ruxience & Riabni: FDA approved for NHL, CLL, GPA, MPA 

2) Member’s current BSA when dose is determined BSA (may omit for RA, PV, or 

other indications where dose is not dependent on BSA) 

3) Specialist’s clinic notes 

4) Previous treatments (including response, reasons for failure) 

5) Hepatitis B screening result 

6) Members who are positive for HBsAg or anti-HBc must be taking concurrent HBV 

treatment while receiving rituximab, and will be confirmed in pharmacy claim 

history. 

Non-Hodgkin Lymphoma (NHL) and Chronic Lymphocytic Leukemia (CLL): TARs 

are to include oncology clinic notes, with treatment plan, which show rituximab is 

medically necessary for treating an FDA-approved indication (shown below), or an off-

label oncology indication when supported by NCCN or other nationally recognized 

treatment standard (include reference materials with TAR for off-label use). 

NHL 

1) Relapsed or refractory, low grade or follicular, CD20-positive B-cell NHL (as a 

single agent) 

2) Previously untreated follicular, CD20-positive, B-cell NHL in combination with first 

line chemotherapy and, in patients achieving a complete or partial response to a 

rituximab product in combination with chemotherapy, as single-agent 

maintenance therapy 

3) Non-progressing (including stable disease), low-grade, CD20-positive, B-cell 

NHL as a single agent after first-line cyclophosphamide, vincristine, and 

prednisone (CVP) chemotherapy 

4) Previously untreated diffuse large B-cell, CD20-positive NHL in combination 

with cyclophosphamide, doxorubicin, vincristine, and prednisone (CHOP) or 

other anthracycline-based chemotherapy regimens 

CLL 

1) Previously untreated and previously treated CD20-positive CLL, in combination     

with fludarabine and cyclophosphamide (FC) 
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Granulomatosis w/Polyangiitis (GPA) (Wegener’s Granulomatosis) and 

Microscopic Polyangiitis (MPA): 

Induction of Remission: 

1) Documentation of organ-threatening or life-threatening disease, evidenced by at 

least one of the following: 

a. Active glomerulonephritis 

b. Pulmonary hemorrhage 

c. Cerebral vasculitis 

d. Progressive peripheral or cranial neuropathy 

e. Orbital pseudotumor 

f. Scleritis 

g. Gastrointestinal bleeding due to vasculitis 

h. Cardiac disease due to vasculitis (pericarditis, myocarditis) 

2) With non-organ-threatening, non-life-threatening disease, include the 

following with TAR submission: 

a. Documentation of trial and failure of (or contraindications to) 

glucocorticoids, methotrexate, and cyclophosphamide 

b. Rituximab therapy must be medically necessary due to moderate to 

severe morbidity 

Maintenance of GPA/MPA remission: 

1) May be requested for dosing at 4-6 month intervals; include specialists’ clinic 

notes with recent evaluation of member’s status and response to treatment. 

2) Maintenance dosing at more frequent “on demand” intervals: TAR must 

include positive ANCA titer and treatment history. 

3) Organ- or life-threatening remission maintenance: include maintenance 

treatment plan/duration 

4) Non-organ- and non-life-threatening disease maintenance: #1 & #2 above 

apply, and in addition, TAR must include documentation of trial and failure 

with oral methotrexate and cyclophosphamide, used in combination with 

corticosteroids (unless contraindicated). 

RA: 

1) Rheumatologist’s clinic notes, including: 

a. Confirmation of diagnosis of moderately- to severely-active rheumatoid 

arthritis, with supporting evidence, including: 

i. Lab reports relevant to diagnosis and disease activity 

ii. Imaging reports relevant to disease activity and joint damage 

iii. Disease activity score 

b. All previous treatments, including the dose, duration, and reason(s) for 

failure 

c. Coexisting diagnosis of a lymphoproliferative disorder, which meets 

criteria for use, OR 

d. TAR submission must include documentation of trial and failure (or 

contraindication) to at least 3 month trials of: 

i. At least one TNF-inhibitor: adalimumab, certolizumab pegol, 

etanercept, golimumab, or infliximab 

ii. At least one non-TNFi which is indicated for rheumatoid 

arthritis: 

1. T-Cell costimulatory inhibitor (abatacept) 

2. IL6 inhibitor (tocilizumab, sarilumab) 

3. JAK inhibitor (baricitinib, tofacitinib, upadacitinib) 

Pemphigus vulgaris: 

1) Diagnosis of moderate to severe pemphigus vulgaris, confirmed by biopsy, or 

2) Diagnosis of less-severe disease, confirmed by biopsy, but high-dose corticosteroids 

are contraindicated. 
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  Off-label indications: 

1) The requested unlabeled use must represent reasonable and current prescribing 

practices based on current medical literature, provider organizations, or academic 

& professional specialists. 

2) In addition, one of the following is required: 

a. Documentation of trial & failure (or contraindication) to on-label 

treatments, or 

b. There are no FDA-approved drug treatments for the diagnosis and 

the medication requested is the least costly treatment that has been 

demonstrated to be possibly effective in treating the diagnosed 

condition. 

Age 

Restrictions 

Age ≥ 18 yrs (unless prescribed or recommended by a pediatric specialist) 

Prescriber 

Restrictions 

Oncology treatment: Oncologist or Hematologist-Oncologist 

GPA, MPA: A specialist with experience in the treatment of GPA/MPA, such as: 

Nephrologist, Rheumatologist, Pulmonologist, Cardiologist, vascular surgeon, 

Immunologist, or ENT 

RA: Rheumatologist 

Pemphigus Vulgaris: Dermatologist, Rheumatologist or Ophthalmologist (if ocular 

involvement); Internists with experience treating pemphigus vulgaris. 

Off-Label indications: The diagnosis and treatment must be within the scope of the 

 treating physician’s board-certified specialty. 

Coverage 

Duration 

Oncology: Based on specific diagnosis and number of cycles indicated 

GPA/MPA, induction of remission: 6 months 

GPA/MPA, maintenance of remission: 12 months (renewable) 

RA: initial 6 mo; renewals 12 mo 

 PV: Initial (induction) - 1 time; Maintenance: 12 mo (2 doses, 6 mo apart) 

Other Criteria Renewals must show: 

1) Member continues to meet the initial approval criteria 

2) That there has been no unacceptable toxicity such as infusion-related reactions, 

progressive multifocal leukoencephalopathy, tumor lysis syndrome, severe 

mucocutaneous skin reactions, etc 

3) Members who are HBV positive are compliant with HBV treatment 

4) Infusion doses and frequency of administration have remained consistent with 

FDA-approved dose recommendations from the manufacturer or national 

treatment guidelines 

Medical drug claims (with an approved TAR):    

HPCPS 

 

Description IV Infusion Dosing (source: Rituxan package insert) 

J9312 

Injection, 

rituximab 10 

mg (Rituxan) 

                      NHL: 375 mg/m2 

CD20+, B-Cell NHL: 375 mg/m2 

B-cell NHL that is 

relapsed or refractory, 

low-grade or follicular 

Initial: Once weekly for 

4 or 8 doses 

Retreatment: 4 doses 

B-cell NHL that is 

previously untreated, 

follicular 

Given on day 1 of each 

chemotherapy cycle for up 

to 8 doses. 

Maintenance of B-cell NHL 

that is previously untreated, 

follicular, (following 8 

doses which has shown at 

least a partial response) 

375 mg/m2 

Given as a single agent 

following chemotherapy 

cycles, every 8 weeks for 

12 doses. 
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Other 

Criteria 

  

 

 

HPCPS 

 

Description IV Infusion Dosing (source: Rituxan package insert) 

J9312 Injection, 

rituximab 

10 mg 

(Rituxan) 

CD20+ NHL, continued: 375 mg/m2 

B-Cell NHL that is non- 

progressing, low-grade, 

after first-line CVP 

chemotherapy 

After completion of 6-8 cycles of 

CVP: 

Given as a single agent once 

weekly for 4 doses, repeated at 6-

month intervals until 16 doses. 

B-Cell NHL that is non- 

progressing, low-grade, 

after first-line CVP 

chemotherapy 

After completion of 6-8 cycles of 

CVP: 

Given as a single agent once 

weekly for 4 doses, repeated at 6-

month intervals until 16 doses. 

Diffuse Large B-Cell 

NHL (DLBC) 

Given on day 1 on each cycle for up 

to 8 infusions. 

NHL, in combination with ibritumomab tiuxetan 

(Zevalin, TAR required): 2 total rituximab doses 

Rituximab is given @ 250 mg/m2 on day 1, then repeated 

on day 7, 8 or 9. 

CLL, CD20+ 

Day prior to FC 

chemotherapy 

375 mg/m2, single dose 

Day 1 of cycles 2-6    

FC chemotherapy 

500 mg/m2 every 28 days 

GPA/MPA 

Induction for active 

disease 

375 mg/m2 once weekly for 4 weeks 

Following induction 

with a rituximab 

product 

Starting within 16-14 weeks of 

induction treatment: 

1) 500 mg (total, not per m2),   

repeat 2 weeks later 

2) 6 months later & every 6 mo. 

thereafter: 500 mg single dose. 

Following induction 

with an 

immunosuppressant 

other than rituximab 

Dosing as above, but initiated 

within 4 weeks of achieving 

disease control. 

Rheumatoid Arthritis 

Induction Two doses of 1,000 mg, separated by 2 

weeks 

Maintenance 1,000 mg every 16-24 weeks 

Pemphigus Vulgaris 

Induction Two doses of 1,000 mg, 

separated by 2 weeks 

Maintenance 500 mg at month 12, and every 6 

months thereafter 

Relapse 1,000 mg upon relapse (no 

sooner than 16 weeks from 

previous infusion) 

HL: 375 mg/m2 
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      Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include       

documentation of continuation of care on the TAR request, if member is not new to treatment. 

PA Criteria Criteria Details 

Covered Uses 1) Treatment of atypical hemolytic uremic syndrome (aHUS) to inhibit 
complement-mediated thrombotic microangiopathy. 

2) Treatment of refractory generalized myasthenia gravis (gMS) in adults who are anti-

acetylcholine receptor antibody-positive. 
3) Treatment of neuromyelitis optica spectrum disorder (NMOSD) in adults who are 

aquaporin-4-antibody positive. 
4) Treatment of paroxysmal nocturnal hemoglobinuria (PNH) to reduce hemolysis. 

Exclusion 

Criteria 

 Unresolved serious Neisseria meningitides infection 

 Treatment of Shiga toxin E. coli related hemolytic uremic syndrome 

Required 

Medical 

Information 

1) Requirements for all indications: 

 Appropriate labs to confirm diagnosis (e.g. Flow cytometry, CBC)

 Documentation of meningococcal vaccine given prior to therapy or will be 

given immediately after the first dose of the complement inhibitor along 

with antibiotic prophylaxis.

 Weight (if dosing is dependent on weight, kg, lb)

 documentation that Shiga toxin has been ruled out

2) Additional requirement for those with a confirmed diagnosis of aHUS OR 

PNH: 

 Trial and failure with ravulizumab-cwvz (Ultomiris)

3) Additional requirement for those with a confirmed diagnosis of gMS: 

 Trial and failure with pyridostigmine 

Age 

Restrictions 

aHUS: ≥ 2 months 

gMS, NMOSD, PNH: ≥ 18 years 

Prescriber 

Restrictions 

 PNH: Hematologist 

 aHUS: Nephrologist, Hematologist 

 gMS: Neurologist 

 NMOSD: Neurologist, Ophthalmologist 

Note: Prescribers must be enrolled in REMS 

Coverage 

Duration 

Initial TAR:  
Approved for 2 doses (14 days) with 1 refill for the first 28 days of treatment. 

 

Renewal TAR:  

Approved for 1 dose per fill for up to 6 months. 
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Other Criteria   Medical Drug Billing: 
Dose limits & billing requirements (approved TAR is required):    

HCPCS Description Dosing (Not including supplemental doses) 

J1300 Injection, 

Eculizumab     

10 mg, 

(Soliris) 

aHUS, gMS, NMOSD (≥ 18 yrs): 

 900 mg IV qwk x 4 doses, then 1,200 mg for 

the 5th dose on week 5, then 1,200 mg q2wks 

thereafter. 

 

aHUS (≥ 2 months): 

Weight Induction dose 

(qwk) 

Maintenance Dose 

≥ 40 kg 900 mg x 4 1,200 mg at week 5, 

then q2wks 

30 -39 kg 600 mg x 2 900 mg at week 3, 

then q2wks 

20–29 kg 600 mg x 2 600 mg at week 3, 

then q2wks 

10 -19 kg 600 mg x 1 300 mg at week 2, 

then q2wks 

5 -9 kg 300 mg x 1` 300 mg at week 2 then 

q3wks 

 

PNH: 

 600 mg IV qwk x 4 doses, then 900 mg for the 

5th   dose on week 5, then 900 mg q2wks 

thereafter. 

 

 Off-Label Requests: 

Requested dose and duration should be consistent with package labeling and/or nationally 

recognized treatment guidelines. 

Requests exceeding or deviating from the standard package labeling 

recommendations and/or nationally recognized treatment guidelines are considered off 

label and will be reviewed for medical necessity on a case-by-case basis. 

For further explanation of case-by-case review and off-label use, please see the Appendix 

A section of the PHC Medi-Cal Formulary in the PDF form at: 

http://www.partnershiphp.org/Providers/Pharmacy/Documents/Pharmacy%202021%20d

ocuments/PHC_Medi-Cal_Formulary%202021.pdf  
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      Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include   

documentation of continuation of care on the TAR request, if member is not new to treatment. 

PA Criteria Criteria Details 

Covered Uses (1) Treatment of atypical hemolytic uremic syndrome to inhibit complement-mediated 
thrombotic microangiopathy. 

(2) Treatment of paroxysmal nocturnal hemoglobinuria. 

Exclusion 

Criteria 

 Unresolved serious Neisseria meningitides infection 

 Treatment of Shiga toxin E. coli related hemolytic uremic syndrome 

Required 

Medical 

Information 

Requirements for all indications: 

 Appropriate labs to confirm diagnosis (e.g. Flow cytometry, CBC) 

 Documentation of meningococcal vaccine given prior to therapy or will be given 

immediately after the first dose of the complement inhibitor along with antibiotic 

prophylaxis. 

 Weight (kg, lb) 

 Documentation that Shiga toxin has been ruled out 

Age 

Restrictions 

aHUS: ≥ 1 months 

PNH: ≥ 18 years 

Prescriber 

Restrictions 

 aHUS: Nephrologist, Hematologist 

 PNH: Hematologist 

Note: Prescribers must be enrolled in REMS 

Coverage 

Duration 

Initial TAR: Approved for 1 loading doses (14 days). 

Maintenance/Renewal TAR: Approved for 1 dose per fill (8 weeks) for up to 6 months. 

Other 

Criteria  

Medical Drug Billing: 
Dose limits & billing requirements (approved TAR is required): 
HCPCS Description  Dosing  

J1303 Injection, 
Ravulizumab 10 
mg (Ultomiris) 

aHUS: 
Weight  Loading 

Dose 
Maintenance dose 
q4wks for wt <20 
kg (starts 14 days 
after loading dose) 

5 kg–9 kg 600 mg 300 mg  
10 kg-19 kg 600 mg  600 mg 
≥20 kg-30 kg 900 mg 2,100 mg  

≥30 kg-39 kg  1,200 mg  2,700 mg  

≥40 kg-59 kg  2,400 mg  3,000 mg  

≥60 kg-99 kg 2,700 ng  3,300 mg 

≥100 kg  3,000 mg  3,600 mg  

 
PNH: 
Weight  Loading 

Dose 
Maintenance dose 
q8wks (starts 14 
days after loading 
dose) 

≥40 kg-59 kg 2,400 mg  3,000 mg  
≥60 kg-99 kg  2,700 mg 3,300 mg 
≥100 kg  3,000 mg  3,600 mg  

 

 
  Off Label Requests: 

Requested dose and duration should be consistent with package labeling and/or nationally 

recognized treatment guidelines. 

Requests exceeding or deviating from the standard package labeling recommendations 

and/or nationally recognized treatment guidelines are considered off label and will be reviewed for 

medical necessity on a case-by-case basis. 

For further explanation of case-by-case review and off-label use, please see the Appendix A section 

of the PHC Medi-Cal Formulary in the PDF form at: 

http://www.partnershiphp.org/Providers/Pharmacy/Documents/Pharmacy%202021%2 

0documents/PHC_Medi-Cal_Formulary%202021.pdf 
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Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include 

documentation of continuation of care on the TAR request, if member is not new to treatment. 

PA Criteria Criteria Details 

Covered Uses FDA-approved indications: Non-Hodgkin Lymphoma (NHL), Chronic Lymphocytic 

Leukemia (CLL), Granulomatosis w/Polyangiitis (GPA)/Wegener’s Granulomatosis, 

Microscopic Polyangiitis (MPA), and Rheumatoid Arthritis (RA). 

FDA-approved for rituximab (Rituxan) & allowed off-label for rituximab-abbs 

(Truxima): Pemphigus vulgaris (PV). 

Additional accepted off-label uses (reviewed case-by-case), including, but not limited 

to: Antibody-mediated rejection in cardiac transplantation, auto-immune hemolytic 

anemia (refractory), Burkitt lymphoma, graft-versus-host disease (chronic, steroid-

refractory), advanced Hodgkin lymphoma, immune thrombocytopenia (refractory), 

lupus nephritis (refractory), myasthenia gravis (refractory), posttransplant 

lymphoproliferative disorder, thrombotic thrombocytopenic purpura (acquired), 

Waldenström macroglobulinemia, multiple sclerosis. 

Exclusion 

Criteria 

Positive for HBsAg or anti-HBc, without concurrent HBV therapy 

Required 

Medical 

Information 

  All indications: 

1) Specialist’s clinic notes 

2) Member’s current BSA when dose is determined BSA (may omit for RA, PV, or 

other indications where dose is not dependent on BSA) 

3) Previous treatments (including response, reasons for failure) 

4) Hepatitis B screening result 

5) Members who are positive for HBsAg or anti-HBc must be taking concurrent HBV 

treatment while receiving rituximab-abbs, and will be confirmed in pharmacy claim 

history. 

Non-Hodgkin Lymphoma (NHL) and Chronic Lymphocytic Leukemia (CLL): 

TARs are to include oncology clinic notes, with treatment plan, which show rituximab-

abbs is medically necessary for treating an FDA-approved indication (shown below), or an 

off- label oncology indication when supported by NCCN or other nationally recognized 

treatment standard (include reference materials with TAR for off-label use). 

NHL 

1) Relapsed or refractory, low grade or follicular, CD20-positive B-cell NHL (as a 

single agent) 

2) Previously untreated follicular, CD20-positive, B-cell NHL in combination with 

first line chemotherapy and, in patients achieving a complete or partial response to a 

rituximab product in combination with chemotherapy, as single-agent maintenance 

therapy 

3) Non-progressing (including stable disease), low-grade, CD20-positive, B-cell NHL 

as a single agent after first-line cyclophosphamide, vincristine, and prednisone (CVP) 

chemotherapy 

4) Previously untreated diffuse large B-cell, CD20-positive NHL in combination 

with cyclophosphamide, doxorubicin, vincristine, and prednisone (CHOP) or other 

anthracycline-based chemotherapy regimens 

CLL 

1) Previously untreated and previously treated CD20-positive CLL, in combination 

with fludarabine and cyclophosphamide (FC) 

Granulomatosis w/Polyangiitis (GPA) (Wegener’s Granulomatosis) and 

Microscopic Polyangiitis (MPA): 

Induction of Remission: 

1) Documentation of organ-threatening or life-threatening disease, evidenced by at 

least one of the following: 

a. Active glomerulonephritis 

b. Pulmonary hemorrhage 
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c.   Cerebral vasculitis 

d. Progressive peripheral or cranial neuropathy 

e. Orbital pseudotumor 

f. Scleritis 

g. Gastrointestinal bleeding due to vasculitis 

h. Cardiac disease due to vasculitis (pericarditis, myocarditis) 

1) With non-organ-threatening, non-life-threatening disease, include the 

following with TAR submission: 

a. Documentation of trial and failure of (or contraindications 

to)  glucocorticoids, methotrexate, and cyclophosphamide 

b. Rituximab therapy must be medically necessary due to moderate  

to severe morbidity 

Maintenance of GPA/MPA remission: 

1) May be requested for dosing at 4-6 month intervals; include specialists’ clinic 

notes with recent evaluation of member’s status and response to treatment. 

2) Maintenance dosing at more frequent “on demand” intervals: TAR must 

include positive ANCA titer and treatment history. 

3) Organ- or life-threatening remission maintenance: include maintenance 

treatment plan/duration 

4) Non-organ- and non-life-threatening disease maintenance: #1 & #2 above 

apply, and in addition, TAR must include documentation of trial and failure with 

oral methotrexate and cyclophosphamide, used in combination with 

corticosteroids (unless contraindicated). 

RA: 

Rheumatologist’s clinic notes, including: 

1) Confirmation of diagnosis of moderately- to severely-active rheumatoid 

arthritis, with supporting evidence, including: 

a. Lab reports relevant to diagnosis and disease activity 

b. Imaging reports relevant to disease activity and joint damage 

c. Disease activity score 

2) All previous treatments, including the dose, duration, and reason(s) for failure 

3) Coexisting diagnosis of a lymphoproliferative disorder, which meets criteria for 

use, OR 

4) TAR submission must include documentation of trial and failure 

(or contraindication) to at least 3 month trials of: 

a. At least one TNF-inhibitor: adalimumab, certolizumab pegol, etanercept, 

golimumab, or infliximab 

b. At least one non-TNFi which is indicated for rheumatoid arthritis: 

i. T-Cell costimulatory inhibitor (abatacept) 

ii. IL6 inhibitor (tocilizumab, sarilumab) 

iii. JAK inhibitor (baricitinib, tofacitinib, upadacitinib) 

Pemphigus vulgaris (accepted off-label for Truxima) 

1) Diagnosis of moderate to severe pemphigus vulgaris, confirmed by biopsy, or 

2) Diagnosis of less-severe disease, confirmed by biopsy, but high-dose 

corticosteroids are contraindicated. 

Other off-label indications: 

1) The requested unlabeled use must represent reasonable and current prescribing 

practices based on current medical literature, provider organizations, or academic 

& professional specialists. 

2) In addition, one of the following is required: 

a. Documentation of trial & failure (or contraindication) to on-label treatments, or 

b. There are no FDA-approved drug treatments for the diagnosis and the 

medication requested is the least costly treatment that has been demonstrated 

to be possibly effective in treating the diagnosed condition. 
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Age 

Restrictions 

Age ≥ 18 yrs (unless prescribed or recommended by a pediatric specialist) 

Prescriber 

Restrictions 

Oncology treatment: Oncologist or Hematologist-Oncologist 

GPA, MPA: A specialist with experience in the treatment of GPA/MPA, such as: 

Nephrologist, Rheumatologist, Pulmonologist, Cardiologist, vascular surgeon, 

Immunologist, or ENT 

RA: Rheumatologist 

PV: Dermatologist, Rheumatologist or Ophthalmologist (if ocular involvement); 

Internists with experience treating pemphigus vulgaris. 

Other Off-Label indications: The diagnosis and treatment must be within the scope of the 

treating physician’s board-certified specialty. 

Coverage 

Duration 

Oncology: Based on specific diagnosis and number of cycles indicated 

GPA/MPA, induction of remission: 6 months 

GPA/MPA, maintenance of remission: 12 months (renewable) 

RA: Initial 6 mo; renewals 12 mo 

PV: Initial (induction) - 1 time; Maintenance: 12 mo (2 doses, 6 mo apart) 

Other Criteria Renewals must show: 

1) Member continues to meet the initial approval criteria 

2) That there has been no unacceptable toxicity such as infusion-related reactions, 

progressive multifocal leukoencephalopathy, tumor lysis syndrome, severe 

mucocutaneous skin reactions, etc 

3) Members who are HBV positive are compliant with HBV treatment 

4) Infusion doses and frequency of administration have remained consistent with FDA- 

approved dose recommendations from the manufacturer or national treatment guidelines 

 

Medical drug claims (with an approved TAR): 

HCPCS Description  IV Infusion Dosing (source: Truxima package insert, 

unless otherwise noted) 

Q5115 Injection, 

rituximab-abbs, 

biosimilar 

(Truxima), 10 mg  

CD20+, B-Cell NHL: 375 mg/m2 

B-cell NHL that is 

relapsed or refractory, 

low-grade or follicular 

Initial: Once weekly for  

4 or 8 doses 

Retreatment: 4 doses 

B-cell NHL that is 

previously untreated, 

follicular 

Given on day 1 of each 

chemotherapy cycle for up 

to 8 doses. 

Maintenance of B-cell 

NHL that is previously 

untreated, follicular, 

(following 8 doses 

which has shown at 

least a partial response) 

375 mg/m2 

Given as a single agent 

Following chemotherapy 

cycles, every 8 weeks for 

12 doses. 

B-Cell NHL that is 

non-progressing, 

low-grade, after first-

line CVP 

chemotherapy 

After completion of 6-8 

cycles of CVP: 

Given as a single agent 

once weekly for 4 

doses, repeated at 6- 

month intervals until 16 

doses. 

Diffuse Large B-Cell 

NHL (DLBC) 

Given on day 1 on each 

cycle for up to 8 

infusions. 

NHL, in combination with ibritumomab tiuxetan 

(Zevalin, TAR required): 2 total rituximab-abbs 

doses 

Rituximab-abbs is given @ 250 mg/m2 on day 1, then 

repeated on day 7, 8 or 9. 
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Other Criteria Medical drug claims (with an approved TAR): 

HCPCS Description  IV Infusion Dosing (source: Truxima package insert, 

unless otherwise noted) 

Q5115 Injection, 

rituximab-abbs, 

biosimilar 

(Truxima), 10 mg  

CLL, CD20+ 

Day prior to FC 

chemotherapy 

375 mg/m2, single dose 

Day 1 of cycles 2-6 FC 

chemotherapy 

500 mg/m2 every 28 days 

GPA/MPA 

Induction for active 

disease 

375 mg/m2 once weekly 

for 4 weeks 

Following induction 

with any rituximab 

product 

Starting within 16-14 

weeks of induction 

treatment: 

1) 500 mg (total, not per 

     m2), repeat 2 weeks 

     later 

2) 6 months later & every  

6 mo. thereafter: 500 

mg single dose. 

Following induction 

with an immuno-

suppressant other than 

rituximab/biosimilar 

Dosing as above, but 

initiated within 4 weeks of 

achieving disease control. 

Rheumatoid Arthritis 

Induction Two doses of 1,000 mg, 

separated by 2 weeks 

Maintenance 1,000 mg every 16-24 

weeks 

Pemphigus Vulgaris (off-label for Truxima; per 

Rituxan package insert) 

Induction  Two doses of 1,000 mg, 

separated by 2 weeks 

Maintenance  500 mg at month 12, and 

every 6 months thereafter 

Relapse  1,000 mg upon relapse 

(no sooner than 16 weeks 

from previous infusion) 
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Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include 

documentation of continuation of care on the TAR request, if member is not new to treatment. 

PA Criteria Criteria Details 
Covered Uses FDA-approved indications: Non-Hodgkin Lymphoma (NHL), Chronic Lymphocytic 

Leukemia (CLL), Granulomatosis w/Polyangiitis (GPA)/Wegener’s Granulomatosis, and 

Microscopic Polyangiitis (MPA). 

 

FDA-approved for rituximab (Rituxan) & allowed off-label for rituximab-arrx (Riabni) and 

rituximab-pvvr (Ruxience): Rheumatoid arthritis (RA) and Pemphigus vulgaris (PV). 

 

Additional accepted off-label uses (reviewed case-by-case), including, but not limited to: 

Antibody-mediated rejection in cardiac transplantation, auto-immune hemolytic anemia 

(refractory), Burkitt lymphoma, graft-versus-host disease (chronic, steroid-refractory), 

advanced Hodgkin lymphoma, immune thrombocytopenia (refractory), lupus nephritis 

(refractory), myasthenia gravis (refractory), posttransplant lymphoproliferative disorder, 

thrombotic thrombocytopenic purpura (acquired), Waldenström macroglobulinemia, 

multiple sclerosis. 

Exclusion 

Criteria 

 Positive for HBsAg or anti-HBc, without concurrent HBV therapy 

Required 

Medical 

Information 

    All indications: 

1) Specialist’s clinic note 

2) Member’s current BSA when dose is determined BSA (may omit for RA, PV, or other 

indications where dose is not dependent on BSA) 

3) Previous treatments (including response, reasons for failure) 

4) Hepatitis B screening result 

5) Members who are positive for HBsAg or anti-HBc must be taking concurrent HBV 

treatment while receiving rituximab-abbs, and will be confirmed in pharmacy claim 

history. 

Non-Hodgkin Lymphoma (NHL) and Chronic Lymphocytic Leukemia (CLL): 

TARs are to include oncology clinic notes, with treatment plan, which show rituximab-

abbs is medically necessary for treating an FDA-approved indication (shown below), or 

an off- label oncology indication when supported by NCCN or other nationally 

recognized treatment standard (include reference materials with TAR for off-label use). 

NHL 

1) Relapsed or refractory, low grade or follicular, CD20-positive B-cell NHL (as a 

single agent) 

2) Previously untreated follicular, CD20-positive, B-cell NHL in combination with 

first line chemotherapy and, in patients achieving a complete or partial response to 

a rituximab product in combination with chemotherapy, as single-agent 

maintenance therapy 

3) Non-progressing (including stable disease), low-grade, CD20-positive, B-cell NHL 

as a single agent after first-line cyclophosphamide, vincristine, and prednisone 

(CVP) chemotherapy 

4) Previously untreated diffuse large B-cell, CD20-positive NHL in combination 

with cyclophosphamide, doxorubicin, vincristine, and prednisone (CHOP) or 

other anthracycline-based chemotherapy regimens 

CLL 

2) Previously untreated and previously treated CD20-positive CLL, in combination 

with fludarabine and cyclophosphamide (FC) 

Granulomatosis w/Polyangiitis (GPA) (Wegener’s Granulomatosis) and 

Microscopic Polyangiitis (MPA): 

Induction of Remission: 

1) Documentation of organ-threatening or life-threatening disease, evidenced by at 

least one of the following: 

a. Active glomerulonephritis 

b. Pulmonary hemorrhage 
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c.   Cerebral vasculitis 

d. Progressive peripheral or cranial neuropathy 

e. Orbital pseudotumor 

f. Scleritis 

g. Gastrointestinal bleeding due to vasculitis 

h. Cardiac disease due to vasculitis (pericarditis, myocarditis) 

2) With non-organ-threatening, non-life-threatening disease, include the 

following with TAR submission: 

a. Documentation of trial and failure of (or contraindications 

to)  glucocorticoids, methotrexate, and cyclophosphamide 

b. Rituximab therapy must be medically necessary due to moderate  

to severe morbidity 

Maintenance of GPA/MPA remission: 

1) May be requested for dosing at 4-6 month intervals; include specialists’ clinic 

notes with recent evaluation of member’s status and response to treatment. 

2) Maintenance dosing at more frequent “on demand” intervals: TAR must 

include positive ANCA titer and treatment history. 

3) Organ- or life-threatening remission maintenance: include maintenance 

treatment plan/duration 

4) Non-organ- and non-life-threatening disease maintenance: #1 & #2 above 

apply, and in addition, TAR must include documentation of trial and failure 

with oral methotrexate and cyclophosphamide, used in combination with 

corticosteroids (unless contraindicated). 

RA (accepted off-label for Ruxience & Riabni): 

Rheumatologist’s clinic notes, including: 

1) Confirmation of diagnosis of moderately- to severely-active rheumatoid 

arthritis, with supporting evidence, including: 

a. Lab reports relevant to diagnosis and disease activity 

b. Imaging reports relevant to disease activity and joint damage 

c. Disease activity score 

2) All previous treatments, including the dose, duration, and reason(s) for failure 

3) Coexisting diagnosis of a lymphoproliferative disorder, which meets criteria for 

use, OR 

4) TAR submission must include documentation of trial and failure 

(or contraindication) to at least 3 month trials of: 

a. At least one TNF-inhibitor: adalimumab, certolizumab pegol, 

etanercept, golimumab, or infliximab 

b. At least one non-TNFi which is indicated for rheumatoid arthritis: 

i. T-Cell costimulatory inhibitor (abatacept) 

ii. IL6 inhibitor (tocilizumab, sarilumab) 

iii. JAK inhibitor (baricitinib, tofacitinib, upadacitinib) 

Pemphigus vulgaris (accepted off-label for Ruxience & Riabni): 

1) Diagnosis of moderate to severe pemphigus vulgaris, confirmed by biopsy, or 

2) Diagnosis of less-severe disease, confirmed by biopsy, but high-dose 

corticosteroids are contraindicated. 

Other off-label indications: 

1) The requested unlabeled use must represent reasonable and current prescribing 

practices based on current medical literature, provider organizations, or academic 

& professional specialists. 

2) In addition, one of the following is required: 

a. Documentation of trial & failure (or contraindication) to on-label treatments, or 

b. There are no FDA-approved drug treatments for the diagnosis and the 

medication requested is the least costly treatment that has been demonstrated 

to be possibly effective in treating the diagnosed condition. 
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Age 

Restrictions 

Ps: ≥ 6 years 

AS, nr-AxSpA, PsA: ≥ 18 years 

Prescriber 

Restrictions 

Oncology treatment: Oncologist or Hematologist-Oncologist 

GPA, MPA: A specialist with experience in the treatment of GPA/MPA, such as: 

Nephrologist, Rheumatologist, Pulmonologist, Cardiologist, vascular surgeon, 

Immunologist, or ENT 

RA: Rheumatologist 

PV: Dermatologist, Rheumatologist or Ophthalmologist (if ocular involvement); 

Internists with experience treating pemphigus vulgaris. 

Other Off-Label indications: The diagnosis and treatment must be within the scope of the 

treating physician’s board-certified specialty. 

Coverage 

Duration 

Oncology: Based on specific diagnosis and number of cycles indicated 

GPA/MPA, induction of remission: 6 months 

GPA/MPA, maintenance of remission: 12 months (renewable) 

RA: Initial 6 mo; renewals 12 mo 

PV: Initial (induction) - 1 time; Maintenance: 12 mo (2 doses, 6 mo apart) 

Other Criteria Renewals must show: 

1) Member continues to meet the initial approval criteria 

2) That there has been no unacceptable toxicity such as infusion-related reactions, 

progressive multifocal leukoencephalopathy, tumor lysis syndrome, severe 

mucocutaneous skin reactions, etc 

3) Members who are HBV positive are compliant with HBV treatment 

4) Infusion doses and frequency of administration have remained consistent with FDA- 

approved dose recommendations from the manufacturer or national treatment 

guidelines 

 

Medical drug claims (with an approved TAR): 

HCPCS Description  IV Infusion Dosing (source: Truxima package insert, 

unless otherwise noted) 

Q5119 

or 

Q5123 

Injection, 

rituximab-pvvr, 

biosimilar 

(Ruxience), 10 mg  

or 

Injection, 

rituximab-arrx 

biosimilar 

(Riabni), 10 mg  

CD20+, B-Cell NHL: 375 mg/m2 

B-cell NHL that is 

relapsed or refractory, 

low-grade or follicular 

Initial: Once weekly for  

4 or 8 doses 

Retreatment: 4 doses 

B-cell NHL that is 

previously untreated, 

follicular 

Given on day 1 of each 

chemotherapy cycle for up 

to 8 doses. 

Maintenance of B-cell 

NHL that is previously 

untreated, follicular, 

(following 8 doses 

which has shown at 

least a partial response) 

375 mg/m2 

Given as a single agent 

Following chemotherapy 

cycles, every 8 weeks for 

12 doses. 

B-Cell NHL that is 

non-progressing, 

low-grade, after first-

line CVP 

chemotherapy 

After completion of 6-8 

cycles of CVP: 

Given as a single agent 

once weekly for 4 

doses, repeated at 6- 

month intervals until 16 

doses. 

Diffuse Large B-Cell 

NHL (DLBC) 

Given on day 1 on each 

cycle for up to 8 

infusions. 

NHL, in combination with ibritumomab tiuxetan 

(Zevalin, TAR required): 2 total rituximab-abbs 

doses 

Rituximab-abbs is given @ 250 mg/m2 on day 1, then 

repeated on day 7, 8 or 9. 
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Requirements for Rituximab-arrx (Riabni) 
and Rituximab-pvvr (Ruxience)  

 

 

Medical drug claims (with an approved TAR): 

HCPCS Description  IV Infusion Dosing (source: Truxima package insert, 

unless otherwise noted) 

Q5119 

or 

Q5123 

Injection, 

rituximab-pvvr, 

biosimilar 

(Ruxience), 10 mg  

or 

Injection, 

rituximab-arrx 

biosimilar 

(Riabni), 10 mg  

CLL, CD20+ 

Day prior to FC 

chemotherapy 

375 mg/m2, single dose 

Day 1 of cycles 2-6 FC 

chemotherapy 

500 mg/m2 every 28 days 

GPA/MPA 

Induction for active 

disease 

375 mg/m2 once weekly 

for 4 weeks 

Following induction 

with any rituximab 

product 

Starting within 16-14 

weeks of induction 

treatment: 

1) 500 mg (total, not per 

     m2), repeat 2 weeks 

     later 

2) 6 months later & every  

6 mo. thereafter: 500 

mg single dose. 

Following induction 

with an immuno-

suppressant other than 

rituximab/biosimilar 

Dosing as above, but 

initiated within 4 weeks of 

achieving disease control. 

Rheumatoid Arthritis 

Induction Two doses of 1,000 mg, 

separated by 2 weeks 

Maintenance 1,000 mg every 16-24 

weeks 

Pemphigus Vulgaris (off-label for Truxima; per 

Rituxan package insert) 

Induction  Two doses of 1,000 mg, 

separated by 2 weeks 

Maintenance  500 mg at month 12, and 

every 6 months thereafter 

Relapse  1,000 mg upon relapse 

(no sooner than 16 weeks 

from previous infusion) 
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Requirements for Rituximab with 
Hyaluronidase (Rituxan Hycela)  

 

 

Unless otherwise specified as having renewal requirements, criteria apply to new starts only. Include 

documentation of continuation of care on the TAR request, if member is not new to treatment. 

PA Criteria Criteria Details 

Covered Uses For the treatment of CD20 positive: 

 Follicular Lymphoma (FL) -- relapsed, refractory, previously untreated, and 

non-progressing/stable 

 Diffuse Large B-Cell Lymphoma (DLBCL) -- previously untreated 

 Chronic Lymphocytic Leukemia (CLL) – previous untreated or treated 

Not indicated for non-malignant conditions. Limited to FDA-approved indications. 

Exclusion 

Criteria 

  Positive for HBsAg or anti-HBc, without concurrent HBV therapy 

Required 

Medical 

Information 

  All indications: 

1) Trial & failure of a biosimilar rituximab product (Truxima, Ruxience, or Riabni) or 

other documented medical reason why an IV biosimilar rituximab product cannot 

be used. 

2) Specialist’s clinic notes 

3) Previous treatments (including response, reasons for failure) 

4) Hepatitis B screening result 

5) Members who are positive for HBsAg or anti-HBc must be taking concurrent HBV 

treatment while receiving rituximab, and will be confirmed in pharmacy claim 

history. 

 
Diagnosis-specific requirements: 

Previously untreated FL: to be used in combination with first line chemotherapy and, in 

patients achieving a complete or partial response to a rituximab product in combination 

with chemotherapy, as single-agent maintenance therapy. 

Previously treated, non-progressing FL: as a single agent when used following 

completion of CVP chemotherapy (cyclophosphamide, vincristine, and prednisone). 

Relapsed or refractory FL: as a single agent. 

Previously untreated DLBCL: to be used in combinations with cyclophosphamide, 

doxorubicin, vincristine, and prednisone (CHOP) or other anthracycline-based 

chemotherapy regimens. 

 

Previously untreated CLL: to be used in combination with fludarabine and  

cyclophosphamide (FC). 

Age 

Restrictions 

Age ≥ 18 yrs (unless prescribed or recommended by a pediatric specialist) 

Prescriber 

Restrictions 

Oncologist or Hematologist-Oncologist 

Coverage 

Duration 

Based on specific diagnosis and number of cycles indicated 

Other Criteria Renewals must show: 

1) Member continues to meet the initial approval criteria 

2) That there has been no unacceptable toxicity such as infusion-related reactions, 

progressive multifocal leukoencephalopathy, tumor lysis syndrome, severe 

mucocutaneous skin reactions, etc 

3) Members who are HBV positive are compliant with HBV treatment 

4) Doses and frequency of administration have remained consistent with FDA- approved 

dose recommendations from the manufacturer or national treatment  guidelines 

 

 

 

 

http://www.partnershiphp.org/


Eureka | Fairfield | Redding | Santa Rosa 

(707) 863-4100 | www.partnershiphp.org 

Requirements for Rituximab with 
Hyaluronidase (Rituxan Hycela)  

 

 

 

Medical drug claims (with an approved TAR): 

 HCPCS Description Subcutaneous dosing 

(Source: Rituxan Hycela package insert) 

J9311 Injection, 

rituximab 10 mg 

and 

hyaluronidase 

(Rituxan Hycela) 

All regimens with Rituxan Hycela must follow at least 

one full dose of an IV rituximab product. 

Dose Frequency, duration 

FL, relapsed or refractory 

1,400 

mg/23,400 u 

(140 billing 

units per dose) 

Once weekly for 3 or 7 weeks (ie, 4 

or 8 weeks in total, following IV the 

first week). 

3 doses: 420 billing units 

7 doses: 980 billing units 
  Retreatment of relapsed or refractory FL 

  1,400 mg/ 

23,400 u 

Once weekly for 3 weeks (ie, 4 weeks 

in total, following IV the first week). 

   3 doses: 420 billing units 

  Previously untreated FL 

  1,400 mg/ 

23,400 u 

Initial: Administer on day 1 of 

chemotherapy cycle 2 (day 1, cycle 1, 

must be IV rituximab), for up to 7 

cycles (up to 8 total). 

   7 doses: 980 billing units 

   Maintenance: Administer as a single 

agent, starting 8 weeks after initiation 

completion, and repeat every 8 weeks 

for 12 doses. 

12 doses: 1,680 billing units 

  Non-progressing (stable) FL after CVP 

  1,400 mg/ 

23,400 u 

Following completion of 6–8 cycles 

of CVP chemotherapy and a full dose 

of a rituximab product by intravenous 

infusion at week 1, administer once 

weekly for 3 weeks (i.e., 4 weeks in 

total) at 6 month intervals to a 

maximum of 16 doses. 

   3 doses every 6 months: 840 billing 

units per 12 months. 

  DLBCL 

  1,400 mg/ 

23,400 u 

Administer on Day 1 of Cycles 2–8 

of CHOP chemotherapy for up to 7 

cycles following a full dose of a 

rituximab product by intravenous 

infusion at Day 1, Cycle 1 of CHOP 

chemotherapy (i.e., up to 6–8 cycles 

in total). 

   5 doses:  700 billing units 

   7 doses:  980 billing units 

  CLL 

  1,600 mg/ 

26,800 u 

(160 billing 

units per dose) 

Administer on day 1 of FC 

chemotherapy cycles 2-6 (every 28 

days for 5 cycles), following 

day1/cycle 1 IV dose, 6 cycles in 

total. 

   5 doses: 700 billing units 
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