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ACROMEGALY AGENTS

Length of Authorization: Noted below

Initiative: SPC: Acromegaly Agents (IE 2462 / NCPDP 75 — GSN)

CLINICAL CRITERIA FOR INITIAL APPROVAL

SANDOSTATIN LAR—APPROVAL IS 6 MONTHS AND MAY BE RENEWED

Diagnosis of Acromegaly

e Patientis 18 years of age or older; AND

e Patient is being treated with octreotide acetate subcutaneously for at least 2 weeks and has shown a response and no
adverse effects prior to starting therapy with the long-acting release (LAR) formulation; AND

e Patient diagnosis confirmed by elevated (age-adjusted) or equivocal serum IGF-1 as well as inadequate suppression of
GH after a glucose load; AND

e  Patient has documented inadequate response to surgery and/or radiotherapy, or it is not an option for the patient;
AND

e Used as long-term maintenance therapy; AND

e  Patient’s tumor has been visualized on imaging studies (i.e., MRI or CT-scan); AND

e Baseline growth hormone (GH) and IGF-1 blood levels (renewal will require reporting of current levels)

Diagnosis of Diarrhea Associated with Vasoactive Intestinal Peptide Tumors (VIPomas) (pancreatic neuroendocrine [islet
cell] tumor, insulinoma, glucagonoma, somatostatinoma, and gastrinoma)

e Patientis 18 years of age or older; AND

e Patient is being treated with octreotide acetate subcutaneously for at least 2 weeks and has shown a response and no
adverse effects prior to starting therapy with the long-acting release (LAR) formulation; AND

e Patient has profuse watery diarrhea

Diagnosis of Carcinoid Tumors/Neuroendocrine Tumors (e.g., Gl tract, lung, thymus, pancreas, adrenal)

e Patientis 18 years of age or older; AND
e Patient is being treated with octreotide acetate subcutaneously for at least 2 weeks and has shown a response and no
adverse effects prior to starting therapy with the long-acting release (LAR) formulation; AND
e Patient has severe diarrhea/flushing episodes (carcinoid syndrome); OR
e Used to treat symptoms related to hormone hypersecretion in neuroendocrine tumors of the pancreas; AND
— Patient has a gastrinoma, glucagonoma, or VIPoma; OR
e Use as primary treatment of unresected primary gastrinoma; OR
e Used for locoregional unresectable bronchopulmonary or thymic disease as primary therapy for low grade (typical)
histology or as subsequent therapy if progression on first-line therapy (including disease progression on prior
treatment with octreotide LAR in patients with functional tumors); AND
— Used for management of hormone symptoms and/or somatostatin receptor positive disease determined by
imaging (i.e., 68Ga-dotatate imaging PET/CT or PET/MRI or somatostatin receptor scintigraphy [octreotide scan]);
OR
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ACROMEGALY AGENTS (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

SANDOSTATIN LAR—APPROVAL IS 6 MONTHS AND MAY BE RENEWED (CONTINUED)

Diagnosis of Carcinoid Tumors/Neuroendocrine Tumors (e.g., Gl tract, lung, thymus, pancreas, adrenal) (continued)
e Patient has distant metastatic bronchopulmonary or thymic disease; AND
— Used for somatostatin receptor positive disease and/or symptomatic hormonal disease if clinically significant

tumor burden and low grade (typical) histology OR evidence of progression OR intermediate grade (atypical
histology); AND

e Used as primary therapy or as subsequent therapy if progression on first-line therapy; OR
— Used for somatostatin receptor positive disease and/or hormonal symptoms if asymptomatic with low tumor
burden and low grade (typical histology); OR
— Used for somatostatin receptor positive disease and/or chronic cough/dyspnea with multiple lung nodules or
tumorlets and evidence of diffuse idiopathic pulmonary neuroendocrine cell hyperplasia (DIPNECH); OR
e Used for the management of locoregional advanced or metastatic disease of the gastrointestinal tract; AND
— Patient is asymptomatic with a low tumor burden; OR
—  Patient with a clinically significant tumor burden; OR
— Patient has disease progression and is not already receiving octreotide LAR; OR
— Patient has disease progression with functional tumors and will be continuing treatment with octreotide LAR; OR
e  Used for tumor control of locoregional advanced and/or metastatic neuroendocrine tumors of the pancreas (***Note:
for insulinoma only, patient must have somatostatin-receptor positive disease); AND

—  Patient is asymptomatic with a low tumor burden and stable disease; OR
— Patient is symptomatic with a clinically significant tumor burden; OR
—  Patient has clinically significant progression and is not already receiving octreotide LAR; OR

e Used for locally unresectable or distant metastatic pheochromocytoma or paraganglioma if somatostatin receptor-
positive and symptomatic.

Diagnosis of Thyroid Cancer and Thymomas

e Patientis 18 years of age or older; AND

e Patient is being treated with octreotide acetate subcutaneously for at least 2 weeks and has shown a response and no
adverse effects prior to starting therapy with the long-acting release (LAR) formulation; AND

e Used as second-line therapy with or without prednisone; AND

— Patient has unresectable disease following first-line chemotherapy for potentially resectable locally advanced
disease, solitary metastasis, or ipsilateral pleural metastasis; OR

— Patient has extrathoracic metastatic disease
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ACROMEGALY AGENTS (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

SOMATULINE — INITIAL APPROVAL IS 3 MONTHS, ELIGIBLE FOR RENEWAL FOR 6 MONTHS

Diagnosis of Acromegaly

Patient is 18 years of age or older; AND

Patient has not received a long-acting somatostatin analogue (e.g., Octreotide LAR, Lanreotide SR, and Lanreotide
autogel) within the last 4 weeks; AND

Patient diagnosis confirmed by elevated (age-adjusted) or equivocal serum IGF-1 as well as inadequate suppression of
GH after a glucose load; AND

Patient has documented inadequate response to surgery and/or radiotherapy OR it is not an option for the patient;
AND

Patient’s tumor has been visualized on imaging studies (i.e., MRl or CT-scan); AND

Baseline growth hormone (GH) and IGF-1 blood levels (renewal will require reporting of current levels)

Diagnosis of Gastroenteropancreatic neuroendocrine tumors (GEP-NETSs)

Patient is 18 years of age or older; AND

Patient has not received a long-acting somatostatin analogue (e.g., Octreotide LAR, Lanreotide SR, and Lanreotide
autogel) within the last 4 weeks; AND

Patient has unresectable, locally advanced or metastatic disease; AND

Patient has non-functioning tumors without hormone-related symptoms; AND

Patient has well or moderately differentiated disease.

Diagnosis of Carcinoid Syndrome

Patient is 18 years of age or older; AND

Patient has not received a long-acting somatostatin analogue (e.g., Octreotide LAR, Lanreotide SR, and Lanreotide
autogel) within the last 4 weeks; AND

Patient has documented neuroendocrine tumors with a history of carcinoid syndrome; AND

— Used to reduce the frequency of short-acting somatostatin analog rescue therapy; OR

—  Used for treatment and/or control of symptoms.

Diagnosis of Neuroendocrine Tumors (Gl Tract, Lung, Thymus, Pancreas, and Pheochromocytoma/Paraganglioma)

Patient is 18 years of age or older; AND
Patient has not received a long-acting somatostatin analogue (e.g., Octreotide LAR, Lanreotide SR, and Lanreotide
autogel) within the last 4 weeks; AND

— Used to treat unresectable primary gastrinoma; OR
—  Used for treatment of symptoms related to hormone hypersecretion and/or Carcinoid syndrome; OR
—  Used for tumor control in patients with unresectable, locally advanced, and/or metastatic disease.
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ACROMEGALY AGENTS (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

OCTREOTIDE (SANDOSTATIN) — APPROVAL IS 6 MONTHS AND MAY BE RENEWED

Note: This criteria does not apply to Sandostatin LAR. Please refer to that criteria above.

Diagnosis of Acromegaly:

e Patientis 18 years or older

Diagnosis of Vasoactive intestinal peptide tumors (VIPomas):

e Patientis 18 years or older

Diagnosis of Diarrheal States related to one of the following:

e Patientis 18 years or older; AND
—  AIDS-related diarrhea; OR
—  Short bowel (ileostomy) syndrome; OR
— Diarrhea caused by radiation treatment in cancer patients; OR

— Chemotherapy-associated diarrhea

Diagnosis of Dumping syndrome:

e Patientis 18 years or older

Diagnosis of Central Nervous System Cancers — Meningiomas

® Patientis 18 years or older

Diagnosis of Symptoms of Cushing’s syndrome secondary to Neuroendocrine Tumors - Adrenal Gland Tumors

e Patientis 18 years or older

Diagnosis of Neuroendocrine Tumors (Pancreas, Gl Tract, Lung, and Thymus)

e Patientis 18 years or older

Diagnosis of Carcinoid Tumors

e Patientis 18 years or older

Diagnosis of Pheochromocytoma/Paraganglioma

e Patientis 18 years or older

Diagnosis of Thymomas and Thymic Carcinomas

e Patientis 18 years or older

Diagnosis of Variceal bleeding

® Patientis 18 years or older
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ACROMEGALY AGENTS (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

MYCAPSSA® — APPROVAL IS 6 MONTHS AND MAY BE RENEWED

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

Diagnosis of Acromegaly

Patient is at least 18 years of age; AND

Patient is being treated with somatostatin analogs (e.g., octreotide or lanreotide) for at least 6 months with stable
doses for at least the last 3 months and has shown a response and no adverse effects prior to starting therapy with oral
octreotide; AND

Will be used as single-agent therapy; AND

Patient will avoid concomitant therapy with acid-reducing agents (e.g., proton pump inhibitors, H2-receptor
antagonists, or antacids) which may reduce bioavailability. If therapy is unavoidable, the patient will be monitored
closely for signs and symptoms of acromegaly; AND

Patient has not received a long-acting somatostatin analogue (e.g., octreotide LAR depot, lanreotide SR/auto gel,
pasireotide LAR depot, etc.) within the last 4 weeks; AND

Will not be used in combination with other short-acting somatostatin analogs (e.g., octreotide, lanreotide, pasireotide,
etc.); AND

Patient diagnosis confirmed by elevated (age-adjusted) or equivocal serum IGF-1 as well as inadequate suppression of
GH after a glucose load; AND

Patient has documented inadequate response to surgery and/or radiotherapy or is not a candidate; AND

Used as long-term maintenance therapy; AND

Patient’s tumor has been visualized on imaging studies (e.g., MRI or CT-scan); AND

Baseline growth hormone (GH) and IGF-1 blood levels have been obtained (necessary for renewal).

CLINICAL CRITERIA FOR RENEWAL

SANDOSTATIN LAR

Coverage can be renewed based on the following criteria:

— Absence of unacceptable toxicity from the drug (e.g., cholelithiasis and complications of cholelithiasis [i.e.
cholecystitis, cholangitis, pancreatitis], hyperglycemia, hypoglycemia, hypothyroidism, sinus bradycardia, cardiac
arrhythmias, cardiac conduction abnormalities, depressed vitamin B12 levels); AND

— Disease response with improvement in patient’s symptoms including reduction in symptomatic episodes (such as
diarrhea, rapid gastric dumping, flushing, bleeding, etc.) and/or stabilization of glucose levels or decrease in size of
tumor or tumor spread; OR

— Acromegaly only: Disease response as indicated by an improvement in signs and symptoms compared to baseline;
AND

e Reduction of growth hormone (GH) from pre-treatment baseline; OR
e Age-adjusted normalization of serum IGF-1; OR

— Neuroendocrine tumors (gastrointestinal tract, bronchopulmonary, thymus, or pancreas only): Patient has had
disease progression and therapy will be continued in patients with functional tumors.
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ACROMEGALY AGENTS (CONTINUED)

CLINICAL CRITERIA FOR RENEWAL (CONTINUED)

OCTREOTIDE (SANDOSTATIN)

e Absence of unacceptable toxicity from the drug (e.g., biliary tract abnormalities, hypothyroidism, goiter, sinus
bradycardia, cardiac arrhythmias, cardiac conduction abnormalities, pancreatitis); AND

e Disease response with improvement in patient’s signs and/or symptoms.

SOMATULINE—RENEWAL IS 6 MONTHS

e  Absence of unacceptable toxicity from the drug (e.g., formation of gallstones, cardiovascular abnormalities
[bradycardia, sinus bradycardia, and hypertension], uncontrolled blood glucose abnormalities [hyperglycemia,
hypoglycemial, thyroid disorders [hypothyroidism]); AND

e Disease response with improvement in patient’s signs and/or symptoms; AND

Acromegaly:
Disease response as indicated by an improvement in signs and symptoms compared to baseline; AND

e  Reduction of growth hormone (GH) by random testing to < 1.0 mcg/L; OR
e Age-adjusted normalization of serum IGF-1.

Carcinoid Syndrome:

e Disease response with treatment as indicated by reduction in use of short-acting somatostatin analog rescue
medication (e.g., octreotide) and a decrease in the frequency of diarrhea ad flushing events, when compared to
baseline.

Treatment of and/or symptoms secondary to Neuroendocrine tumors:

e Disease response with treatment as indicated by an improvement in symptoms including reduction in symptomatic
episodes (e.g., diarrhea, rapid gastric dumping, flushing, bleeding) and/or stabilization of glucose levels and/or
decrease in size of tumor or tumor spread.

MYCAPSSA® — RENEWAL IS 6 MONTHS

e Absence of unacceptable toxicity from the drug (e.g., cholelithiasis and complications of cholelithiasis [e.g.,
cholecystitis, cholangitis, pancreatitis], hyperglycemia, hypoglycemia, hypothyroidism, sinus bradycardia, cardiac
arrhythmias, cardiac conduction abnormalities, severe depressed vitamin B1z levels); AND

e Disease response as indicated by an improvement in signs and symptoms compared to baseline; AND
— Reduction of growth hormone (GH) by random testing to < 1.0 mcg/L; OR

— Age-adjusted normalization of serum IGF-1
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ACTIMMUNE® (INTERFERON GAMMA1-B)

Length of Authorization: 6 months, may be renewed

Mycosis Fungoides (MF)/Sezary Syndrome (SS) — up to 8 weeks of therapy total and may
NOT be renewed

Initiative: SPC: Oncology Agents (IE 2462 / NCPDP 75 — HICL, 50081 and 2193)

CLINICAL CRITERIA FOR INITIAL APPROVAL

e Diagnosis of Chronic Granulomatous Disease (CGD)

Patient age is 1 year or older; AND

Patient diagnosis is confirmed by the following biochemical and genetic tests:

® Patient has a mutation in one or more of the phagocyte oxidase (PHOX) genes (e.g., gp91, p47, p22, p67, and
p40 phox-genes); AND

® Patient has abnormal dihydrorhodamine (DHR) neutrophil function as measured on a quantitative assay (i.e.,
DHR-123 oxidation test); AND

Used to decrease the frequency and severity of serious infections, defined as a clinical event requiring
hospitalization and the use of parenteral antibiotics; AND

Patient is receiving antibiotic prophylaxis therapy.

e Diagnosis of Severe Malignant Osteopetrosis (SMO)

Patient is between 1 month and 8 years of age; AND
Patient diagnosis is confirmed by all of the following radiographic and genetic tests:

® (Classical radiographic presentation (e.g., bone-within-bone, club shaped long bones, generalized
osteosclerosis, transverse bands, etc.) on a skeletal survey; AND

* |dentification of a pathogenic sub-type mutation in the CLCN7 gene or other gene variants; AND
Patient has severe, malignant disease; AND

Intent of treatment is to delay the progression of disease; AND

Patient is receiving concurrent calcium and Vitamin D supplementation; AND

Patient is receiving concurrent calcitriol.

e Diagnosis of Mycosis Fungoides (MF)/Sezary Syndrome (SS)

Patient age is 18 years or older; AND
Used as systemic therapy with or without skin-directed or radiation therapy; AND

Patient does NOT have refractory stage IA MF with blood B1 involvement or progression to greater than stage 1A
disease while on skin-directed therapies
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ACTIMMUNE (INTERFERON GAMMA 1-B) (CONTINUED)

CLINICAL CRITERIA FOR RENEWAL

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include the following: mental status
changes, gait disturbances, dizziness, severe neutropenia and/or thrombocytopenia, severe elevations in liver enzymes
(AST and/or ALT), severe hypersensitivity reactions, etc.; AND

Mycosis Fungoides/Sezary Syndrome
e May not be renewed
Chronic Granulomatous Disease
e Disease response as evidenced by all of the following:
— Decrease in the frequency and severity of infection; AND
— Decrease in the rate of hospitalizations and requirement for parenteral antibiotics.
Severe Malignant Osteopetrosis (SMO)

e Disease response as evidenced by stabilization or delayed progression of disease (disease progression is defined as any
of the following: significant reduction in hemoglobin or platelet counts, a serious bacterial infection requiring
antibiotics, or a 50 dB decrease in hearing or progressive optic atrophy); AND

e Patient age is < 8 years old.
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ADCETRIS® (BRENTUXIMAB VEDOTIN)

Length of Authorization: 6 months, may be renewed

Note:

® Treatment for cHL post-auto HSCT, primary cutaneous anaplastic large cell lymphoma
(pcALCL), Mycosis Fungoides (MG)/Sezary Syndrome (SS), and Primary cutaneous
CD30+ T-Cell Lymphoproliferative Disorders has a maximum of 16 cycles.

* Treatment of previously untreated Stage Il or IV classical Hodgkin Lymphoma (cHL) has
a maximum of 12 doses.

* Treatment of previously untreated Systemic Anaplastic Large Cell Lymphoma (sALCL) or
other CD30-expressing Peripheral T-Cell Lymphomas (PTCL) has a maximum of 8 doses

® Treatment of Breast-Implant Associated Anaplastic Large Cell Lymphoma (ALCL) has a
maximum of 6 cycles as adjuvant therapy

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Classical Hodgkin Lymphoma (cHL):

e Patientis 18 or older; AND

e Patientis CD30 positive; AND

e  Patient must not be receiving concomitant bleomycin; AND
e Used as a single agent; AND

— Used as consolidation/maintenance therapy post-autologous hematopoietic stem cell transplant (auto-HSCT) in
patients at high risk* for relapse or progression; OR

— Patient has relapsed disease, after failure of auto-HSCT or after failure of at least 2 prior multi-agent chemotherapy
regimens in patients who are not auto-HSCT candidates; OR

— Used as second-line or subsequent systemic therapy (if not previously used) for relapsed or refractory disease; OR

— Used as palliative therapy for relapsed or refractory disease in patients more than 60 years of age; OR
e Used in combination with bendamustine; AND

— Used as second-line or subsequent systemic therapy (if not previously used) for relapsed or refractory disease; OR
e Used in combination with nivolumab; AND

— Used as second-line or subsequent systemic therapy (if not previously used) for relapsed or refractory disease; OR
e Used in combination with dacarbazine; AND

— Used as primary treatment in patients more than 60 years of age with stage I-1l unfavorable or stage IlI-IV disease;
OR

e Used in combination with doxorubicin, vinblastine, and dacarbazine (AVD); AND

— Used as initial therapy for previously untreated Stage Ill or IV disease

*High risk for relapse or progression may be defined as:

® Refractory disease, relapse within 12 months, or extranodal disease following frontline therapy OR 2 or more of
the following: PET+ response at time of transplant, B symptoms, and/or > 1 salvage/subsequent therapy
regimen)
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ADCETRIS® (BRENTUXIMAB VEDOTIN) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of T-Cell Lymphoma:
e  Peripheral T-Cell Lymphoma (PTCL)

Patient is 18 or older; AND

Patient is CD30 positive; AND

Patient must not be receiving concomitant bleomycin; AND

Used as a single agent after failure of at least one prior chemotherapy regimen for one of the following:
® Systemic anaplastic large cell lymphoma (sALCL)

® Peripheral T-cell ymphoma (PTCL) not otherwise specified

®  Angioimmunoblastic T-cell ymphoma (AITL); OR

Used in combination with cyclophosphamide, doxorubicin, and prednisone (CHP) as initial therapy for previously
untreated:

® Systemic anaplastic large cell lymphoma (sALCL)

® Peripheral T-cell ymphoma (PTCL) not otherwise specified

®  Angioimmunoblastic T-cell ymphoma (AITL)

* Enteropathy-associated T-cell lymphoma , monomorphic epitheliotropic intestinal T-cell lymphoma, nodal
peripheral T-cell ymphoma with TFH phenotype, or follicular T-cell lymphoma

e Breast-implant associated anaplastic large cell ymphoma (ALCL); AND

Patient is 18 or older; AND
Patient is CD30 positive; AND
Patient must not be receiving concomitant bleomycin; AND

Used as a single agent or in combination with cyclophosphamide, doxorubicin, and prednisone (CHP) for adjuvant
therapy; AND

® Patient has localized disease to the capsule, implant, or breast with either lymph node involvement or
radiation therapy is not feasible; OR

® Patient has extended disease (stage II-1V)

e  Adult T-cell leukemia/lymphoma

Patient is 18 or older; AND

Patient is CD30 positive; AND

Patient must not be receiving concomitant bleomycin; AND

Used as a single agent for acute disease or lymphoma; AND

® Used as second-line or subsequent therapy for non-responders to first-line therapy; OR

Used in combination with cyclophosphamide, doxorubicin, and prednisone (CHP); AND

® Used as first-line therapy or continued treatment in responders to first-line therapy for acute disease or
lymphoma; OR

® Used as subsequent therapy for non-responders to first-line therapy for chronic or smoldering disease

e  Extranodal NK/T-cell lymphoma

Patient is 18 or older; AND

Patient is CD30 positive; AND

Patient must not be receiving concomitant bleomycin; AND
Used as a single agent for relapsed or refractory disease; AND

Patient has previously received at least 2 different prior lines of therapy including an asparaginase based
combination chemotherapy regimen
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ADCETRIS® (BRENTUXIMAB VEDOTIN) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Hepatosplenic gamma-delta T-cell lymphoma

Patient is 18 or older; AND

Patient is CD30 positive; AND

Patient must not be receiving concomitant bleomycin; AND

Used as single-agent therapy; AND

® Used for refractory disease as subsequent therapy after progression on two primary treatment regimens; OR
Used in combination with cyclophosphamide, doxorubicin, and prednisone (CHP); AND

® Used as primary treatment or as an alternate induction regimen if not used during primary treatment

Diagnosis of Primary Cutaneous Lymphomas
Mycosis fungoides (MF)/Sézary syndrome (SS)

Patient is 18 or older; AND

Patient is CD30 positive; AND

Patient must not be receiving concomitant bleomycin; AND

Used as a single agent; AND

® Used as primary therapy in patients without stage IA MF with B1 blood involvement; OR
® Used as subsequent therapy

Primary cutaneous CD30+ T-cell lymphoproliferative disorders

Patient is 18 or older; AND

Patient is CD30 positive; AND

Patient must not be receiving concomitant bleomycin; AND

Used as a single agent; AND

® Patient has primary cutaneous anaplastic large cell ymphoma (pcALCL); OR

® Patient has cutaneous ALCL with regional nodes (excludes systemic ALCL); OR

* Patient has lymphomatoid papulosis (LyP) with extensive lesions that is relapsed or refractory to treatment
options (e.g., clinical trial, observation, retreatment with primary treatment, or treatment with alternative
regimen); OR

Used in combination with cyclophosphamide, doxorubicin, and prednisone (CHP); AND

® Patient has cutaneous ALCL with regional nodes (excludes systemic ALCL)

B-cell ymphomas

Patient is 18 or older; AND

Patient is CD30 positive; AND

Patient must not be receiving concomitant bleomycin; AND

Diffuse large B-cell lymphoma (DLBCL) or high grade B-cell lymphoma

® Used as second-line or subsequent therapy for partial response, no response, relapsed, progressive, or
refractory disease in non-candidates for transplant
AIDS-related DLBCL, primary effusion lymphoma, or HHV8-positive DLBCL
* Used as second-line or subsequent therapy for relapsed disease in non-candidates for transplant
CD30+ Monomorphic Post-Transplant Lymphoproliferative Disorders (PTLD)
* Used as second-line or subsequent therapy for patients with partial response, persistent, or progressive
disease after receiving chemoimmunotherapy as first-line treatment for B-cell type disease; OR
® Used in combination with CHP (cyclophosphamide, doxorubicin, prednisone) for T-cell type disease
Histologic transformation of follicular lymphoma or nodal marginal zone lymphoma to diffuse large B-cell
lymphoma (DLBCL) in patients who have received multiple lines of therapy for transformed or indolent disease
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ADCETRIS® (BRENTUXIMAB VEDOTIN) (CONTINUED)
CLINICAL CRITERIA FOR RENEWAL

e Disease response with treatment defined by stabilization of disease or decrease in size of tumor or tumor spread; AND

e Absence of unacceptable toxicity from the drug (e.g., progressive multifocal leukoencephalopathy, peripheral
neuropathy, anaphylaxis and infusion reactions, hematologic toxicities [thrombocytopenia, neutropenia, and anemial,
serious infections, tumor lysis syndrome, increased toxicity in patients with severe renal [CrCl < 30 mL/min] and hepatic
impairment [Child-Pugh B or C], hepatotoxicity, pulmonary toxicity, serious dermatologic reactions, gastrointestinal
complications, uncontrolled hyperglycemia)
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AFINITOR® (EVEROLIMUS)

Length of Authorization: 6 months, eligible for renewal

Initiative: SPC: Oncology Agents (IE 2462 / NCPDP 75 — HICL, 50081 and 2193)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of renal carcinoma
e Patientis 18 years of age or older; AND
e Patient does not have an active infection, including clinically important localized infections; AND
e  Must not be administered concurrently with live vaccines; AND
e Patient has advanced disease; AND
e  Patient has failed previous treatment with sunitinib or sorafenib; AND
e Patient has relapsed or metastatic disease; AND
— Used in combination with bevacizumab in patients with non-clear cell histology; OR
— Used as a single agent or in combination with lenvatinib; AND
® Patient has non-clear cell histology; OR
® Used as subsequent therapy

Diagnosis of tuberous sclerosis complex (TSC)
e Patient has subependymal giant cell astrocytoma (SEGA); AND
— Patient does not have an active infection, including clinically important localized infections; AND
—  Must not be administered concurrently with live vaccines; AND
— Patient is 1 year of age or older; AND
— Patient is not a candidate for curative surgical resection; OR
e Patient has renal angiomyolipoma which does not require immediate surgery; AND
— Patient is 18 years of age or older; AND
— Patient does not have an active infection, including clinically important localized infections; AND
—  Must not be administered concurrently with live vaccines; OR
e Patient has partial-onset seizures; AND
— Patient does not have an active infection, including clinically important localized infections; AND
— Must not be administered concurrently with live vaccines; AND
— Patient is 2 years or older; AND
— Used in combination with other anti-epileptic drugs

Diagnosis of Waldenstrém’s macroglobulinemia/lymphoplasmacytic lymphoma

e Patientis 18 years of age or older; AND

e Patient does not have an active infection, including clinically important localized infections; AND
e Must not be administered concurrently with live vaccines; AND

e Used as a single agent therapy; AND

e Patient has failed with primary therapy; OR

e Patient has progressive or relapsed disease
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AFINITOR® (EVEROLIMUS) (CONTINUED)
CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of pancreatic endocrine tumors (Islet cell tumors, PNET)

e Patientis 18 years of age or older; AND

e Patient does not have an active infection, including clinically important localized infections; AND
e  Must not be administered concurrently with live vaccines; AND

e Patient has progressive disease; AND

e Used as a single agent; AND

e Patient has unresectable disease, locally advanced disease or metastatic disease

Diagnosis of breast cancer

e Patientis 18 years of age or older; AND

e Patient does not have an active infection, including clinically important localized infections; AND

e Must not be administered concurrently with live vaccines; AND

e Patient is postmenopausal; premenopausal with ovarian ablation/suppression; or male with suppression of testicular
steroidogenesis; AND

e Patient has recurrent or locally advanced or metastatic disease; AND

e Patient has hormone receptor positive disease; AND

e Patient has HER2 (human epidermal growth factor receptor) negative disease; AND

e Patient previously failed with letrozole, anastrozole, or tamoxifen within 1 year; AND

e  Must be used in combination with exemestane, fulvestrant, or tamoxifen

Diagnosis of Neuroendocrine tumors (NET) of the lung, Gl tract, or thymus

e Patientis 18 years of age or older; AND

e Patient does not have an active infection, including clinically important localized infections; AND

e  Must not be administered concurrently with live vaccines; AND

e Patient has progressive well-differentiated, non-functional disease of the lung or Gl tract that is unresectable, locally
advanced, or metastatic; OR

e Patient has clinically significant tumor burden or progressive advanced disease of the Gl tract; OR

e Patient has unresectable or metastatic bronchopulmonary/thymic disease : AND
— Used as subsequent therapy for progression on first-line therapy; OR
— Patient has progression on first-line therapy OR progression with significant tumor burden and low-grade histology

OR patient has intermediate grade histology
Diagnosis of soft tissue sarcoma

e Patientis 18 years of age or older; AND
e  Must be used as a single agent; AND
e Patient does not have an active infection, including clinically important localized infections; AND
e  Must not be administered concurrently with live vaccines; AND
e Used in combination with either imatinib, sunitinib or regorafenib after disease progression on single-agent tyrosine
kinase inhibitor (imatinib, sunitinib, or regorafenib) therapy; AND
— Used for gastrointestinal stromal tumors (GIST); OR
e Used as a single agent therapy for one of the following sub-indications:
— PEComa
— Angiomyolipoma

—  Lymphangioleiomyomatosis
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AFINITOR® (EVEROLIMUS) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of classical Hodgkin lymphoma (HL)

Patient is 18 years of age or older; AND

Patient does not have an active infection, including clinically important localized infections; AND
Must not be administered concurrently with live vaccines; AND

Used for refractory or relapsed disease as third-line or subsequent therapy; AND

Must be used as a single agent

Diagnosis of thymomas or thymic carcinomas

Patient is 18 years of age or older; AND

Patient does not have an active infection, including clinically important localized infections; AND
Must not be administered concurrently with live vaccines; AND

Must be used as single agent therapy; AND

Must be used for second line therapy

Diagnosis of thyroid carcinoma (follicular, Hiirthle cell, or papillary carcinoma)

Patient is 18 years of age or older; AND

Patient does not have an active infection, including clinically important localized infections; AND
Must not be administered concurrently with live vaccines; AND

Patient has unresectable, recurrent, persistent, or metastatic disease; AND

Disease is progressive and/or symptomatic iodine-refractory; AND

Clinical trials or other therapies are not available or not available and/or appropriate for the patient

Diagnosis of uterine cancer

Patient is 18 years of age or older; AND

Patient does not have an active infection, including clinically important localized infections; AND

Must not be administered concurrently with live vaccines; AND

Used in combination with letrozole for endometrioid type disease; AND

Used as one of the following:

—  Primary treatment, excluding patients with cervical involvement who are not surgical candidates when treatment
is chemotherapy alone , OR

— Adjuvant treatment for surgically staged patients, excluding patients with stage Il disease and histologic grade 3
tumors, OR

— Used as treatment of local-regional recurrent metastatic disease, excluding isolated metastases

Diagnosis of subependymal giant cell astrocytoma (SEGA)

Patient is 18 years of age or older; AND

Patient does not have an active infection, including clinically important localized infections; AND
Must not be administered concurrently with live vaccines; AND

Used as single agent adjuvant therapy
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AFINITOR® (EVEROLIMUS) (CONTINUED)
CLINICAL CRITERIA FOR RENEWAL

e Absence of unacceptable toxicity from the drug (e.g., grade 3 or 4 non-infectious pneumonitis; grade 2 or grade 3
stomatitis; grade 3 or grade 4 non-hematologic toxicities [excluding metabolic events]; grade 3 or grade 4 metabolic
events [hyperglycemia, dyslipidemia], angioedema); AND

TSC-Associated Partial-Onset Seizures:
e Patient has responded to therapy compared to pretreatment baseline with disease stability or improvement as

indicated by a reduction in seizure frequency

Oncology Indications:

e  Tumor response with stabilization of disease or decrease in size of tumor or tumor spread

Orange Text = Emphasis  Blue Text = Hyperlinks  Red Text = New Info  Green Text = Auto PA

[ ]
'.l‘ MOLINA Molina Healthcare Clinical Criteria | Page 23

HEALTHCARE



ALDURAZYME® (LARONIDASE)

Length of Authorization: 1year, may be renewed

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Mucopolysaccharidosis | (MPS 1)

e Patientis 6 months of age or older; AND
e Patient has a definitive diagnosis of MPS | confirmed by one of the following:
— Detection of biallelic pathogenic mutations in the IDUA gene by molecular genetic testing; OR
—  Detection of deficient activity of the lysosomal enzyme a-L-iduronidase (IDUA); AND
e Diagnosis of Hurler (severe) or Hurler-Scheie (attenuated) forms of disease; OR
e Diagnosis of Scheie (attenuated) form of disease with moderate to severe symptoms; AND
e Patient has absence of severe cognitive impairment; AND
e Documented baseline value for urinary glycosaminoglycan (UuGAG); AND
e Documented baseline values for one or more of the following:
— Patients of age 6 years or older: percent predicted forced vital capacity (FVC), 6-minute walk test, joint range of
motion, left ventricular hypertrophy, growth, quality of life (CHAQ/HAQ/MPS HAQ); OR
— Patients of age 6 months to under 6 years: cardiac status, upper airway obstruction during sleep, growth velocity,
mental development, FVC, and/or 6-minute walk test.

CLINICAL CRITERIA FOR RENEWAL

e Absence of unacceptable toxicity from the drug (e.g., anaphylaxis and severe hypersensitivity reactions, acute
respiratory complications, acute cardiorespiratory failure, severe infusion reactions); AND

e Patient does not have progressive/irreversible severe cognitive impairment; AND

e Patient has a documented reduction in UGAG levels compared to pretreatment baseline; AND

e Patient has demonstrated a beneficial response to therapy compared to pretreatment baseline in one or more of the
following:

— Patients 6 years or older: stability or improvement in percent predicted FVC and/or 6-minute walk test, increased
joint range of motion, decreased left ventricular hypertrophy, improved growth, improved quality of life (clinically
meaningful change in the CHAQ/HAQ/MPS HAQ disability index); OR

— Patients 6 months to less than 6 years: stability or improvement in cardiac status, upper airway obstruction during
sleep, growth velocity, mental development, FVC, and/or 6-minute walk test.
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ALECENSA® (ALECTINIB)

Length of Authorization: 6 months; may be renewed

Initiative: SPC: Oncology Agents (IE 2462 / NCPDP 75 — HICL, 50081 and 2193)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Non-small Cell Lung Cancer

e Patientis at least 18 years or older; AND
e  Must be used as a single agent; AND
e Patient’s disease is anaplastic lymphoma kinase (ALK)-positive as detected by FDA-approved or CLIA compliant test;
AND
e Patient has advanced, metastatic, or recurrent disease (excluding locoregional recurrence or symptomatic local disease
without evidence of disseminated disease ) or mediastinal lymph node recurrence with prior radiation therapy; AND
— Used as first line therapy; OR
— Used as subsequent therapy; AND
® Patient has previously failed with, or is intolerant to, treatment with crizotinib; OR
® Used as continuation of therapy if used first-line, except in cases of symptomatic systemic disease with
multiple lesions.

Diagnosis of Central Nervous System (CNS) Cancers (Limited or Extensive Brain Metastases)

e Patientis at least 18 years or older; AND
e  Must be used as a single agent; AND
e  Patient has ALK-positive non-small cell lung cancer as detected by an FDA-approved or CLIA-compliant test; AND
— Used as initial treatment in patients with small, asymptomatic brain metastases; OR
— Used for relapsed disease in patients with limited brain metastases and stable systemic disease or reasonable
systemic treatment options; OR
— Patient has recurrent limited brain metastases; OR
— Used for recurrent disease in patients with extensive brain metastases and stable systemic disease or reasonable
systemic treatment options.

CLINICAL CRITERIA FOR RENEWAL

e Disease response with treatment as defined by stabilization of disease or decrease in size of tumor or tumor spread;
AND

e Absence of unacceptable toxicity from the drug (e.g., severe elevations in ALT/AST or bilirubin, severe myalgia,
bradycardia, interstitial lung disease/pneumonitis, severe elevations in creatine phosphokinase [CPK], severe renal
impairment).
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ALIMTA® (PEMETREXED DISODIUM)

Length of Authorization: 6 months, may be renewed

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Primary Central Nervous System (CNS) Lymphoma

Patient must be 18 years of age or older; AND

Used as single agent therapy for relapsed or refractory disease; AND

Patient failed prior methotrexate (MTX)-based regimen without prior radiation therapy; OR

Patient previously received whole brain radiation therapy (RT); OR

Used in combination with whole brain RT in patients who received prior high-dose MTX-based therapy without
prior RT with response <12 months; OR

Patient received prior high-dose therapy with stem cell rescue

Diagnosis of Malignant Pleural* Mesothelioma

Patient must be 18 years of age or older; AND

Used in combination with cisplatin- or carboplatin; OR
Used as a single agent therapy for unresectable disease or subsequent therapy: OR

Used in combination with bevacizumab and either cisplatin or carboplatin followed by single-agent bevacizumab
maintenance therapy for unresectable disease

*peritoneal, pericardial, and tunica vaginalis testis mesothelioma will be evaluated on a case by case basis
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ALIMTA® (PEMETREXED DISODIUM)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Non-Squamous Non-Small Cell Lung Cancer (NSCLC)

e Patient must be 18 years of age or older; AND

— Used in combination with carboplatin or cisplatin; AND

® Used as induction, neoadjuvant, or adjuvant therapy; OR

® Used as concurrent chemoradiation; OR

® Used as initial therapy for unresectable disease; OR

— Used for recurrent, advanced, or metastatic disease (excluding locoregional recurrence or symptomatic local
disease without evidence of disseminated disease) or mediastinal lymph node recurrence with prior radiation
therapy; AND

® Used as first-line therapy; AND

Used for PD-L1 = 1% and genomic tumor aberration (e.g., EGFR, ALK, ROS1, and BRAF) negative; AND

e Used in combination with pembrolizumab and either carboplatin or cisplatin in patients with PS 0-2;
OR

e Used in combination with cisplatin in patients with PS 0-1; OR

Used for PD-L1 < 1% and genomic tumor aberration (e.g., EGFR, ALK, ROS1, and BRAF) negative or for

BRAF V600E-mutation positive tumors or NTRK gene fusion positive tumors; AND

e Used as a single agent in patients with PS 2; OR

e Used in combination with pembrolizumab and either carboplatin or cisplatin in patients with PS 0-1;
OR

e Used in combination with cisplatin in patients with PS 0-1; OR
e Used in combination with carboplatin in patients with PS 0-2; OR

e Used in combination with bevacizumab and either cisplatin or carboplatin in patients with PS 0-1; OR

® Used as subsequent therapy; AND

Used as a single-agent for subsequent therapy (if not previously given) in patients with a PS 0-2; OR

Used for genomic tumor aberration (e.g., EGFR, ALK, and ROS1) positive and prior targeted therapy or for

BRAF V600E-mutation positive tumors or NTRK gene fusion positive tumors or for PD-L1 expression-

positive (2 1%) tumors and genomic tumor aberration (e.g., EGFR, ALK, ROS1, and BRAF) negative with no

prior platinum doublet chemotherapy but with a PD-directed agent; AND

e Used as a single agent in patients with PS 2; OR

e Used in combination with pembrolizumab and either carboplatin or cisplatin in patients with PS 0-1;
OR

e Used in combination with cisplatin in patients with PS 0-1; OR

e Used in combination with carboplatin in patients with PS 0-2; OR

e Used in combination with bevacizumab and either cisplatin or carboplatin in patients with PS 0-1; OR

® Used as maintenance therapy in patients with PS 0-2 who have achieved tumor response or stable disease
following initial therapy; AND

Used as a single agent as continuation maintenance therapy following a first-line pemetrexed/platinum
chemotherapy regimen; OR

Used as a single agent for switch maintenance following initial systemic therapy; OR

Used in combination with bevacizumab following a first-line bevacizumab/pemetrexed/platinum
chemotherapy regimen; OR

Used in combination with pembrolizumab following a first-line pembrolizumab/pemetrexed and either
carboplatin or cisplatin regimen
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ALIMTA® (PEMETREXED DISODIUM)
CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Thymomas and Thymic Carcinoma

e  Patient must be 18 years of age or older; AND

e Used for second-line treatment of unresectable or metastatic disease; AND
e Used as a single agent

Diagnosis of Ovarian Cancer (epithelial ovarian/fallopian tube/primary peritoneal cancer)
e  Patient must be 18 years of age or older; AND

e  For persistent or recurrent disease; AND

e Patient is not experiencing an immediate biochemical relapse; AND

e Used as a single agent

CLINICAL CRITERIA FOR RENEWAL

e Disease response with treatment as defined by stabilization of disease or decrease in size of tumor or tumor spread;
AND

e Absence of unacceptable toxicity from the drug. (Examples of unacceptable toxicity include the following: bone marrow
suppression (e.g., neutropenia, thrombocytopenia, anemia), renal impairment (CrCl < 45 mL/min),bullous and
exfoliative skin toxicity, interstitial pneumonitis, radiation recall, etc.); AND

Non-squamous Non-small Cell Lung Cancer (continuation maintenance therapy)
e Used as maintenance therapy of locally advanced, recurrent, or metastatic disease; AND
— Used as a single agent, following a first-line pemetrexed/platinum chemotherapy; OR
—  Used in combination with bevacizumab following a first-line bevacizumab/pemetrexed/platinum chemotherapy

regimen; OR

— Used in combination with pembrolizumab following a first-line pembrolizumab/pemetrexed/carboplatin or
cisplatin regimen.
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ALIQOPA™ (COPANLISIB)

Length of Authorization: 6 months, eligible for renewal

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of B-cell ymphoma:

Patient aged 18 years or older; AND

Must be used as a single agent; AND

Patient has relapsed, refractory, or progressive disease; AND
Patient has received at least two prior systemic therapies; AND
Patient has one of the following diagnoses:

—  Follicular lymphoma (FL); OR

— Non-gastric MALT lymphoma; OR

—  Gastric MALT lymphoma; OR

— Nodal marginal zone lymphoma; OR

—  Splenic marginal zone lymphoma

CLINICAL CRITERIA FOR RENEWAL

Absence of unacceptable toxicity from the drug (e.g., > grade 3 infections, uncontrolled hyperglycemia, uncontrolled
hypertension, non-infectious pneumonitis, ANC < 0.5 x 103 cells/mm?3, severe cutaneous reactions); AND

Tumor response with stabilization of disease or decrease in size of tumor or tumor spread.
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ALPHA 1 PROTEINASE INHIBITOR

Length of Authorization: 1 Year, eligible for renewal

Initiative: SPC: Alpha-1 Proteinase Inhibitor (IE 2462 / NCPDP 75 — HICL)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Emphysema due to alpha-1-antitrypsin (AAT) deficiency:

Diagnosis of emphysema confirmed with pulmonary function testing; AND

Patient has alpha-1-antitrypsin (AAT) deficiency with PiZZ, Pi*Z (null), or Pi* ([PiMS, PiMZ] phenotypes; OR

Patient has other rare AAT disease-causing alleles associated with serum alpha 1-antitrypsin (AAT level < 11 pmol/L
(e.g., Pi [Malton, Malton]; AND

Patient has AAT deficiency and clinical evidence of panacinar emphysema; AND

Patient has low serum concentration of AAT <11 Um/L (35% of normal) or < 80 mg/DlI (if measured by radial
immunodiffusion) or < 0.8 g/L (if measured by nephelometry); AND
Patient is currently a non-smoker

RENEWAL CRITERIA

Authorizations can be renewed based on the following criteria:

Disease response with treatment as defined by elevation of AAT levels above baseline and/or, substantial reduction in
rate of deterioration of lung function as measured by percent predicted FEV1; AND
Patient is a current non-smoker

Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include hypersensitivity reactions.

Additional Clinical information:

GLASSIA is contraindicated in IgA deficient patients with antibodies against IgA.

GLASSIA is contraindicated in individuals with a history of severe immediate hypersensitivity reactions, including
anaphylaxis, to Alphal-PI products.

COVERED - PA REQUIRED

Aralast NP

Zemaira® vial

Prolastin® C vial
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ALUNBRIG (BRIGATINIB)

Length of Authorization: 6 months, eligible for renewal

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Non-Small Cell Lung Cancer (NSCLC):

e Patientis at least 18 years old; AND

e  Must be used as a single agent; AND

e Patient has advanced, metastatic or recurrent disease (excluding locoregional recurrence or symptomatic local disease
without evidence of disseminated disease) or mediastinal lymph node recurrence with prior radiation therapy; AND

e Patient’s disease is anaplastic lymphoma kinase (ALK) positive as detected by an FDA-approved or CLIA compliant test.

Diagnosis of Central Nervous System Cancers-Brain Metastases:

e Patientis at least 18 years old; AND

e  Must be used as a single agent; AND

e Patient has brain metastases from ALK-positive Non-Small Cell Lung Cancer; AND
— Used as initial treatment of with small, asymptomatic brain lesions; OR

— Used for relapsed disease in patients with limited brain metastases and stable systemic disease or reasonable
systemic treatment options; OR

— Patient has recurrent limited brain metastases; OR

— Used for recurrent disease in patients with extensive brain metastases and stable systemic disease or reasonable
systemic treatment options

CLINICAL CRITERIA FOR RENEWAL

Authorizations can be renewed based on the following criteria:

e  Tumor response with stabilization of disease or decrease in size of tumor or tumor spread; AND

e Absence of unacceptable toxicity from the drug (e.g., severe hypertension, bradycardia, interstitial lung
disease/pneumonitis, visual disturbances, creatine phosphokinase [CPK] elevation, pancreatic enzyme elevation, severe
hyperglycemia).
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AMITIZA (LUBIPROSTONE)

Length of Authorization: 1 Year, eligible for renewal

Initiative: MNC: Gastrointestinals: IBS Agents (IE 2462 / NCPDP 75 — HICL)

CLINICAL CRITERIA FOR APPROVAL

Diagnosis of Opioid-Induced Constipation (OIC):

e Patientis 18 years of age or older; AND
e  Patient must have a diagnosis of OIC; AND
e Patient must have failed a trial of lactulose OR polyethylene glycol

Diagnosis of Irritable Bowel Syndrome Constipation (IBS-C) or Chronic Idiopathic Constipation (CIC):

e Patientis 18 years of age or older; AND
e Patient must have a diagnosis of IBS-C and is female or have a diagnosis of CIC; AND
e Patient must have failed a trial of lactulose or polyethylene glycol
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AMPYRA® (DALFAMPRIDINE)

Length of Authorization: Initial: 6 months, Renewal: 1 year

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Multiple Sclerosis (MS)

e Patientis 18 years of age or older; AND

e Patient has no past medical history of seizures; AND

e Patient’s creatinine clearance, determined within the last 6 months, is > 50 mL/min; AND

e Confirmed diagnosis of MS as documented by laboratory report (i.e., MRI); AND

e Patientis currently on disease modifying therapy for MS (e.g., interferon beta-1a, interferon beta-1b, peginterferon
beta-1a, glatiramer, teriflunomide, fingolimod, dimethyl fumarate, natalizumab, alemtuzumab, daclizumab,
ocrelizumab); AND

e Expanded Disability Status Score (EDSS) > 4 and < 7; AND

e Baseline timed 25 feet walk (T25W) between 8 and 60 seconds

CLINICAL CRITERIA FOR RENEWAL

e Patient has 20% improvement from baseline in timed 25 feet walk (T25W); AND
e Absence of unacceptable toxicity from the drug (e.g., seizures, renal impairment, anaphylaxis)
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ANALGESICS: NARCOTICS: LONG-ACTING

Length of Authorization: 3—6 months, eligible for renewal

6 months for active oncology diagnosis with neoplasm related pain, hospice care/patient, or
Palliative/End of Life Care

Initiative: MNC: Narcotic Analgesics: Long-Acting (IE 2462 / NCPDP 75 — HICL, 50081 and 2193)
MNC: MME Limitation Exceeded (IE 2709/NCPDP 76)

INITIAL CRITERIA FOR ALL LONG-ACTING NARCOTICS

Diagnosis of active oncology diagnosis with neoplasm related pain, hospice care patient, LTC/SNF patient, or
Palliative/End of Life Care **ICD-10 Diagnosis Code (G89.3) can be entered by pharmacy at POS to bypass PA
requirement for active oncology diagnosis**

e Approve for 6 months for palliative/end-of-life care, or hospice care

e Approve for 6 months for active oncology diagnosis with neoplasm related pain (ICD10 diagnosis code: G89.3)
e Approve for 6 months for sickle cell

e Approve for 6 months for patient who resides in an LTC facility or Skilled Nursing facility

Diagnosis of any other pain:

e  Patient must be 18 years of age or older; AND
e Patient is inadequately controlled on short-acting (SA) opioid equivalent; AND
e  Patient must require around the clock pain management; AND
e  Patient must have chronic pain, greater than 3 months, AND
e Patient has a diagnosis of moderate to severe pain that can be defined by ALL of the following:
— Non-responsive or inadequately responsive to non-pharmacologic treatment (i.e., physical therapy, pain
psychology, alternative treatments);
— Non-responsive or inadequately responsive to non-opioid analgesic treatment (i.e., NSAIDs, APAP, gabapentin,
lidocaine patch, muscle relaxers)
— Significantly impairs physical functioning (i.e., sleep, work, activities of daily living); AND
e The prescriber attests to monitoring the state prescription monitoring program (PMP) prior to prescribing any
controlled medications (if available in the state); AND
e Patient does not have a documented history of opioid addiction or abuse; AND
e The patient is not currently undergoing active treatment for opioid addiction; AND
e The prescriber attests to having a treatment plan in place with the patient that addresses such things as benefits and
harms of opioid use, expectations and goals of treatment, stipulations for continued treatment such as functional
improvement, a single opioid prescriber and/or regular dispensing pharmacy; AND
e The prescriber attests to completing a urine drug screen at least annually, with date of last drug screen provided.
e The prescriber provides the underlying condition causing the patient pain; AND
e The prescriber has consulted with a pain specialist (prescriber must consult with pain specialist >90 MME/day); AND
e The patient has been offered counseling on the risks of overdose, addiction, and/or drug diversion; AND
e The patient is not on a benzodiazepine or sedative hypnotic; AND
e A naloxone kit is being prescribed; AND
e The prescriber provides a list of concurrent pain treatments being used (i.e., non-opioid medications, physical therapy, etc.)
e The patient is receiving or is scheduled to receive counseling for weaning opioids, undergoing active dose titration, or
stabilized for a chronic condition that requires ongoing therapy:
— If stable, can approve for 6 months; OR
— If weaning or undergoing active dose titration, only approve for 3 months
Note: Clinical judgment can be used by pharmacists for approval if all the above criteria is not met.
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ANALGESICS: NARCOTICS: LONG-ACTING (CONTINUED)

DRUG SPECIFIC CRITERIA IN ADDITION TO ABOVE CRITERIA

e  Butrans will be approved based on ALL of the following criteria:
— Not to be approved for acute or post-operative pain
— Patient is not on a benzodiazepine
— Patient is not on another opioid agonist
— Patient does not actively abuse alcohol

CLINICAL CRITERIA FOR RENEWAL

e Initial request criteria must be met; AND
e Patient is stabilized on current regimen

90 MME MAXIMUM EDIT

Note: MME limit can be approved by technicians

A health professional may write for a prescription that is more than 90 MME per day if:

e The health professional is a board-certified pain specialist; OR has consulted with a board-certified pain specialist; OR if
the consulting board certified physician is not available for consult within 48 hours, they must provide that the
consultation will now occur subsequent to the prescription being issued; OR

e Itis a continuation of a prior prescription order issued within the previous 60 days; OR

e Itis an opioid with a maximum approved total daily dose in the labeling as approved by the U.S. Food and Drug
Administration (FDA); OR

e Itis for a patient who has an active oncology diagnosis or a traumatic injury, not including a surgical procedure; OR

e Itis for a patient who is hospitalized; OR

e Itisfor a patient who is receiving hospice care, end-of-life care, palliative care, skilled nursing facility care or treatment
for burns; OR

e Itis for a patient who is receiving MAT for a substance use disorder

COVERED - PA REQUIRED

Butrans® (buprenorphine) patch BRAND ONLY

Fentanyl patches (generic for Duragesic®)

Morphine ER tab (generic for MS Contin®)

Tramadol ER tab (generic for Ultram® ER)

Xtampza® ER (oxycodone) BRAND ONLY
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ANALGESICS: NARCOTICS: SHORT-ACTING

Length of Authorization: Varies per diagnosis: See details below

Initiative: MNC: Short-Acting Opioid: Acute Use (IE 2708, 7008, 2641, 15110/NCPDP 75, IE
2614/NCPDP 76)

MNC: Short-Acting Opioid: Chronic Use (IE 2708, 7008, 2641, 15110/NCPDP 75, IE
2614/NCPDP 76)

MNC: MME Limitation Exceeded (IE 2709/NCPDP 76)

5-DAY SUPPLY LIMIT OF NARCOTICS: SHORT-ACTING (MAX OF TWO 5-DAY SUPPLY IN ROLLING 30-DAY PERIOD)
Members may not receive more than two 5-day supplies in a 30-day period without a Prior Authorization on file
Requests that meet the following criteria can be approved for exclusion from the 5-day Supply Limitation:

e  Post-Surgical Procedures

— Initial prescriptions for short-acting opioid medications for post-surgical procedures are limited to a supply of no
more than 14 days. Approve for treatment duration requested, not to exceed 14-day supply.

— Refill prescriptions for short-acting opioid medications for post-surgical procedures are limited to no more than a
5-day supply. Approve for treatment duration requested, not to exceed 5-day supply.

e Diagnosis of Active Cancer pain, Sickle cell, Palliative/End-of-Life Care or hospice patient
—  Approve for 6 months for Palliative/End-of-Life Care or hospice patient
— Approve for 6 months for active cancer pain or sickle cell
e Patient resides in an LTC facility or Skilled Nursing facility
—  Approve for 6 months
e  Children on opioid wean at time of hospital discharge
— Approve for the duration of the prescription
e  Traumatic injury (excluding post-surgical procedures)
— Approve for the duration of the prescription
o Diagnosis of any other pain (Acute or Chronic):
—  Patient must be 18 years of age or older; AND
— Patient has a diagnosis of moderate to severe pain that can be defined by ALL of the following:
— Non-responsive or inadequately responsive to non-pharmacologic treatment (i.e., physical therapy, pain
psychology, alternative treatments); AND
— Non-responsive or inadequately responsive to non-opioid analgesic treatment (i.e., NSAIDs, APAP, gabapentin,
lidocaine patch, muscle relaxers); AND
— Significantly impairs physical functioning (i.e., sleep, work, activities of daily living); AND
— The prescriber attests to monitoring the state prescription monitoring program (PMP) prior to prescribing any
controlled medications (if available in the state); AND
— Patient does not have a documented history of opioid addiction or abuse; AND
— The patient is not currently undergoing active treatment for opioid addiction; AND
— The prescriber provides the underlying condition causing the patient pain; AND
—  The patient has consulted with a pain specialist (prescriber must consult with pain specialist >90 MME/day); AND
— The patient has been offered counseling on the risks of overdose, addiction, and/or drug diversion, AND
— The patient is not on a benzodiazepine or sedative hypnotic, AND
— A naloxone kit is being prescribed; AND
— The prescriber provides a list of concurrent pain treatments being used (i.e., non-opioid medications, physical
therapy, etc.); AND
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ANALGESICS: NARCOTICS: SHORT-ACTING (CONTINUED)

—  For Acute pain:

e Ifless than 30 days requested, authorize for indicated treatment duration permitting the other conditions
above are met.

e If greater than 30 days requested, authorize for 30 days only permitting the other conditions above are met.
Requires reauthorization after 30 days.

For Chronic pain:

The prescriber attests to having a treatment plan in place with the patient that addresses such things as
benefits and harms of opioid use, expectations and goals of treatment, stipulations for continued treatment
such as functional improvement, a single opioid prescriber and/or regular dispensing pharmacy; AND

The prescriber attests to completing a urine drug screen at least annually, with date of last drug screen
provided.

If the patient is stable on current regimen, approve for 6 months
e If the patient is weaning or undergoing active dose titration, approve for 3 months
Note: Clinical judgment can be used by pharmacists for approval if all the above criteria is not met.

90 MME MAXIMUM EDIT

Note: MME limit can be approved by technicians
A health professional may write a prescription that is for more than 90 MME per day if:

e The health professional is a board-certified pain specialist OR has consulted with a board-certified pain specialist; OR if
the consulting board certified physician is not available for consult within 48 hours, they must provide that the
consultation will occur subsequent to the prescription being issued; OR

e Itis a continuation of a prior prescription order issued within the previous 60 days; OR

e Itis an opioid with a maximum approved total daily dose in the labeling as approved by the U.S. Food and Drug
Administration (FDA); OR

e Itis for a patient who has an active oncology diagnosis or a traumatic injury, not including a surgical procedure; OR
e Itis for a patient who is hospitalized; OR

e Itisfor a patient who is receiving hospice care, end-of-life care, palliative care, skilled nursing facility care, or treatment
for burns; OR

e Itis for a patient who is receiving MAT for a substance use disorder
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ANDROGENS

STANDARD FORMULARY CRITERIA

Length of Authorization: 1 year

Initiative: MNC: Androgens (IE 2462 / NCPDP 75 — HICL)

CLINICAL CRITERIA FOR INITIAL APPROVAL

e Documentation of low (low or normal for renewals) testosterone levels within the last year

Note:

Diagnosis of Primary hypogonadism (congenital or acquired) — testicular failure due to cryptorchidism, bilateral

torsions, orchitis, vanishing testis syndrome; or orchidectomy; OR

Hypogonadotropic hypogonadism (congenital or acquired) — idiopathic gonadotropin or LHRH deficiency, or

pituitary hypothalamic injury from tumors, trauma, or radiation.

e If the above conditions occur prior to puberty, androgen replacement therapy will be needed during the
adolescent years for development of secondary sexual characteristics. Prolonged androgen treatment will be
required to maintain sexual characteristics in patients who develop testosterone deficiency after puberty; OR

Androgens may be used to stimulate puberty in carefully selected males with clearly delayed puberty. These

patients usually have a familial pattern of delayed puberty that is not secondary to a pathological disorder; puberty

is expected to occur spontaneously at a relatively late date. Brief treatment with conservative doses may
occasionally be justified in these patients if they do not respond to psychological support. The potential adverse
effect on bone maturation should be discussed with the patient and parents prior to androgen administration. An

X-ray of the hand and wrist to determine bone age should be obtained every 6 months to assess the effect of

treatment on the epiphyseal centers; OR

Replacement therapy in conditions associated with a deficiency or absence of endogenous testosterone; AND

Two pre-treatment serum total testosterone levels less than 280 ng/DL (9.7 nmol/L) taken at separate times

(document lab value and date for both levels); AND

Patient is not taking:

e  Growth hormone (e.g., Genotropin, Humatrope, Norditropin, omni trop, Saizen, Serostim, Zorbtive); OR

e Aromatase inhibitor (e.g., Arimidex [anastrozole] Femara [letrozole], Aromasin [exemestane]); AND

One of the following:

e Significant reduction in weight (less than 90% of ideal body weight) (e.g., AIDS wasting syndrome)

e Osteopenia

e Osteoporosis

e Decreased bone density

e Decreased Libido

e Organic cause of testosterone deficiency (e.g., injury, tumor, infection, or genetic defects)

Per 2019 BEERS criteria update, testosterone should be avoided in patients greater than or equal to 65 years of age

unless indicated for moderate to severe hypogonadism.

e Oral testosterone agents (other than Striant®) may be approved for a diagnosis of inoperable metastatic breast cancer
(postmenopausal) or if the patient had tried and failed on Danazol®.

A trial on the injectable dosage form is not required.
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ANDROGENS (CONTINUED)
CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Androgens may be used secondarily in patients with advancing inoperable metastatic (skeletal) mammary cancer who are 1
to 5 years postmenopausal. Primary goals of therapy in these patients include ablation of the ovaries. Other methods of
counteracting estrogen activity are adrenalectomy, hypophysectomy, and/or antiestrogen therapy. This treatment has also
been used in premenopausal patients with breast cancer who have benefitted from oophorectomy and are considered to
have a hormone-responsive tumor. Judgment concerning androgen therapy should be made by an oncologist with expertise
in this field.

Contraindications:

e Known or suspected carcinoma of the prostate

e  Known or suspected carcinoma of the breast

e Severe renal or cardiac disease

e  Benign prostatic hyperplasia with obstruction

e  Pregnancy

e Undiagnosed genital bleeding

e Breast Cancer

OXANDRIN®

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

e Do not have to meet other criteria above
e Diagnosis of bone pain: for the relief of bone pain frequently accompanying osteoporosis

e Diagnosis of Protein catabolism: To offset the protein catabolism associated with prolonged administration of
corticosteroids

e Diagnosis of weight gain: Adjunctive therapy to promote weight gain after weight loss following extensive surgery,
chronic infections, or severe trauma, and in some patients who, without definite pathophysiologic reasons, fail to gain
or maintain normal weight.

CLINICAL CRITERIA FOR RENEWAL

e Patient has had a disease response

Preferred drugs — PA REQUIRED

Androderm® PATCH (testosterone)

AndroGel® (testosterone)

Testosterone cypionate (generic Depo-Testosterone)

Testosterone enanthate
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ANTI-ARRHYTHMICS

Length of Authorization: 1 year

Initiative: MNC: Anti-Arrhythmic (IE 2462 / NCPDP 75 — HICL)

MULTAQ

INITIAL CRITERIA

e Patient is NOT taking any of the following antiarrhythmics:
— Amiodarone (Cordarone®, Pacerone®);
— Disopyramide, Disopyramide SA (Norpace®, Norpace CR®)
— Dofetilide (Tikosyn®)
—  Flecainide (Tambocor®)
— lbutilide
—  Mexiletine
— Propafenone, Propafenone SR (Rythmol®, Rythmol SR®)
— Quinidine gluconate, Quinidine sulfate
— Sotalol, Sotalol AF (Betapace®, Betapace AF®); AND
e Patient has a diagnosis of atrial fibrillation (AF) in sinus rhythm, AND
—  Patient has a history of paroxysmal or persistent AF; AND
—  Patient does NOT have PERMANENT AF (cannot be cardioverted into normal sinus rhythm) OR recent
decompensated heart failure (HF) requiring hospitalization OR NYHA Class IV HF; AND

— The patient has their cardiac rhythm monitored at least once every 3 months; AND
— The patient is being monitored for liver and pulmonary toxicity at least once every 3 months; AND
— The patient is NOT on greater than Simvastatin 10 mg; AND

— The patient does NOT have severe hepatic impairment.
RENEWAL CRITERIA

e The patientis in sinus rhythm; AND

e The patient does NOT have new or worsening heart failure; AND

e The patient does NOT have liver injury; AND

e The patient does NOT have signs of pulmonary toxicity (i.e., shortness of breath, unproductive cough, etc.); AND
e The patient does NOT have hypokalemia and hypomagnesemia; AND

e The patient does NOT have QT prolongation; AND

e Patient is free of any other unacceptable toxicity from the medication.

Orange Text = Emphasis  Blue Text = Hyperlinks ~ Red Text = New Info  Green Text = Auto PA

o0
Page 40 | Molina Healthcare Clinical Criteria "“MOUNA'

HEALTHCARE



ANTI-ARRHYTHMICS (CONTINUED)
DOFETILIDE (GENERIC TIKOSYN)

INITIAL CRITERIA

e Patient must be > 18 years old; AND

e  Must have a diagnosis of atrial fibrillation or atrial flutter; AND

e Patient requires either conversion to normal sinus rhythm or maintenance of normal sinus rhythm; AND

e Attestation that patient started dofetilide in the hospital for a minimum of 3 days; AND

e Patient will not receive concomitant therapy with any of the following contraindicated medications: verapamil,

cimetidine, trimethoprim alone or in combination with sulfamethoxazole, ketoconazole, or hydrochlorothiazide alone
or in combination with triamterene; AND

e Patient does not have congenital or acquired long QT syndromes; AND
e Patient does not have severe renal impairment (CrCl < 20 mL/min).

RENEWAL CRITERIA

e Patient continues to meet the above criteria; AND

e Patient has not experienced any treatment-restricting adverse effects (e.g., ventricular arrhythmias, hypokalemia)

COVERED

Amiodarone (generic for Cordarone®, Pacerone®)

Disopyramide (generic for Norpace®)

Flecainide (generic for Tambocor®)

Mexiletine (generic for Mexitil®)

Norpace CR® (disopyramide SA)

Pacerone® (amiodarone)

Propafenone (generic for Rythmol®)

Propafenone ER (generic for Rythmol SR®)

Quinidine gluconate

Quinidine sulfate

Dofetilide (generic for Tikosyn®) — PA required (see criteria above)

Multag® (dronedarone) — PA required (see criteria above)

Orange Text = Emphasis ~ Blue Text = Hyperlinks  Red Text = New Info  Green Text = Auto PA

[ ]
'.l‘ MOLINA Molina Healthcare Clinical Criteria | Page 41

HEALTHCARE



ANTICONVULSANTS

STANDARD FORMULARY CRITERIA

Length of Authorization: 1 year

SPC: Anticonvulsants (IE 2462

Initiative: MNC: Anticonvulsants (IE 2462 / NCPDP 75 — HICL, 50081 and 2193)

/ NCPDP 75 — HICL, 50081 and 2193)—Sabril (vigabatrin), Onfi

CLINICAL CRITERIA

CLOBAZAM (GENERIC ONFI®)

e Diagnosis of adjunctive therapy for Lennox-Gastaut syndrome when used in combination with at least one other

anticonvulsant; AND
e Patientis not taking any other benzodiazepines; AND
e Patients is not taking an opioid

COVERED

Carbamazepine (generic for Tegretol®, Epitol®)

Carbamazepine ER (generic for Tegretol XR®)

Carbamazepine SR 12 hour (generic for Carbatrol®)

Carbamazepine chewable tablet, suspension

Dilantin® Kapseal 30 mg (phenytoin)

Divalproex sodium EC (generic for Depakote®)

Divalproex sodium 24 hour (generic Depakote ER®)

Divalproex sodium sprinkles (generic Depakote® Sprinkles)

Epitol® (carbamazepine)

Ethosuximide capsule, solution (generic for Zarontin®)

Felbamate tablet, suspension (generic for Felbatol®)

Gabapentin capsule, tablet, solution (generic for Neurontin®)

Lamictal XR® kits (lamotrigine ER)

Lamotrigine tablet, chewable (generic for Lamictal®)

Lamotrigine ER (generic for Lamictal XR®)

Lamotrigine ODT (Lamictal ODT®)

Levetiracetam tablet, solution (generic for Keppra®)

Levetiracetam ER (generic for Keppra XR®)

Oxcarbazepine tablet, suspension (generic for Trileptal®)

Phenytoin tablet, ER capsule, suspension (generic for Dilantin

®, Phenytek®)

Primidone (generic for Mysoline®)

Topiramate (generic for Topamax®), and topiramate sprinkles (generic for Topamax® sprinkles)
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COVERED

Trokendi XR® (topiramate ER)

Valproic acid capsule, solution (generic for Depakene®)

Zonisamide (generic for Zonegran®)

Ziprasidone HCL (generic for Geodon®)

Banzel® (rufinamide) — PA required (refer to Banzel® criteria page)

Pregabalin IR capsule, solution (generic for Lyrica®) — PA required (refer to Lyrica® criteria page)

Clobazam (generic for Onfi®) — PA required (see criteria above)

Tiagabine (generic for Gabitril®) — PA required (refer to Gabitril® criteria page)

Vimpat® (lacosamide) — PA required (refer to Vimpat® criteria page)
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ANTIFUNGALS: ORAL

Length of Authorization: FOR THE DURATION OF THE RX OR UP TO A YEAR

Initiative: MNC: Antifungals (IE 2462 / NCPDP 75 — GSN, 50081 and 2193)
MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA

ITRACONAZOLE (SPORANOX) CAPSULE/SOLUTION — APPROVAL FOR 6 MONTHS

e Patient has one of the following diagnoses:
—  Febrile neutropenia
— Aspergillus
—  Blastomycosis
— Histoplasmosis
—  Cryptococcosis
—  Coccidiomycosis
—  Oropharyngeal/esophageal candidiasis
— Any candida krusei infection
— Diagnosis of Onychomycosis
— Any other systemic fungal infections including (but not limited to): Chronic mucocutaneous candidiasis,
Allescheriosis, Chromomycosis, Paracoccidioidomycosis, Sporotrichosis; AND

e The patient is not a candidate for a preferred antifungal therapy, such as fluconazole (e.g., the patient has experienced
an inadequate response, intolerance, or contraindication)

ONMEL - APPROVAL FOR 6 MONTHS

e Diagnosis of onychomycosis of the toenail caused by trichophyton rubrum or T. mentagrophytes; AND
e Cannot tolerate treatment with oral terbinafine or fail to respond to terbinafine; AND
e Has a medical reason why a generic itraconazole cannot be used.

VORICONAZOLE (VFEND) TABLET/SOLUTION — APPROVAL FOR 1 YEAR

INITIAL CRITERIA

e Patientis 2 years of age or older; AND
e  Patient is diagnosed with one of the following infections:
— Invasive aspergillosis; OR
— Candidemia in non-neutropenics and other deep tissue Candida infections (disseminated infections in skin and
infections in abdomen, kidney, bladder wall, and wounds); OR
— Esophageal candidiasis; OR
—  Serious fungal infections caused by Scedosporium apiospermum and Fusarium species including Fusarium solani;
OR
— Patient is intolerant of, or refractory to, other therapy; AND
e The patient is not a candidate for a preferred antifungal therapy, such as fluconazole (e.g., the patient has experienced
an inadequate response, intolerance, or contraindication, etc.); AND
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ANTIFUNGALS: ORAL (CONTINUED)
VORICONAZOLE (VFEND) TABLET/SOLUTION — APPROVAL FOR 1 YEAR (CONTINUED)

INITIAL CRITERIA (CONTINUED)

e Patient does not have a contraindication to therapy:
— Coadministration with cisapride, pimozide or quinidine, sirolimus, rifampin, carbamazepine, long-acting
barbiturates, efavirenz, ritonavir, rifabutin, ergot alkaloids, and St. John’s Wort
— Hypersensitivity to therapy; AND
e  For oral solution: Rationale for why the patient cannot take an oral tablet must be provided

RENEWAL CRITERIA

e Patient continues to require antifungal therapy; AND
e Absence of unacceptable toxicity from the drug

POSACONAZOLE (NOXAFIL) TABLET/SUSPENSION — APPROVAL FOR REQUESTED DURATION UP TO 6 MONTHS

INITIAL CRITERIA

e Patientis 13 years of age or older; AND
e Patient is severely immunocompromised and requires prophylaxis of invasive Aspergillus and Candida infections (e.g.,
hematopoietic stem cell transplant [HSCT] recipients with graft-versus-host disease [GVHD] or those with hematologic
malignancies with prolonged neutropenia from chemotherapy); AND
e The patient is not a candidate for a preferred antifungal therapy, such as fluconazole (e.g., the patient has experienced
an inadequate response, intolerance, or contraindication, etc.); AND
e Patient does not have any contraindications to therapy:
— Concomitant use with ergot alkaloids, sirolimus, CYP3A4 substrates that prolong the QT interval (e.g., pimozide
and quinidine), HMG-CoA reductase inhibitors that are primarily metabolized through CYP3A4 (e.g., atorvastatin,
lovastatin, and simvastatin); AND

— Hypersensitivity to therapy

RENEWAL CRITERIA

e Patient continues to require antifungal therapy; AND
e Absence of unacceptable toxicity from the drug

COVERED — NO PA REQUIRED

Fluconazole tablet, suspension (generic for Diflucan®)

Griseofulvin ultramicrosize tablets (generic for Gris-PEG®)

Griseofulvin micronized tablets (generic for Grifulvin V®)

Griseofulvin suspension (generic for Grifulvin V®)

Nystatin suspension, tablet, capsule

Terbinafine tablet, packets (generic Lamisil®)
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ANTIPARASITICS

Length of Authorization: 1 month or length of therapy for parasite, eligible for renewal

Initiative: MNC: Antiparasitics (IE 2462 / NCPDP 75 — GSN)

CLINICAL CRITERIA

e Albendazole (generic Albenza®) will be approved for: Hydatid disease (dog tapeworm) caused by Echinococcus
granulosus, neurocysticercosis (pork tape worm) caused by Taenia solium, hookworm, and pinworm.

e Ivermectin (generic Stromectol®) will be approved for: intestinal (i.e., non-disseminated) strongyloidiasis due to
nematode parasite, strongyloides stercoralis and onchocerciasis due to the nematode parasite Onchocerca volvulus.

STEP CRITERIA: NATROBA, SKLICE

e  Patient has had a trial and failure of permethrin.

COVERED

Permethrin

Praziquantel (generic Biltricide®)

Emverm® tablet chew (generic mebendazole tablet chew)

Albendazole (Albenza®) — PA required (see criteria above)

Ivermectin (generic for Stromectol®)— PA required (see criteria above)

Natroba® (spinosad) — PA required (see criteria above)

Spinosad (generic for Natroba®)— PA required (see criteria above)

Sklice® (ivermectin) — PA required (see criteria above)
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ANXIOLYLTICS

Length of Authorization: Length of the prescription

Initiative: MNC: Sedative/Anxiolytic QL Override (IE 7008/NCPDP 75)

PRIOR AUTHORIZATION REQUIRED WHEN MEMBER IS CONCURRENTLY TAKING > 1 ANXIOLYTIC

DRUG WITHIN A 30 DAY OVERLAP TIME PERIOD

To include the following HSNS: 001617, 001620, 001610, 001612, 001615, 004846, 001616, 001894

The clinical pharmacist will use professional judgment whether to approve or escalate to MRIOA for denial.

COVERED - NO PA REQUIRED

Alprazolam 0.25 mg, 0.5 mg, 1 mg, 2 mg tablets, intensol

Alprazolam ER/XR 0.5 mg, 1 mg, 2 mg, 3 mg tablets

Alprazolam ODT 0.25 mg, 0.5 mg, 1 mg, 2 mg tablets

Buspirone 5 mg, 7.5 mg, 10 mg, 15 mg, 30 mg tablets

Chlordiazepoxide 5 mg, 10 mg, 25 mg capsules

Clonazepam 0.5 mg, 1 mg, 2 mg tablets

Clonazepam ODT 0.125 mg, 0.25 mg, 0.5 mg, 1 mg, 2 mg

Clorazepate 3.75 mg, 7.5 mg, 15 mg tablets

Diazepam 2 mg, 5 mg, 10 mg tablets

Diazepam 5 mg/mL conc/soln, 5 mg/mL vial/syringe

Lorazepam 0.5 mg, 1 mg, 2 mg tablets, oral conc, intensol

Oxazepam 10 mg, 15 mg, 30 mg capsules
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ANZEMET (DOLASETRON)

Length of Authorization: For requested duration, up to 6 months

Initiative: MNC: MNC: Antiemetics (IE 2462 / NCPDP 75 — HICL)

CLINICAL CRITERIA FOR INITIAL APPROVAL

e Patientis 2 years of age or older; AND

e Medication will be used for the prevention of nausea and vomiting associated with moderately emetogenic cancer
chemotherapy, including initial and repeat courses

CLINICAL CRITERIA FOR RENEWAL

e Patient continues to meet initial criteria; AND
e Absence of unacceptable toxicity from the drug
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APREPITANT CAPSULES (EMEND)

Length of Authorization: For requested duration, up to 6 months

Initiative: MNC: Antiemetics (IE 2462 / NCPDP 75 — HICL)

CLINICAL CRITERIA FOR INITIAL APPROVAL

e Patientis at least 12 years of age; AND
e Used in combination with other antiemetic medications (e.g., corticosteroid and a serotonin receptor antagonists) for:
— Prevention of acute and delayed nausea and vomiting associated with initial and repeat courses of highly
emetogenic cancer chemotherapy (HEC); OR
— Prevention of nausea and vomiting associated with initial and repeat courses of moderately emetogenic cancer
chemotherapy (MEC); OR

—  Prevention of postoperative nausea and vomiting
CLINICAL CRITERIA FOR RENEWAL

e Absence of unacceptable toxicity from the drug
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ARCALYST® (RILONACEPT)

Length of Authorization: 6 months and may be renewed

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

e Diagnosis of Cryopyrin-Associated Periodic Syndromes (CAPS)

e  Must not be administered concurrently with live vaccines; AND

e Patient has been evaluated and screened for the presence of latent TB infection prior to initiating treatment; AND

e Patientis not on concurrent therapy with other IL-1 blocking agents (e.g., canakinumab, anakinra, etc.) AND

e Patientis not on concurrent treatment with another TNF inhibitor, biologic response modifier or other non-biologic
immunomodulating agent (i.e., apremilast, tofacitinib, baricitinib); AND

e Patient does not have an active infection, including clinically important localized infections; AND

e Patientis over the age of 12; AND

e Patient has documented laboratory evidence of a genetic mutation in the Cold-Induced Auto-inflammatory Syndrome 1
(CIAS1), also known as NLRP3; AND

— Documented diagnosis of Familial Cold Autoinflammatory Syndrome (FCAS); OR
— Documented diagnosis of Muckle-Wells Syndrome (MWS); AND
e Patient has documented baseline serum levels of inflammatory proteins (C-Reactive Protein [CRP] and/or Serum
Amyloid A [SAA], etc.); AND
e Patient has two or more of any of the CAPS-typical symptoms:
—  Urticaria-like rash
— Cold-triggered episodes
— Sensorineural hearing loss
—  Musculoskeletal symptoms
—  Chronic aseptic meningitis

—  Skeletal abnormalities
CLINICAL CRITERIA FOR RENEWAL

e Disease response as indicated by improvement in patient’s symptoms from baseline and improvement in serum levels
of C-Reactive Protein (CRP) and Serum Amyloid A (SAA) from baseline; AND

e Absence of unacceptable toxicity from the drug (e.g., severe hypersensitivity reactions, serious infections [including but
not limited to tuberculosis], lipid profile changes); AND

e Patient is receiving ongoing monitoring for presence of TB or other active infections.
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ARIMIDEX (ANASTROZOLE)

Length of Authorization: 1 Year, eligible for renewal

Initiative: MNC: Miscellaneous: PA Required (IE 2462 / NCPDP 75 — GSN)

CLINICAL CRITERIA ANASTROZOLE

e Patientis 18 years of age or older; AND

e Patient is female; AND

e Patient is postmenopausal; AND

e  Patient must have a diagnosis of one of the following:
— hormone receptor-positive early breast cancer; OR
— hormone receptor-positive or hormone receptor unknown locally advanced or metastatic breast cancer; OR
— advanced breast cancer with disease progression following tamoxifen therapy.
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ARMODAFINIL (NUVIGIL)

Length of Authorization: 1 Year

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA

e Diagnosis of Narcolepsy; OR

e Diagnosis of Obstructive Sleep Apnea- with CPAP; OR

e Diagnosis of Shift Work Disorder; OR

e Diagnosis of Hypersomnia, OR

e Diagnosis of fatigue related to cancer; OR

e Diagnosis of Fatigue related to multiple sclerosis
— Tried and failed amantadine within the past year; AND
—  Tried and failed a stimulant; AND

— Documented compliance with current therapy
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AROMASIN® (EXEMESTANE TABLET)

Length of Authorization: 12 months

Initiative: SPC: Oncology Agents (IE 2462 / NCPDP 75)

CLINICAL CRITERIA FOR INITIAL APPROVAL

e Use as adjuvant treatment of postmenopausal women with estrogen receptor-positive early breast cancer who have
received two to three years of tamoxifen and are switched to Aromasin for completion of a total of five consecutive
years of adjuvant hormonal therapy; OR

e Diagnosis of advanced breast cancer in postmenopausal women whose disease has progressed following tamoxifen
therapy; AND

e Patient does not have any of the following contraindications:

— Known hypersensitivity to the drug or to any of the excipients
CLINICAL CRITERIA FOR RENEWAL

e Absence of unacceptable toxicity from the drug
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ARRANONZ® (NELARABINE)

Length of Authorization: 6 months and may be renewed

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of adult-young adult/adult T-cell acute lymphoblastic leukemia and T-cell lymphoblastic lymphoma

e Patientis 18 years or older (unless otherwise specified); AND
— Patient has not responded to or has relapsed following treatment with two or more chemotherapy regimens; OR
— Used as induction and/or consolidation therapy as a component of COG AALL0434 regimen (daunorubicin,
vincristine, prednisone, and pegaspargase); AND
® Patientis 15 years or older; AND
® Patientis Philadelphia chromosome-negative; OR
—  Used for relapsed/refractory disease; AND
® Patient has Philadelphia chromosome-negative disease; AND
— Used as a single agent; OR
— Used in combination with etoposide and cyclophosphamide in young and fit patients; OR
® Patient is Philadelphia chromosome-positive; AND
— Patient is refractory to tyrosine kinase inhibitor therapy (e.g., imatinib, dasatinib, ponatinib, nilotinib,
bosutinib).
Diagnosis of pediatric acute lymphoblastic leukemia
e Patientis 1 year or older; AND
— Patient has not responded to or has relapsed following treatment with two or more chemotherapy regimens ; OR
— Used as consolidation therapy as a component of COG AALL0434 regimen (daunorubicin, vincristine, prednisone,
and pegaspargase); OR
— Used for relapsed or refractory disease in combination with etoposide and cyclophosphamide

CLINICAL CRITERIA FOR RENEWAL

e Disease response with treatment as defined by stabilization of disease or decrease in size of tumor or tumor spread;
AND

e Absence of unacceptable toxicity from the drug (e.g., any severe neurologic [central and/or peripheral] adverse
reactions, severe anemia/leukopenia/anemia/thrombocytopenia, tumor lysis syndrome)
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ARZERRA® (OFATUMUMAB)

Length of Authorization: 6 months, may be renewed (see renewal lengths under clinical criteria for renewal)

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Chronic Lymphocytic Leukemia (CLL)/Small Lymphocytic Lymphoma (SLL)

Patient is 18 years or older; AND

Patient must be screened for HBV infection (i.e., HBsAg and anti-HBc) prior to initiating therapy; AND
Must not be administered concurrently with live vaccines; AND

Used as first-line therapy in combination with chlorambucil; OR

Used for relapsed or refractory disease; AND

— Used as a single agent; OR

— Used in combination with fludarabine and cyclophosphamide (FC); OR

Used as extended treatment in patients with complete or partial response after 2 or more lines of therapy; AND
— Used as a single agent; OR

Used as first-line therapy in combination with bendamustine; AND

—  Patient does not have del(17p)/TP53 mutation; AND

— Patient is not considered to be frail with significant comorbidities

Diagnosis of B-Cell Lymphomas

Patient is 18 years or older; AND

Patient must be screened for HBV infection (i.e., HBsAg and anti-HBc) prior to initiating therapy; AND

Must not be administered concurrently with live vaccines; AND

Follicular Lymphoma

— Patient has grade 1-2 disease; AND

— Used as a substitute for rituximab or obinutuzumab in patients experiencing rare complications such as
mucocutaneous reactions including paraneoplastic pemphigus, Stevens-Johnson syndrome, lichenoid dermatitis,
vesiculobullous dermatitis, and toxic epidermal necrolysis; OR

MALT Lymphoma (Gastric or Non-Gastric) or Marginal Zone Lymphoma (Splenic or Nodal);AND

— Used as a substitute for rituximab or obinutuzumab in patients experiencing rare complications such as
mucocutaneous reactions including paraneoplastic pemphigus, Stevens-Johnson syndrome, lichenoid dermatitis,
vesiculobullous dermatitis, and toxic epidermal necrolysis; OR

Histologic Transformation of Nodal Marginal Zone Lymphoma to Diffuse Large B-Cell Lymphoma, Mantle Cell

Lymphoma, Diffuse Large B-Cell Lymphoma, High Grade B-Cell Lymphomas, Burkitt Lymphoma, AIDS Related B Cell

Lymphomas, Post-Transplant Lymphoproliferative Disorders, or Castleman’s Disease; AND

— Used as a substitute for rituximab or obinutuzumab in patients experiencing rare complications such as
mucocutaneous reactions including paraneoplastic pemphigus, Stevens-Johnson syndrome, lichenoid dermatitis,
vesiculobullous dermatitis, and toxic epidermal necrolysis.
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ARZERRA (OFATUMUMAB) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Waldenstréom’s Macroglobulinemia/Lymphoplasmacytic Lymphoma

Patient is 18 years or older; AND
Patient must be screened for HBV infection (i.e., HBsAg and anti-HBc) prior to initiating therapy; AND
Must not be administered concurrently with live vaccines; AND
Used as a single agent OR as part of combination therapy; AND
— Patient is intolerant to rituximab; AND
® Patient has previously failed primary therapy; OR
® Patient has progressive or relapsed disease

CLINICAL CRITERIA FOR RENEWAL

Coverage can be renewed based upon the following criteria:

Disease response with treatment as defined by stabilization of disease or decrease in size of tumor or tumor spread;
AND

Absence of unacceptable toxicity from the drug (e.g., hepatitis B virus reactivation/infection, progressive multifocal
leukoencephalopathy, severe infusion reactions, tumor lysis syndrome, cytopenias [neutropenia, anemia, and
thrombocytopenial)

CLL/SLL (first-line) may be renewed to allow for a total of 12 cycles

CLL/SLL (relapsed or refractory) may not be renewed (unless the provisions for extended treatment have been met).
CLL/SLL (extended treatment) may be renewed to provide for a total of 2 years of therapy

NHL/FL may be renewed to provide up to a total of 8 doses

Waldenstrom’s/Lymphoplasmacytic lymphoma may not be renewed
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ASPARLAS® (CALASPARGASE PEGOL-MKNL)

Length of Authorization: 6 months and may be renewed

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Acute lymphoblastic leukemia (ALL)

e Patient age is 1 month up to 21 years old; AND

e Patient must not have a history of serious hypersensitivity, pancreatitis, severe hepatic impairment, thrombosis, or
hemorrhagic events with prior L-asparaginase therapy; OR

e  Must be used as a component of multi-agent chemotherapy; AND

e Patient has B-cell lineage acute lymphoblastic leukemia

CLINICAL CRITERIA FOR RENEWAL

e Absence of unacceptable toxicity from the drug (e.g., allergic reactions [including anaphylaxis], thrombosis,
coagulopathy, severe hepatotoxicity, pancreatitis); AND

e Disease stabilization or improvement as evidenced by a complete response [CR] (i.e., morphologic, cytogenetic or
molecular complete response CR), complete hematologic response or a partial response by CBC, bone marrow
cytogenic analysis, QPCR, or FISH
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ATOVAQUONE (MEPRON)

Length of Authorization: 1 Year

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR APPROVAL

e For the treatment OR prevention of Pneumocystis jirovecii pneumonia (PCP):
— Patient must be 13 years of and older; AND
— Patient cannot tolerate trimethoprim-sulfamethoxazole

e For the treatment of Babesiosis:
— Must be used in combination with azithromycin

e For the treatment OR prevention of Toxoplasma encephalitis in HIV patients:
— Patient cannot tolerate trimethoprim-sulfamethoxazole
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AVASTIN® (BEVACIZUMAB), MVASI™ (BEVACIZUMAB-AWWB), ZIRABEV™

(BEVACIZUMAB-BVZR)

Length of Authorization: 6 months, May be renewed.
For CNS cancers (symptom management), coverage will be provided for 12 weeks and may
not be renewed.

Initiative: SPC: Oncology Agents (IE 2462 / NCPDP 75 — HICL, 50081 and 2193) — Zirabev™
MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride) — Avastin® and MVASI™

CLINICAL CRITERIA FOR INITIAL APPROVAL

Avastin® and MVASI™ - For new starts only, patient must have a documented failure, contraindication, intolerance, or
ineffective response to a trial of Zirabev™

Diagnosis of Colorectal Cancer (CRC)

e Patientis at least 18 years of age; AND
e Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3-4
hemorrhage; AND
e  Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND
e Not used as part of adjuvant treatment; AND
— Patient’s disease is metastatic, unresectable or advanced; AND
®*  Must be used as first- or second-line therapy in combination with a fluoropyrimidine (e.g., 5-fluorouracil/5-FU
or capecitabine) or irinotecan- based regimen; OR
— Used in combination with a fluoropyrimidine-irinotecan or fluoropyrimidine-oxaliplatin-based regimen (if not used
first line) as second-line therapy for metastatic disease that has progressed on a first-line bevacizumab containing
regimen.
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AVASTIN® (BEVACIZUMAB), MVASI™ (BEVACIZUMAB-AWWSB), ZIRABEV™ (BEVACIZUMAB-BVZR) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Non-Squamous Non-Small Cell Lung Cancer (NSCLC):

Patient is 18 years or older; AND
Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3-4
hemorrhage; AND
Patient has had a surgical procedure within the preceding 28 days or has a surgical wound that has not fully healed;
AND
Used as first-line therapy for recurrent, locally advanced, unresectable, or metastatic disease in combination with
carboplatin and paclitaxel; OR
Used for recurrent, advanced, or metastatic disease (excluding locoregional recurrence or symptomatic local disease
with no evidence of disseminated disease) or mediastinal lymph node recurrence with prior radiation therapy; AND
— Used as first-line therapy for patients with EGFR, ALK, ROS1, BRAF, MET exon 14 skipping mutation, and RET
rearrangement tumors negative and PD-L1 expression 2 1% with a PS < 2 in combination with atezolizumab,
carboplatin, and paclitaxel; OR
— Used as first-line therapy in patients with PS < 1 for patients with:
® EGFR, ALK, ROS1, BRAF, MET exon 14 skipping mutation, and RET rearrangement negative tumors and PD-
L1<1%; OR
*  BRAF V600E-mutation, NTRK gene fusion, MET exon 14 skipping mutation, or RET rearrangement positive
tumors; AND
® Used in combination with one of the following:
—  Carboplatin and pemetrexed; OR
—  Cisplatin and pemetrexed; OR
— Atezolizumab, carboplatin, and paclitaxel; OR
— Used as subsequent therapy in patients with PS <1 in patients with:
* EGFR, ALK, ROS1, BRAF, MET exon 14 skipping mutation, or RET rearrangement positive tumors and prior
targeted therapy§ OR BRAF V600E-mutation positive disease or NTRK gene fusion positive tumors; OR
®* EGFR, ALK, ROS1, BRAF, MET exon 14 skipping mutation, and RET negative tumors with PD-L1 > 1% and no
prior platinum-doublet chemotherapy; AND
® Used in combination with one of the following:
—  Carboplatin and either paclitaxel or pemetrexed; OR
—  Cisplatin and pemetrexed; OR
—  Atezolizumab, carboplatin, and paclitaxel; AND
— Used as continuation maintenance therapy (bevacizumab must have been included in patient’s first-line
chemotherapy regimen) in patients with PS < 2 who achieved a tumor response or stable disease after first-line
systemic therapy; AND
® Used as a single agent; OR
® Used in combination with pemetrexed following a first-line bevacizumab/pemetrexed/platinum
chemotherapy regimen; OR
® Used in combination with atezolizumab following a first-line atezolizumab/carboplatin/paclitaxel/bevacizumab
regimen; OR
— Used in combination with erlotinib for sensitizing EGFR mutation positive disease as continuation of therapy
following disease progression on erlotinib with bevacizumab for asymptomatic disease, symptomatic brain lesions,
or isolated symptomatic systemic lesions.
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AVASTIN® (BEVACIZUMAB), MVASI™ (BEVACIZUMAB-AWWSB), ZIRABEV™ (BEVACIZUMAB-BVZR) (CONTINUED)
CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Cervical Cancer:

e Patientis 18 years or older; AND

e Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

e Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

e Patient’s has persistent, recurrent, or metastatic; AND

e Used in combination with paclitaxel and either cisplatin, carboplatin, or topotecan.

Diagnosis of Breast Cancer:

e Patientis 18 years or older; AND

e Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

e  Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

e Patient must have recurrent or metastatic disease; AND

e Patient has a high tumor burden, rapidly progressive disease, or visceral crisis; AND

e Used in combination with paclitaxel; AND

e  Patient must be human epidermal growth factor receptor 2 (HER2) negative; AND
— Disease is hormone receptor negative; OR
— Disease is hormone receptor positive with visceral crisis or refractory to endocrine therapy.
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AVASTIN® (BEVACIZUMAB), MVASI™ (BEVACIZUMAB-AWWSB), ZIRABEV™ (BEVACIZUMAB-BVZR) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Renal Cell Carcinoma (RCC):

Patient is 18 years or older; AND

Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4

hemorrhage; AND

Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not

fully healed; AND

Used in combination with interferon alfa for metastatic disease; OR

Patient must have metastatic or relapsed disease; AND

— Used as a single agent in patients with non-clear cell histology; OR

— Used in combination with everolimus in patients with non-clear cell histology; OR

— Used in combination with erlotinib in patients with non-clear cell histology papillary disease including hereditary
leiomyomatosis and renal cell cancer (HLRCC).

Diagnosis of Central Nervous System (CNS) Cancer

Patient is 18 years or older; AND

Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

Used for symptom management related to radiation necrosis, poorly controlled vasogenic edema or mass effect as
single-agent short-course therapy; AND

Patient has a diagnosis of one of the following other CNS cancers:

—  Supratentorial astrocytoma/oligodendroglioma (low-grade infiltrative, WHO grade Il); OR

—  Primary CNS lymphoma; OR

— Meningiomas; OR

—  Brain, spine, or leptomeningeal metastases; OR

— Medulloblastoma; OR

—  Glioblastoma or anaplastic gliomas; OR

— Intracranial or spinal ependymoma (excluding subependymoma); OR

Used as a single agent or in combination with one of the following: carmustine, lomustine, or temozolomide in patients
with recurrent anaplastic gliomas or recurrent glioblastoma; OR

Used as single agent therapy for patients who received prior radiation therapy, who have progressive or recurrent
disease and with a diagnosis of Intracranial and spinal ependymoma (excluding subependymoma); OR

Used as single agent for patients with surgically inaccessible recurrent or progressive meningioma when radiation is not
possible.
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AVASTIN® (BEVACIZUMAB), MVASI™ (BEVACIZUMAB-AWWSB), ZIRABEV™ (BEVACIZUMAB-BVZR) (CONTINUED)
CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Ovarian Cancer:

e Patientis 18 years or older; AND

e Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

e Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

e Patient has malignant stage II-1V granulosa cell sex cord-stromal tumors; AND

e Used as single agent therapy for relapsed disease; OR

e Patient has epithelial or fallopian tube or primary peritoneal cancers; AND
— Patient has persistent or recurrent disease; AND

® Bevacizumab has not been used previously; AND

® Patientis not experiencing an immediate biochemical relapse (i.e., rising CA-125 without radiographic
evidence of disease); AND
— If platinum sensitive, used as a single agent or in combination niraparib or in combination with carboplatin
AND either gemcitabine, paclitaxel ¥ or PEGylated liposomal-doxorubicin; OR
— If platinum resistant, used in combination with one of the following: oral cyclophosphamide, PEGylated
liposomal doxorubicin, weekly paclitaxel, or topotecan, or may be used as a single agent; OR
— Used in combination with paclitaxel and carboplatin for patients with rising CA-125 levels or clinical relapse in
patients with no prior chemotherapy; OR
— Used as maintenance therapy; AND
® Used as a single agent or in combination with olaparib for stage II-1V disease if the patient experienced
complete remission (CR) or partial remission (PR) to primary therapy that included bevacizumab; OR
® Used as a single agent if previously used as part of combination therapy in patients with a partial or complete
response following recurrence therapy for platinum-sensitive disease; OR
® Used as continued maintenance therapy for endometrioid or serous histology in combination with paclitaxel
and carboplatin for stable disease following neoadjuvant therapy; OR

— Used as neoadjuvant therapy for endometrioid or serous histology in combination with paclitaxel and carboplatin;
AND

® Patientis a poor surgical candidate or has a low likelihood of optimal cytoreduction; OR
— Used as adjuvant therapy in combination with paclitaxel and carboplatin; AND
® Patient has pathologic stage |-V disease and therapy used for one of the following histologic subtypes:
— Carcinosarcoma (malignant mixed Mullerian tumors); OR
—  Clear cell carcinoma; OR
—  Mucinous carcinoma; OR
— Grade 1 Endometrioid Carcinoma; OR
— Low-grade serous carcinoma or borderline epithelial tumors (low malignant potential) with invasive
implants; OR
® Patient has endometrioid or serous histology and is a poor surgical candidate or has a low likelihood of
optimal cytoreduction; AND
— Used in patients after interval debulking surgery and with a response or stable disease to neoadjuvant
therapy.
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AVASTIN® (BEVACIZUMAB), MVASI™ (BEVACIZUMAB-AWWSB), ZIRABEV™ (BEVACIZUMAB-BVZR) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Soft Tissue Sarcoma:

Patient is 18 years or older; AND

Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

Used as a single agent for angiosarcoma; OR

Used in combination with temozolomide for solitary fibrous tumor or hemangiopericytoma.

Diagnosis of Endometrial Carcinoma:

Patient is 18 years or older; AND

Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

Used as a single agent therapy for disease that has progressed on prior cytotoxic chemotherapy; OR

Used in combination with carboplatin and paclitaxel for advanced and recurrent disease.

Diagnosis of Malignant Pleural* Mesothelioma:

Patient is 18 years or older; AND

Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

Patient has unresectable or metastatic disease; AND

Used in combination with pemetrexed and either cisplatin or carboplatin followed by single-agent maintenance
bevacizumab.

*peritoneal, pericardial, and tunica vaginalis testis mesothelioma will be evaluated on a case-by-case basis

Diagnosis of Vulvar Cancer:

Patient is 18 years or older; AND

Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

Used in combination with paclitaxel and cisplatin for squamous cell carcinoma; AND

Patient has unresectable locally advanced, metastatic, or recurrent disease.
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AVASTIN® (BEVACIZUMAB), MVASI™ (BEVACIZUMAB-AWWSB), ZIRABEV™ (BEVACIZUMAB-BVZR) (CONTINUED)
CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Hepatocellular Adenocarcinoma:

e Patientis 18 years or older; AND

e  Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

e  Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

e Used as first-line therapy; AND

e Used for Child-Pugh Class A disease only; AND

e Used in combination with atezolizumab; AND

e Patient has locally advanced, unresectable or metastatic disease.

Diagnosis of Small Bowel Adenocarcinoma:

e Patientis 18 years or older; AND

e Patient has no recent history of hemoptysis (i.e., the presence of > 2.5 mL of blood in sputum) or grade 3—4
hemorrhage; AND

e  Patient must not have had a surgical procedure within the preceding 28 days or have a surgical wound that has not
fully healed; AND

e Used as initial therapy; AND

e Patient has metastatic disease; AND
— Used in combination with a fluoropyrimidine-based regimen (e.g., 5-fluorouracil/5-FU or capecitabine) in patients

not appropriate for intensive therapy; OR

— Used in combination with FOLFOX, CapeOX, or FOLFOXIRI in patients appropriate for intensive therapy.
CLINICAL CRITERIA FOR RENEWAL

e Disease response with treatment as defined by stabilization of disease or decrease in size of tumor or tumor spread;
AND

e Absence of unacceptable toxicity from the drug (e.g., gastrointestinal perforations and fistulae, surgical/wound healing
complications, hemorrhage, arterial and venous thromboembolic events [ATE & VTE], uncontrolled hypertension,
posterior reversible encephalopathy syndrome [PRES], nephrotic syndrome, proteinuria, severe infusion reactions,
ovarian failure, congestive heart failure [CHF])

NOTE: “Diagnosis-specific clinical criteria for renewal” section has additional diagnosis-specific renewal criteria

DIAGNOSIS-SPECIFIC CLINICAL CRITERIA FOR RENEWAL

CNS cancers — symptom management (short-course therapy): May not be renewed

Colorectal Cancer (after first-line bevacizumab-containing regimen):

e Patient’s disease has progressed on a first-line bevacizumab-containing regimen AND

e Used in combination with a fluoropyrimidine-irinotecan or fluoropyrimidine-oxaliplatin-based regimen (if not used first
line)

Malignant Mesothelioma — maintenance therapy:

e  Must be used as a single agent
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AVASTIN® (BEVACIZUMAB), MVASI™ (BEVACIZUMAB-AWWSB), ZIRABEV™ (BEVACIZUMAB-BVZR) (CONTINUED)

DIAGNOSIS-SPECIFIC CLINICAL CRITERIA FOR RENEWAL (CONTINUED)

Ovarian Cancer
e Used in combination with gemcitabine, for completion of initial therapy, up to 10 cycles total in platinum-sensitive or
recurrent disease; OR
e Used as maintenance therapy; AND
— Used as a single-agent for platinum-sensitive disease or recurrence; OR
— Used as a single agent or in combination with olaparib for stage II-IV disease; OR
— Used in combination with paclitaxel and carboplatin for endometrioid or serous histology following neoadjuvant
therapy.
Non-squamous non-small cell lung cancer — continuation therapy:
e Used for recurrent, advanced, or metastatic disease (excluding locoregional recurrence or symptomatic local disease
with no evidence of disseminated disease) or mediastinal lymph node recurrence with prior radiation therapy AND
— Used as continuation maintenance therapy (bevacizumab must have been included in patient’s first-line
chemotherapy regimen) in patients with PS < 2 who achieved a tumor response or stable disease after first-line
systemic therapy; AND

® Used as a single agent; OR

® Used in combination with pemetrexed following a first-line bevacizumab/pemetrexed/platinum
chemotherapy regimen; OR

® Used in combination with atezolizumab following a first-line atezolizumab/carboplatin/paclitaxel/bevacizumab
regimen; OR

— Used in combination with erlotinib for sensitizing EGFR mutation positive disease as continuation of therapy
following disease progression on erlotinib with bevacizumab for asymptomatic disease, symptomatic brain lesions,
or isolated symptomatic systemic lesions.
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AZOPT® (BRINZOLAMIDE)

Length of Authorization: 1 Year, eligible for renewal

Initiative: MNC: Glaucoma Agents (IE 2462 / NCPDP 75 — HICL)

CLINICAL CRITERIA AZOPT

e Patientis 18 years of age or older; AND
e  Patient must have a diagnosis of elevated intraocular pressure with open-angle glaucoma or ocular hypertension; AND
e Have had an adequate trial and failure, contraindication, or intolerance to a prostaglandin inhibitor or beta-adrenergic

antagonist.
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BALVERSA® (ERDAFITINIB)

Length of Authorization: 6 months, and renewable

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Bladder Cancer/Urothelial Carcinoma

e  Patient must be at least 18 years old; AND

e Patient has had a baseline serum phosphate level measurement and it is within normal limits; AND

e Patient has received ophthalmological examinations (i.e., assessment of visual acuity, slit lamp examination,
fundoscopy, and optical coherence tomography) at baseline and periodically throughout therapy; AND

e Patient phosphate intake is restricted to less than 800 mg per day; AND

e Patient will not be on concomitant therapy with any of the following:

—  Strong CYP2C9 or CYP3A4 inducers (e.g., rifampicin)

— Serum phosphate level-altering agents before the initial dose increase period based on serum phosphate levels
(e.g., potassium phosphate supplements, vitamin D supplements, antacids, phosphate-containing enemas or
laxatives, certain medications)

— Sensitive CYP3A4 substrates with narrow therapeutic indexes (e.g., amitriptyline, carbamazepine); AND

e  Must be used as a single agent; AND

e Patient has a susceptible gene mutation or fusions in the FGFR-2 or FGFR-3 (fibroblast growth factor receptor) gene, as
determined by an FDA-approved or CLIA-compliant test; AND

e Patient has one of the following diagnoses:

— Locally advanced or metastatic urothelial carcinoma; OR

— Local bladder cancer recurrence or persistent disease in a preserved bladder; OR

—  Local bladder cancer recurrence post-cystectomy; OR

— Metastatic upper genitourinary tract tumors; OR

—  Metastatic or recurrent urothelial carcinoma of the prostate; AND
* Patient does not have recurrence of stage T3-4 disease or palpable inguinal lymph nodes; AND

e Used as subsequent therapy after one of the following:

—  After at least one prior line of platinum-containing chemotherapy ; OR

—  After at least one prior line of checkpoint inhibitor-containing chemotherapy; OR

—  After prior systemic therapy that included both a platinum and checkpoint-inhibitor

* Note:

e If platinum treatment occurred greater than 12 months ago, the patient should be re-treated with platinum-
based therapy if the patient is still platinum eligible (see below for cisplatin- or carboplatin-ineligible
comorbidities).

—  Cisplatin-ineligible comorbidities may include GFR < 60 mL/min, PS > 2, hearing loss of > 25 decibels (dB) at
two contiguous frequencies, or grades > 2 peripheral neuropathy. Carboplatin may be substituted for
cisplatin particularly in those patients with a GFR <60 mL/min or a PS of 2.

—  Carboplatin-ineligible comorbidities may include CrCl < 30 mL/min, PS > 3, grade > 3 peripheral neuropathy,
or NYHA class 2 3.
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BALVERSA® (ERDAFITINIB) (CONTINUED)
CLINICAL CRITERIA FOR RENEWAL

e Disease response with treatment defined by stabilization of disease or decrease in size of tumor or tumor spread; AND

e Absence of unacceptable toxicity from the drug (e.g., central serous retinopathy/retinal pigment epithelial detachment
[CSR/RPED], severe hyperphosphatemia); AND

e Patient serum phosphate level is < 7.0 mg/dL
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BAVENCIO® (AVELUMAB)

Length of Authorization: 6 months, and renewable

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Merkel Cell Carcinoma (Molina)

e  Patient has not received previous therapy with a programmed death (PD-1/PD-L1)-directed therapy (e.g., nivolumab,
pembrolizumab, atezolizumab, durvalumab, cemiplimab) unless otherwise specified; AND

e Patientis at least 12 years of age; AND

e Used as a single agent; AND

e Patient has metastatic disease.

Diagnosis of Bladder Cancer/Urothelial Carcinoma
e  Patient has not received previous therapy with a programmed death (PD-1/PD-L1)-directed therapy (e.g., nivolumab,
pembrolizumab, atezolizumab, durvalumab, cemiplimab) unless otherwise specified; AND
e Patientis at least 18 years of age; AND
e Used as a single agent; AND
e Used as subsequent therapy after previous platinum treatment*; AND
e Patient has a diagnosis of one of the following:
— Locally advanced or metastatic urothelial carcinoma; OR
— Local bladder cancer recurrence or persistent disease in a preserved bladder; OR
— Local or metastatic bladder cancer recurrence post-cystectomy; OR
— Metastatic upper genitourinary (GU) tract tumors; OR
—  Metastatic urothelial carcinoma of the prostate; OR
— Recurrent or metastatic primary carcinoma of the urethra; AND
® Patient does not have recurrent stage T3-4 disease or palpable inguinal lymph nodes.

* Note:

e If platinum treatment occurred greater than 12 months ago, the patient should be re-treated with platinum-
based therapy if the patient is still platinum eligible (see below for cisplatin- or carboplatin-ineligible
comorbidities).

—  Cisplatin-ineligible comorbidities may include GFR < 60 mL/min, PS > 2, hearing loss of > 25 decibels (dB) at
two contiguous frequencies, or grade > 2 peripheral neuropathy. Carboplatin may be substituted for cisplatin
particularly in those patients with a GFR < 60 mL/min or a PS of 2.

—  Carboplatin-ineligible comorbidities may include GFR < 30 mL/min, PS > 3, grade > 3 peripheral neuropathy,
or NYHA class > 3.
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BAVENCIO® (AVELUMAB) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Renal Cell Carcinoma

Patient has not received previous therapy with a programmed death (PD-1/PD-L1)-directed therapy (e.g., nivolumab,
pembrolizumab, atezolizumab, durvalumab, cemiplimab) unless otherwise specified; AND

Patient is at least 18 years of age; AND

Used in combination with axitinib; AND

Used as first line therapy; AND

— Used for the treatment of advanced disease; OR

— Used for relapsed or metastatic disease with clear cell histology.

CLINICAL CRITERIA FOR RENEWAL

Disease response with treatment as defined by stabilization of disease or decrease in size of tumor or tumor spread;
AND

Absence of unacceptable toxicity from the drug (e.g., severe infusion reactions, hepatotoxicity, immune-mediated
adverse reactions [e.g., pneumonitis, hepatitis, colitis, endocrinopathies, nephritis and renal dysfunction, myocarditis,
pancreatitis, myositis, psoriasis, arthritis, exfoliative dermatitis, erythema multiforme, pemphigoid, hypopituitarism,
uveitis, Guillain-Barré syndrome, systemic inflammatory response], major adverse cardiovascular events [MACE] when
used in combination with axitinib)
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BENLYSTA (BELIMUMAB)

Length of Authorization: 1 Year

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Systemic Lupus Erythematosus (SLE)

e  Adult patient (18 years or older); AND

e Patient has a positive autoantibody test (e.g., anti-nuclear antibody [ANA] greater than laboratory reference range
and/or anti-double-stranded DNA [anti-dsDNA] greater than 2-fold the laboratory reference range if tested by ELISA);
AND

e Patient has failed to respond adequately to at least 2 standard therapies (anti-malarials, corticosteroids, non-steroidal
anti-inflammatory drugs, immunosuppressives (excluding intravenous cyclophosphamide); AND
e Patient has one of the following:

— Safety of Estrogen in Lupus National Assessment — Systemic Lupus Erythematosus Disease Activity Index (SELENA-
SLEDAI) score of 6-12

—  British Isles Lupus Assessment Group (BILAG) A organ domain score 1

—  BILAG B organ domain score = 2; AND
e Patient must not have an active infection; AND
e Patient has not received a live vaccine within 30 days before starting or concurrently with Benlysta; AND
e Patient does not have any of the following exclusion criteria:

—  Severe active central nervous system lupus

— Severe active lupus nephritis

— Individuals who are on other biologics or IV cyclophosphamide

CLINICAL CRITERIA FOR RENEWAL APPROVAL

e Adequate documentation of disease stability and/or improvement as indicated by the following when compared to
baseline:

—  24-point improvement in the SELENA-SLEDAI score; OR

—  No new British Isles Lupus Assessment Group (BILAG) A organ domain score or 2 new BILAG B organ domain
scores; OR

— No worsening (<0.30-point increase) in Physician’s Global Assessment (PGA) score; OR
— Seroconverted (negative) or had a 20% reduction in autoantibody level; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include the following: depression;
suicidal thoughts; serious infections; malignancy.
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BLOOD FORMATION MODIFIERS — COLONY STIMULATORY FACTORS (CSF)

Length of Authorization: 4 months and may be renewed (unless noted below)

Mozobil: Coverage will be one treatment cycle or four days and will be eligible for renewal
for one additional treatment cycle.

Leukine: see approval lengths below

Initiative: SPC: Blood Modifiers (IE 2462 / NCPDP 75 — HICL)
MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

CLINICAL CRITERIA FOR INITIAL APPROVAL

NEULASTA®, FULPHILA®, UDENYCA®, ZIEXTENZO®, NYVEPRIA®

Note: for Neulasta® and Ziextenzo®, the patient must have a failure, contraindication, or intolerance to a trial of
Nyvepria®, Fulphila®, and Udenyca®.

Indication Approval length
Bone marrow transplantation (BMT) failure or engraftment | Coverage will be provided for 1 dose only and may not be
delay renewed
Peripheral blood progenitor cell (PBPC) mobilization and Coverage will be provided for 1 dose only and may not be
transplant renewed
All other indications Coverage will be provided for four months and may be

renewed unless otherwise specified

®  Prophylactic use in patients with non-myeloid malignancy

— Patient is undergoing myelosuppressive chemotherapy with an expected incidence of febrile neutropenia of
greater than 20%°%; OR

— Patient is undergoing myelosuppressive chemotherapy with an expected incidence of febrile neutropenia of 10%
to 20%° and one or more of the following co-morbidities:

®  Age > 65 years receiving full dose intensity chemotherapy

®  Extensive prior exposure to chemotherapy

® Previous exposure of pelvis, or other areas of large amounts of bone marrow, to radiation
®  Persistent neutropenia (ANC < 1000/mm3)

®*  Bone marrow involvement by tumor
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BLOOD FORMATION MODIFIERS — COLONY STIMULATORY FACTORS (CSF) (CONTINUED)

CLINICAL CRITERIA FOR RENEWAL

NEULASTA®, FULPHILA®, UDENYCA®, ZIEXTENZO®, NYVEPRIA® (CONTINUED)

*  Patient has a condition that can potentially increase the risk of serious infection (i.e., HIV/AIDS with low CD4
counts)
® Recent surgery and/or open wounds
®  Poor performance status
®  Renal dysfunction (creatinine clearance < 50 mL/min)
* Liver dysfunction (i.e., elevated bilirubin > 2.0 mg/dL)
®  Chronicimmunosuppression in the post-transplant setting including organ transplant
Note: Dose-dense therapy, in general, requires growth factor support to maintain dose intensity and schedule. In
the palliative setting, consideration should be given to dose reduction or change in regimen.
* Patients who experienced a neutropenic complication from a prior cycle of the same chemotherapy
Note: Dose-dense therapy, in general, requires growth factor support to maintain dose intensity and schedule. In the
palliative setting, consideration should be given to dose reduction or change in regimen
* Patients acutely exposed to myelosuppressive doses of radiation (Hematopoietic Acute Radiation Syndrome [H-
ARS])
* Bone marrow transplantation (BMT) failure or engraftment delay
*  Peripheral blood progenitor cell (PBPC) mobilization and transplant
*  Wilms Tumor (nephroblastoma)
— Patient has favorable histology disease; AND
— Used in combination with a cyclophosphamide-based chemotherapy regimen (i.e., Regimen M or | only)

*Febrile neutropenia is defined as:

— Temperature: a single temperature > 38.3 °C orally or > 38.0 °C over 1 hour; AND
— Neutropenia: < 500 neutrophils/mcL or < 1,000 neutrophils/mcL and a predicted decline to < 500
neutrophils/mcL over the next 48 hours

§ Expected incidence of febrile neutropenia percentages for myelosuppressive chemotherapy regimens can be

found in the NCCN Hematopoietic Growth Factors Clinical Practice Guideline at NCCN.org

Note: Coverage for use in BMT failure or engraftment delay and PBPC mobilization and transplant may not be renewed.

Coverage for all other indications can be renewed based upon the following criteria:

® Patient continues to meet indication-specific relevant criteria such as concomitant therapy requirements (not including
prerequisite therapy), performance status, etc. identified in initial section; AND

® Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include: splenic rupture, acute
respiratory distress syndrome (ARDS), serious allergic reactions/anaphylaxis, sickle cell crisis, glomerulonephritis,
leukocytosis, thrombocytopenia, capillary leak syndrome, potential for tumor growth stimulation of malignant cells,
aortitis, myelodysplastic syndrome and acute myeloid leukemia, etc.
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BLOOD FORMATION MODIFIERS — COLONY STIMULATORY FACTORS (CSF) (CONTINUED)

NEUPOGEN®, NIVESTYM®, ZARXIO®, GRANIX®

Note: for Nivestym® vial, Zarxio®, Granix®: the patient must have a failure, contraindication, or intolerance to a trial of
Neupogen® and Nivestym® syringe.
* Bone marrow transplant (BMT)
*  Peripheral blood progenitor cell (PBPC) mobilization and transplant
* Prophylactic use in patients with non-myeloid malignancy
— Patient is undergoing myelosuppressive chemotherapy with an expected incidence of febrile neutropenia of
greater than 20%°; OR
— Patient is undergoing myelosuppressive chemotherapy with an expected incidence of febrile neutropenia of 10%
or to 20%* and one or more of the following co-morbidities:
® Age > 65 years receiving full dose intensity chemotherapy
® Extensive prior exposure to chemotherapy
® Previous exposure of pelvis, or other areas of large amounts of bone marrow, to radiation
®  Pre-existing neutropenia (ANC < 1000/mm?3)
* Bone marrow involvement with tumor
* Patient has a condition that can potentially increase the risk of serious infection (i.e., HIV/AIDS with low CD4
counts)
® Recent surgery and/or open wounds
®  Poor performance status
® Renal dysfunction (creatinine clearance < 50 mL/min)
* Liver dysfunction (elevated bilirubin > 2.0 mg/dL)
®  Chronic immunosuppression in the post-transplant setting including organ transplant.
Note: Dose-dense therapy, in general, requires growth factor support to maintain dose intensity and schedule. In the
palliative setting, consideration should be given to dose reduction or change in regimen.

Orange Text = Emphasis  Blue Text = Hyperlinks  Red Text = New Info ~ Green Text = Auto PA

[ ]
'.l‘ MOLINA Molina Healthcare Clinical Criteria | Page 75

HEALTHCARE



BLOOD FORMATION MODIFIERS — COLONY STIMULATORY FACTORS (CSF) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

NEUPOGEN® NIVESTYM®, ZARXIO®, GRANIX® (CONTINUED)

* Treatment of chemotherapy-induced febrile neutropenia
—  Patient has been on prophylactic therapy with filgrastim or tbo-filgrastim (Note: therapy should not be used
concomitantly with pegfilgrastim); OR
— Patient has not received prophylactic therapy with a granulocyte colony stimulating factor; AND
® Patient has one or more of the following risk factors for developing infection-related complications:
—  Sepsis syndrome
—  Age greater than 65 years
—  Absolute neutrophil count [ANC] less than 100/mcL
— Duration of neutropenia expected to be greater than 10 days
—  Pneumonia or other clinically documented infections
— Invasive fungal infection
— Hospitalization at the time of fever
—  Prior episode of febrile neutropenia
* Patient who experienced a neutropenic complication from a prior cycle of the same chemotherapy

Note: Dose-dense therapy, in general, requires growth factor support to maintain dose intensity and schedule. In the
palliative setting, consideration should be given to dose reduction or change in regimen.

®  Acute myeloid leukemia (AML)
— Used in patients receiving induction/consolidation or re-induction chemotherapy; OR
— Used for relapsed or refractory disease
* Bone marrow transplantation (BMT) failure or engraftment delay
* Severe chronic neutropenia
—  Patient must have an absolute neutrophil count (ANC) < 500/mm?3; AND
— Patient must have a diagnosis of one of the following:
® Congenital neutropenia; OR
®  Cyclic neutropenia; OR
® Idiopathic neutropenia

* Myelodysplastic syndrome
— Endogenous serum erythropoietin level of < 500 mUnits/mL; AND

—  Patient has lower risk disease (i.e., defined as IPSS-R [Very Low, Low, Intermediate], IPSS [Low/Intermediate-1],
WPSS [Very Low, Low, Intermediate]); AND

— Used for treatment of symptomatic anemia with no del(5q) mutation; AND
— Patient is receiving concurrent therapy with erythropoiesis stimulating agents (ESAs)

* Patients acutely exposed to myelosuppressive doses of radiation (hematopoietic subsyndrome of acute radiation
syndrome)

* Management of CAR T-cell related toxicity

— Patient has been receiving therapy with CAR T-cell therapy (e.g., tisagenlecleucel, axicabtagene ciloleucel,
brexucabtagene autoleucel, lisocabtagene maraleucel, etc.); AND

— Patient is experiencing neutropenia related to their therapy
*  Wilms Tumor (Nephroblastoma)
—  Patient has favorable histology disease; AND

— Used in combination with a cyclophosphamide-based chemotherapy regimen (i.e., Regimen M or | only)
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BLOOD FORMATION MODIFIERS — COLONY STIMULATORY FACTORS (CSF) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

NEUPOGEN®, NIVESTYM®, ZARXIO®, GRANIX® (CONTINUED)

*Febrile neutropenia is defined as:

— Temperature: a single temperature > 38.3 °C orally or > 38.0 °C over 1 hour; AND
— Neutropenia: < 500 neutrophils/mcL or < 1,000 neutrophils/mcL and a predicted decline to < 500
neutrophils/mcL over the next 48 hours

§ Expected incidence of febrile neutropenia percentages for myelosuppressive chemotherapy regimens can be
found in the NCCN Hematopoietic Growth Factors Clinical Practice Guideline at NCCN.org

CLINICAL CRITERIA FOR RENEWAL

Absence of unacceptable toxicity from the drug (e.g., splenic rupture, acute respiratory distress syndrome [ARDS], serious
allergic reactions/anaphylaxis, sickle cell crisis, glomerulonephritis, leukocytosis, capillary leak syndrome, potential for
tumor growth stimulation of malignant cells, aortitis, alveolar hemorrhage and hemoptysis, thrombocytopenia, cutaneous
vasculitis)

LEUKINE

LENGTH OF AUTHORIZATION

High Risk Neuroblastoma:

®*  When used in combination with dinutuximab, coverage will be provided for five months and may not be renewed.
®*  When used in combination with naxitamab, coverage will be provided for six months and may be renewed.

All other indications:

® Coverage will be provided for four months and may be renewed.

Covered for the following:

* Myeloid reconstitution after autologous or allogeneic bone marrow transplant (BMT)
®  Peripheral blood progenitor cell (PBPC) mobilization and transplant

* Acute myeloid leukemia (AML) following induction or consolidation chemotherapy

®* Bone marrow transplantation (BMT) failure or engraftment delay

* Patients acutely exposed to myelosuppressive doses of radiation (hematopoietic subsyndrome of acute radiation
syndrome [H-ARS])
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BLOOD FORMATION MODIFIERS — COLONY STIMULATORY FACTORS (CSF) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

LEUKINE (CONTINUED)

* Treatment of chemotherapy-induced febrile neutropenia

— Used for the treatment of chemotherapy induced febrile neutropenia in patients who have not received
prophylactic therapy with a granulocyte colony stimulating factor; AND

— Patient has one or more of the following risk factors for developing infection-related complications:
® Sepsis syndrome
® Age greater than 65 years
*  Absolute neutrophil count (ANC) less than 100/mcL
® Duration of neutropenia expected to be greater than 10 days
®*  Pneumonia or other clinically documented infections
® Invasive fungal infection
® Hospitalization at the time of fever
® Prior episode of febrile neutropenia

® High-Risk Neuroblastoma

— Used in combination with GD2-binding monoclonal antibodies (i.e., naxitamab, dinutuximab, etc.) for the
treatment of high-risk neuroblastoma

CLINICAL CRITERIA FOR RENEWAL

High-Risk Neuroblastoma

® Use in combination with dinutuximab may not be renewed.
®* Used in combination with naxitamab; AND

— Patient continues to meet indication-specific relevant criteria such as concomitant therapy requirements (not
including prerequisite therapy), performance status, etc. identified in section Ill; AND

— Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include severe hypersensitivity
reactions, severe effusions and capillary leak syndrome, severe supraventricular arrythmias, etc
All Other Indications

® Same as initial prior authorization policy criteria.

MOZOBIL®

Coverage for Mozobil® (plerixafor) is provided in the following conditions:
Peripheral mobilization of stem cells for autologous transplantation:

® Patient is at least 18 years of age; AND
® Diagnosis of non-Hodgkin lymphoma (NHL) OR Diagnosis of multiple myeloma (MM); AND

®  Must be used in combination with one of the following: Neupogen® (filgrastim), Zarxio® (filgrastim-sndz), filgrastim-
aafi, or Granix® (tbo-filgrastim)
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BLOOD FORMATION MODIFIERS — COLONY STIMULATORY FACTORS (CSF) (CONTINUED)

CLINICAL CRITERIA FOR RENEWAL

MOZOBIL® (CONTINUED)

* Absence of unacceptable toxicity from the drug (e.g., severe hypersensitivity reactions/anaphylaxis, hematologic
effects [e.g., leukocytosis, thrombocytopenia], splenic enlargement/rupture, tumor cell mobilization); AND

® Patient has had only one previous treatment cycle

Approve a one-time course of therapy (up to 4 days of therapy), which will be eligible for renewal for one additional

treatment cycle.

Reference dosing:

Mozobil® — Recommended
dose: [1] e Administer daily morning doses of G-CSF 10 mcg/kg for 4 days prior to the first evening
dose of Mozobil® and on each day prior to apheresis

Begin treatment with Mozobil® after the patient has received G-CSF once daily for 4 days

e  Administer Mozobil® approximately 11 hours prior to initiation of each apheresis for up to
4 consecutive days at the following dose:

— 20 mg fixed dose or 0.24 mg/kg actual body weight for patients weighing < 83 kg

*  0.24 mg/kg actual body weight for patients weighing > 83 kg; not to exceed 40 mg/day

NPLATE®

Approval is for 3 months and may be renewed, except for Hematopoietic Syndrome of Acute Radiation Syndrome (HS-ARS)
cannot be renewed.
Coverage for Nplate® (romiplostim) is provided in the following conditions:
* Diagnosis of immune (idiopathic) thrombocytopenic purpura (ITP)
— Patient is not on any other thrombopoietin receptor agonist or mimetic (e.g., lusutrombopag, eltrombopag,
avatrombopag etc.) or fostamatinib; AND
— Must not be used in an attempt to normalize platelet counts; AND
— Laboratory value for platelet count is current (i.e., drawn within the previous 28 days); AND
— The patient is at increased risk for bleeding as indicated by platelet count less than 30 x 10°/L (30,000/mm?); AND
— Patient has acute ITP; AND
® Patientis at least 18 years of age; AND
® Patient has previously failed one of the following treatments for ITP:
— Patient has failed previous therapy with corticosteroids; OR
— Patient has failed previous therapy with immunoglobulins; OR
— Patient has had splenectomy; OR
—  Patient with chronic ITP for at least 6 months (or meets the corticosteroid requirement below); AND
® Patientis 1 year of age or older; AND
® Patient has previously failed one of the following treatments for ITP:

— Patient has failed previous therapy with corticosteroids (i.e., patient had no response to at least a 3-
month trial or is corticosteroid-dependent); OR

— Patient has failed previous therapy with immunoglobulins; OR
— Patient has had a splenectomy
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BLOOD FORMATION MODIFIERS — COLONY STIMULATORY FACTORS (CSF) (CONTINUED)

NPLATE® (CONTINUED)

* Diagnosis of Myelodysplastic Syndromes (MDS)

Patient is at least 18 years of age; AND

Patient is not on any other thrombopoietin receptor agonist or mimetic (e.g., lusutrombopag, eltrombopag,
avatrombopag etc.) or fostamatinib; AND

Must not be used in an attempt to normalize platelet counts; AND

Laboratory value for platelet count is current (i.e., drawn within the previous 28 days); AND

Patient has lower risk disease [i.e., IPSS-R (Very Low, Low, Intermediate), IPSS (Low/Intermediate-1), WPSS (Very
Low, Low, Intermediate)]; AND

Patient has severe or refractory thrombocytopenia (i.e., platelet count < 20 x 10%/L or higher with a history of
bleeding); AND

Patient progressed or had no response to hypomethylating agents (e.g., azacitidine, decitabine,),
immunosuppressive therapy, or clinical trial

* Diagnosis of Hematopoietic Syndrome of Acute Radiation Syndrome (HS-ARS)

Patient is not on any other thrombopoietin receptor agonist or mimetic (e.g., lusutrombopag, eltrombopag,
avatrombopag etc.) or fostamatinib; AND

Must not be used in an attempt to normalize platelet counts; AND

Laboratory value for platelet count is current (i.e., drawn within the previous 28 days); AND

Patient has suspected or confirmed exposure to radiation levels greater than 2 gray (Gy)

CLINICAL CRITERIA FOR RENEWAL

* Absence of unacceptable toxicity from the drug (e.g., thrombotic/thromboembolic complications, risk of progression of
myelodysplastic syndromes to acute myelogenous leukemia); AND

ITP

* Disease response indicated by the achievement and maintenance of a platelet count of at least 50 x 10°/L (not
to exceed 400 x 10°/L) as necessary to reduce the risk for bleeding; OR

HS-ARS
® Coverage cannot be renewed
MDS

® Patient has not developed acute myeloid leukemia (AML) (Note: romiplostim induces an increase in immature
white blood cells and peripheral blasts which is not indicative of development of AML); AND

* Disease response indicated by an increase in platelet count compared to pretreatment baseline (not to exceed
450 x 10°/L), reduction in bleeding events, or reduction in platelet transfusion requirements
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BLOOD PRODUCTS

Length of Authorization: See below

Initiative: MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

NO CLAIMS ARE ALLOWED TO BE ADJUDICATED FOR HEMOPHILIA DRUGS OUTSIDE OF CVS PHARMACY

CLINICAL CRITERIA FOR APPROVAL

ALPHANINE SD, ALPROLIX, BENEFIX, IDELVION, IXINITY, MONONINE, PROFILNINE, REBINYN AND RIXUBIS

Note: initial authorization will be provided for 3 months and may be renewed (unless noted below).
Coverage is provided in the following conditions:
Hemophilia B (congenital factor IX deficiency, a.k.a. Christmas disease)
e Diagnosis of congenital factor IX deficiency has been confirmed by blood coagulation testing; AND
e Therapy NOT used for induction of immune tolerance in patients with Hemophilia B [ONLY the following products]:
—  Alprolix
—  Rixubis
—  Ixinity
— Idelvion
—  Rebinyn
— AlphaNine SD
— Mononine
— BeneFIX; AND
e Used as treatment in at least one of the following:
— Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR
—  Perioperative management (*Authorizations valid for 1 month); OR;
— Routine prophylaxis to prevent or reduce the frequency of bleeding episodes (excluding Rebinyn); AND
®  Patient must have severe hemophilia B (factor IX level of < 1%); OR

® Patient has at least two documented episodes of spontaneous bleeding into joints.

RENEWAL

e Patient continues to meet initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

e The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization;

Treatment of acute bleeding episodes/treatment of spontaneous and trauma-induced bleeding episodes/on-demand

treatment of bleeding episodes

e Renewals will be approved for a 6-month authorization period

Prevention of acute bleeding episodes/routine prophylaxis to prevent or reduce the frequency of bleeding episode

e Renewals will be approved for a 12-month authorization period
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

ALPHANATE, HUMATE-P ONLY

Note: Initial authorization will be provided for 3 months and may be renewed (unless noted below)
Coverage is provided in the following conditions:
Hemophilia A (congenital factor VIII deficiency)
e Diagnosis of congenital factor VIII deficiency has been confirmed by blood coagulation testing; AND
— Used in treatment for control and prevention of bleeding episodes (episodic treatment of acute hemorrhage); OR
— Routine prophylaxis to prevent or reduce the frequency of bleeding episodes; AND
®  Patient must have severe hemophilia A (factor VIl level of < 1%); OR
® Patient has at least two documented episodes of spontaneous bleeding into joints; OR
—  Perioperative management (*Authorization is valid for 1 month)
Von Willebrand disease (VWD)
e Diagnosis of von Willebrand disease has been confirmed by blood coagulation and von Willebrand factor testing; AND
— Treatment of spontaneous and trauma-induced bleeding episodes; OR
— Used as surgical bleeding prophylaxis during major or minor procedures in patients with vWD in whom
desmopressin is either ineffective or contraindicated (*Authorization valid for 1 month); AND
e Alphanate is not indicated for patients with severe (type 3) vWD undergoing major surgery or treatment of
spontaneous/trauma-induced bleeding episodes.

RENEWAL

Coverage can be renewed based upon the following criteria:

e Patient continues to meet initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include the following: symptoms of
allergic-anaphylactic reactions (anaphylaxis, dyspnea, rash); thromboembolic events (thromboembolism, pulmonary
embolism); and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy); AND

e  The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization;

Treatment of acute bleeding episodes/treatment of spontaneous and trauma-induced bleeding episodes/on-demand

treatment of bleeding episodes

e Renewals will be approved for a 6-month authorization period
Prevention of acute bleeding episodes/routine prophylaxis to prevent or reduce the frequency of bleeding episode

e Renewals will be approved for a 12-month authorization period
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

ADVATE, ADYNOVATE, AFSTYLA, ELOCTATE, ESPERCOT, HEMOFIL M, KOATE, KOATE-DVI, KOGENATE FS,
KOVALTRY, NOVOEIGHT, NUWIQ, RECOMBINATE, XYNTHA, AND JIVI

Note: Initial authorization will be provided for 3 months and may be renewed (unless noted below)
Coverage is provided in the following conditions:
Hemophilia A (congenital factor VIII deficiency)
e Diagnosis of congenital factor VIII deficiency has been confirmed by blood coagulation testing; AND
e The patient must be 12 years of age or older (Jivi only); AND
e  Will not be used for the treatment of von Willebrand’s disease; AND
e Used as treatment in at least one of the following:
— Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR
—  Perioperative management (*authorizations valid for 1 month); OR
— Used for routine prophylaxis; AND
® Used to prevent or reduce the frequency of bleeding episodes; OR

® Used to prevent or reduce the frequency of bleeding episodes and reduce the risk of joint damage in children
without pre-existing joint damage (KOGENATE-FS only); AND

—  Patient must have severe hemophilia A (factor VIII level of < 1%); OR
— Patient has at least two documented episodes of spontaneous bleeding into joints
e Ifthe request is for Eloctate, Adynovate, Jivi, or Esperoct, the following criteria should be met in addition to above:
— Patient is not a suitable candidate for a standard non- EHL factor VIII product.
— A half-life study must be scheduled to determine the appropriate dose and dosing interval of the EHL product
when initiated.
—  Prior to switching to Eloctate, Adynovate, Jivi, or Esperoct a half-life study should also be performed on current
non- EHL factor VIII product to ensure that a clinical benefit will be achieved.

RENEWAL

e Patient continues to meet initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

e The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization

Treatment of acute bleeding episodes/treatment of spontaneous and trauma-induced bleeding episodes/on-demand

treatment of bleeding episodes

e Renewals will be approved for a 6-month authorization period

Prevention of acute bleeding episodes/routine prophylaxis to prevent or reduce the frequency of bleeding episode

e Renewals will be approved for a 12-month authorization period
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

OBIZUR
Note: Initial authorization will be provided for 3 months and may be renewed (unless noted below)
Coverage is provided in the following conditions:

Acquired Hemophilia A (acquired factor VIl deficiency)

e Diagnosis of acquired factor VIII deficiency has been confirmed by blood coagulation testing; AND

e Used as treatment of bleeding episodes; AND
e Is not being used for congenital Hemophilia A or von Willebrand disease

RENEWAL

e Patient continues to meet initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary

embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,

increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

e The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on hand for the treatment of acute bleeding episodes as needed for the duration

of the authorization.

FEIBA NF/FEIBA VF

Note: initial authorization will be provided for 3 months and may be renewed every 12 months thereafter (unless noted

below)

Hemophilia A (congenital factor VIII deficiency)

e Diagnosis of congenital factor VIl deficiency has been confirmed by blood coagulation testing; AND

e Confirmation the patient has inhibitors to Factor VIIl; AND
e Used as treatment in at least one of the following:

— Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR

—  Perioperative management (*authorizations valid for 1 month); OR
— Routine prophylaxis to prevent or reduce the frequency of bleeding episodes; AND

® Patient has at least two documented episodes of spontaneous bleeding into joints; OR

— Patient has a documented trial and failure of immune tolerance induction (ITl); AND

® Patient has a documented trial and failure or contraindication to emicizumab-kxwh therapy

Hemophilia B (congenital factor IX deficiency, a.k.a. Christmas disease)

e Diagnosis of congenital factor IX deficiency has been confirmed by blood coagulation testing; AND

e Confirmation the patient has inhibitors to Factor IX; AND
e Used as treatment in at least one of the following:

— Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR

—  Perioperative management (*authorizations valid for 1 month); OR
— Routine prophylaxis to prevent or reduce the frequency of bleeding episodes; AND

® Patient has at least two documented episodes of spontaneous bleeding into joints; OR

— Patient has a documented trial and failure of Immune Tolerance Induction (ITl)
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

FEIBA NF/FEIBA VF (CONTINUED)

RENEWAL

Patient continues to meet initial criteria; AND

Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), development of neutralizing antibodies (inhibitors), etc.; AND

Any increases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization; AND

Treatment of acute bleeding episodes/treatment of Spontaneous and trauma-induced bleeding episodes/on-demand
treatment of bleeding episodes

— Renewal will be approved for a 6-month authorization period

Prevention of acute bleeding episodes/Routine prophylaxis to prevent or reduce the frequency of bleeding episode

— Renewals will be approved for a 12-month authorization period

NOVOSEVEN RT

Note: initial authorization will be provided for 3 months and may be renewed, unless noted below

Coverage is provided in the following conditions:

Hemophilia A (congenital factor VIl deficiency)

Diagnosis of congenital factor VIII deficiency has been confirmed by blood coagulation testing; AND

Confirmation patient has acquired inhibitors to Factor VIII; AND

Used as treatment in at least one of the following:

—  Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR

—  Perioperative management (*authorizations valid for 1 month); OR

— Routine prophylaxis to prevent or reduce the frequency of bleeding episodes when the following criteria are also
met:
® Patient has at least two documented episodes of spontaneous bleeding into joints; OR
® Patient has documented trial and failure of Immune Tolerance Induction (ITl); AND

— Patient has documented trial and failure or contraindication to Hemlibra

Acquired Hemophilia

Diagnosis of acquired hemophilia has been confirmed by blood coagulation testing; AND
Used as treatment for one of the following:
— Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR

—  Perioperative management (*authorizations valid for 1 month)
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

NOVOSEVEN RT (CONTINUED)

Hemophilia B (congenital factor IX deficiency, a.k.a. Christmas disease)
e Diagnosis of congenital factor IX deficiency has been confirmed by blood coagulation testing; AND
e Confirmation patient has acquired inhibitors to Factor IX; AND
e Used as treatment for one of the following:
—  Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR
—  Perioperative management (*authorizations valid for 1 month); OR
— Routine prophylaxis to prevent or reduce the frequency of bleeding episodes when the following criteria are also
met
® Patient has at least two documented episodes of spontaneous bleeding into joints; OR
® Patient has documented trial and failure of Immune Tolerance Induction (ITl)
Congenital Factor VIl Deficiency
e Diagnosis of congenital factor VIl deficiency has been confirmed by blood coagulation testing; AND
e Used as treatment for one of the following:
— Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR
—  Perioperative management (*authorizations valid for 1 month)
Glanzmann’s Thrombasthenia
e Diagnosis of Glanzmann Thrombasthenia has been confirmed by blood coagulation testing; AND
e Used as treatment for one of the following:
— Control and prevention of acute bleeding episodes (episodic treatment of acute hemorrhage); OR
—  Perioperative management (*authorizations valid for 1 month); AND
e The use of platelet transfusions is known or suspected to be ineffective or contraindicated

RENEWAL

e Patient continues to meet initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

e The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization.

Treatment of acute bleeding episodes/treatment of spontaneous and trauma-induced bleeding episodes/on-demand

treatment of bleeding episodes

e Renewals will be approved for a 6-month authorization period

Prevention of acute bleeding episodes/routine prophylaxis to prevent or reduce the frequency of bleeding episode

e Renewals will be approved for a 12-month authorization period
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

TRETTEN

Initial authorization: 3 months, renewal: 12 months (unless noted below)
Coverage is provided in the following conditions:
Congenital Factor XlIl A-subunit deficiency

e Diagnosis of congenital factor XlIl A-subunit deficiency has been confirmed by blood coagulation testing; AND
e Used for routine prophylaxis of bleeding

RENEWAL

Coverage can be renewed based upon the following criteria:

e Patient continues to meet initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

e The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization.

Prevention of acute bleeding episodes/routine prophylaxis to prevent or reduce the frequency of bleeding episode

e Renewals will be approved for a 12-month authorization period.

COAGADEX

Initial authorization: 3 months, renewal: 6 months (unless noted below)
Hereditary Factor X deficiency
e Diagnosis of congenital factor X deficiency has been confirmed by blood coagulation testing; AND
— Used for on-demand treatment and control of bleeding episodes; OR
— Used for routine prophylaxis to reduce the frequency of bleeding episodes:
® Patient must have severe factor X deficiency (factor X level of < 1%); OR
® Patient has at least two documented episodes of spontaneous bleeding into joints; OR

— Used for perioperative management of surgical bleeding in patients with mild and moderate deficiency
(*authorizations valid for 1 month)
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

COAGADEX (CONTINUED)
RENEWAL

e Patient continues to meet initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.) ; AND

e  The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization; AND

Treatment of acute bleeding episodes/treatment of spontaneous and trauma-induced bleeding episodes/on-demand
treatment of bleeding episodes

e Renewals will be approved for a 6-month authorization period
Prevention of acute bleeding episodes/routine prophylaxis to prevent or reduce the frequency of bleeding episode

e Renewals will be approved for a 6-month authorization period

CORIFACT

Initial authorization: 3 months, renewal: 12 months (unless noted below)

Coverage is provided in the following conditions:

Congenital Factor XllI deficiency

e Diagnosis of congenital factor XIll deficiency has been confirmed by blood coagulation testing; AND
e Used for routine prophylactic treatment; OR

— Used for perioperative management of surgical bleeding (*authorizations valid for 1 month)

RENEWAL

Coverage can be renewed based upon the following criteria:

e Patient continues to meet initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

e The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization; AND

Prevention of acute bleeding episodes/routine prophylaxis to prevent or reduce the frequency of bleeding episode

e Renewals will be approved for a 12-month authorization period
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

WILATE

Initial authorization: 3 months, may be renewed (unless noted below)
Coverage is provided in the following conditions:
von Willebrand disease (VWD)
e Diagnosis of von Willebrand disease has been confirmed by blood coagulation and von Willebrand factor testing; AND
e Used for perioperative management of bleeding (*authorization valid for 1 month); OR
— Used as treatment of spontaneous and trauma-induced bleeding episodes in at least one of the following:
e Patients with severe vWD; OR

e Patients with mild or moderate vWD in whom the use of desmopressin is known or suspected to be ineffective
or contraindicated

Hemophilia A (congenital factor VIII deficiency)

e Diagnosis of congenital factor VIl deficiency has been confirmed by blood coagulation testing; AND

e Used as treatment for control and prevention of bleeding episodes (episodic treatment of acute hemorrhage); OR
— Routine prophylaxis to prevent or reduce the frequency of bleeding episodes; AND

e Patient must have severe hemophilia A (factor VIl level of < 1%); OR

— Patient has at least two documented episodes of spontaneous bleeding into joints

RENEWAL

Coverage can be renewed based upon the following criteria:

e Patient continues to meet criteria identified in section Ill; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

e The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization; AND

Treatment of acute bleeding episodes/treatment of spontaneous and trauma-induced bleeding episodes/on-demand
treatment of bleeding episodes

e Renewals will be approved for a 6-month authorization period
Prevention of acute bleeding episodes/routine prophylaxis to prevent or reduce the frequency of bleeding episode

e Renewals will be approved for a 12-month authorization period
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

VONVENDI

Initial authorization: 3 months, may be renewed (unless noted below)
Diagnosis of von Willebrand Disease (VWD)
e Patientis 18 years or older; AND
e Diagnosis of von Willebrand disease has been confirmed by blood coagulation and von Willebrand factor testing; AND
e Used as treatment of spontaneous and trauma-induced bleeding episodes in at least one of the following:
— Patients with severe vWD; OR
—  Patients with mild or moderate vWD in whom the use of desmopressin is known or suspected to be ineffective or
contraindicated; OR
—  Perioperative Management (Note: authorizations are for 1 month); AND

Is not being used for routine prophylactic treatment of spontaneous bleeding episodes

RENEWAL

e Patient continues to meet criteria identified in initial criteria; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Anyincreases in dose must be supported by an acceptable clinical rationale (e.g., weight gain, half-life study results,
increase in breakthrough bleeding when patient is fully adherent to therapy, etc.); AND

e The cumulative amount of medication(s) the patient has on-hand will be taken into account when authorizing. The
authorization will allow up to 5 doses on-hand for the treatment of acute bleeding episodes as needed for the duration
of the authorization; AND

Treatment of acute bleeding episodes/treatment of spontaneous and trauma-induced bleeding episodes/on-demand

treatment of bleeding episodes

e Renewals will be approved for a 6-month authorization period.
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BLOOD PRODUCTS (CONTINUED)

CLINICAL CRITERIA FOR APPROVAL (CONTINUED)

HEMLIBRA (APPROVAL LENGTH: 3 MONTHS INITIAL, 12 MONTHS RENEWAL)

Hemophilia A (congenital factor VIII deficiency) with inhibitors

e Diagnosis of congenital factor VIII deficiency has been confirmed by blood coagulation testing; AND
e Patient has confirmed inhibitors to Factor VIII; AND
e Used as routine prophylaxis to prevent or reduce the frequency of bleeding episodes; AND
e Not used in combination with Immune Tolerance Induction (ITI); AND
e Patient has had at least two documented episodes of spontaneous bleeding into joints; OR
— Patient had a documented trial and failure of immune tolerance induction (ITl); OR
— Patient had a documented trial and failure of or is currently on routine prophylaxis with a bypassing agent (e.g.,
NovoSeven, Feiba)
Hemophilia A (congenital factor VIII deficiency) without inhibitors

e Diagnosis of congenital factor VIII deficiency has been confirmed by blood coagulation testing; AND

e  Must be used for routine prophylaxis to prevent or reduce the frequency of bleeding episodes; AND

e Patient must have severe hemophilia A (factor VIil level of < 1%): OR
— Patient has had at least two documented episodes of spontaneous bleeding into joints; AND

e Patient is not a suitable candidate for treatment with shorter half-life Factor VIII (Recombinant) products at a total
weekly dose of 100 IU/kg or less (as attested by the prescribing physician with appropriate clinical rational)

RENEWAL

e Patient continues to meet criteria for initial approval; AND

e Absence of unacceptable toxicity from the drug. Examples of unacceptable toxicity include symptoms of allergic-
anaphylactic reactions (anaphylaxis, dyspnea, rash), thromboembolic events (thromboembolism, pulmonary
embolism), and development of neutralizing antibodies (inhibitors); AND

e Patient has demonstrated a beneficial response to therapy (i.e., the frequency of bleeding episodes has decreased from
pre-treatment baseline)

NO CLAIMS ARE ALLOWED TO BE ADJUDICATED FOR ANY HEMOPHILIA DRUGS OUTSIDE OF CVS PHARMACY
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BOSULIF® (BOSUTINIB)

Length of Authorization: 6 months, may be renewed

Initiative: SPC: Oncology Agents (IE 2462 / NCPDP 75 — HICL, 50081 and 2193)
MNC: Non-Formulary Product (IE 50698 / MR — GSN PatOverride)

Grandfathered drug: Grandfathering criteria applies
CLINICAL CRITERIA FOR INITIAL APPROVAL

Diagnosis of Chronic Myelogenous Leukemia (CML)
e Patientis at least 18 years old; AND
e  Patient will avoid concomitant use with strong CYP3A inducers (e.g., rifampin, carbamazepine, St. John’s Wort); AND
e Patient will avoid concomitant use with moderate and strong CYP3A inhibitors (e.g., itraconazole, fluconazole,
clarithromycin); AND
e  Patient will avoid concomitant use with acid-reducing agents (i.e., proton pump inhibitors), or if therapy is unavoidable,
the patient will be monitored closely for adverse reaction and/or dose modifications will be implemented; AND
e Patient’s disease is confirmed by either a Philadelphia chromosome-positive (Ph+) or BCR-ABL1 positive laboratory test
result; AND
e Patient does not have any of the following BCR-ABL1 mutations: T315l, V299L, G250E, or F317L (**Note: This does not
apply to patients receiving first-line or continued therapy); AND
— Patient is resistant, or intolerant, or had an inadequate response to prior therapy, consisting of a 3 month trial or
longer, with omacetaxine or a tyrosine kinase inhibitor (e.g., imatinib, dasatinib, ponatinib, nilotinib)*; AND
® Patient has chronic, accelerated, or blast phase disease; OR
— Used post-allogeneic hematopoietic stem cell transplant (HCT) ; AND
® Used as follow-up therapy in patients with molecular relapse (BCR-ABL1 transcript positive) following
complete cytogenetic response (CCyR); OR
® Used for at least one year in patients with prior CCyR for accelerated or blast phase disease; OR
® Used as follow-up therapy in patients with relapse or those who are not in CCyR; OR
— Used as primary treatment ; AND
® Used as a single agent for newly diagnosed chronic or accelerated or myeloid blast phase disease; OR
® Used in combination with corticosteroids for lymphoid blast phase disease; OR
® Used in combination with induction chemotherapy for disease in lymphoid blast phase or myeloid blast phase;
OR
— Used as switch therapy ; AND
® Patient received initial treatment with one of the following: imatinib, dasatinib, or nilotinib; AND
® Patient has BCR-ABL1 transcript levels:
—  >1%to 10% at 12 months; OR
—  >1%to 10% at > 15 months; OR
— >10% at any response milestone; OR
— Used as continued therapy ; AND
®  Patient has BCR-ABL1 transcript levels
— £ 1% at any response milestone; OR
— >1%to 10% at 3, 6, or 12 months; OR
—  >10% at 3 months
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BOSULIF® (BOSUTINIB) (CONTINUED)

CLINICAL CRITERIA FOR INITIAL APPROVAL (CONTINUED)

Diagnosis of Acute Lymphoblastic Leukemia (ALL)

Patient is at least 18 years old; AND
Patient will avoid concomitant use with strong CYP3A inducers (e.g., rifampin, carbamazepine, St. John’s Wort); AND

Patient will avoid concomitant use with moderate and strong CYP3A inhibitors (e.g., itraconazole, fluconazole,

clarithromycin); AND
Patient will avoid concomitant use with acid-reducing agents (i.e., proton pump inhibitors), or if therapy is unavoidable,
the patient will be monitored closely for adverse reaction and/or dose modifications will be implemented; AND

Patient’s disease is Philadelphia chromosome-positive (Ph+); AND

Used for relapsed or refractory disease; AND
® Patient does not have any of the following BCR-ABL1 mutations: T3151, V299L, G250E, or F317L; AND
— Used as a single agent; OR
— Used in combination with an induction therapy not previously used; OR
Used as maintenance therapy; AND
® Used in combination with vincristine and prednisone with or without methotrexate and mercaptopurine; OR
® Used post-hematopoietic stem cell transplant; OR
Patient is at least 15 years of age and < 65 years of age; AND
® Used in a multiagent chemotherapy regimen for induction or consolidation therapy; OR
® Used in combination with a corticosteroid for induction therapy; OR
® Used in combination with vincristine and dexamethasone for induction therapy; OR
Patient is > 65 years of age; AND
® Used as induction therapy as part of one of the following regimens:
— Asasingle agent or in combination with a corticosteroid; OR
— In combination with vincristine and dexamethasone; OR

— In combination with a multiagent chemotherapy regimen

CLINICAL CRITERIA FOR RENEWAL

Absence of unacceptable toxicity from the drug (e.g., hepatic toxicity, renal toxicity, fluid retention, myelosuppression,
gastrointestinal toxicity, cardiac failure, left ventricular dysfunction); AND

Patient has been adherent to therapy; AND

Chronic myelogenous leukemia (CML) only:

Treatment response as indicated by one of the following BCR-ABL1 (IS) transcript levels:
® <10% at 3 months; OR

® < 10% at 6 months; OR

® <1%at12 months and beyond

Note: Cytogenetic assessment of response may be used if quantitative RT-PCR (QPCR) using International Scale (IS) for BCR-
ABL1 is not available

Acute lymphoblastic leukemia (ALL) only:

Treatment response or stabilization of disease as indicated by CBC, bone marrow cytogenic analysis, QPCR or FISH
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BOTOX (ONABOTULINUMTOXINA)

Length of Authorization: 6 months, may be renewed

Initiative: SPC: Botulinum toxin (IE 50698 / MR — GSN)

CRITERIA FOR INITIAL APPROVAL

Note: For any cosmetic purpose, refer to the Excluded Drugs section

Diagnosis of Blepharospasm
— Patient age is 12 years or older; AND
—  Patient evaluated for any disorders which may contribute to respiratory or