“What’s New” Medical Pharmaceutical Policy Updates July 2017

MBP 61.0 Flolan or Veletri (epoprostenol)- Policy Revised

Flolan or Veletri (epoprostenol) will be considered medically necessary when all of the following criteria
are met:

- Must be prescribed by a pulmonologist or cardiologist; AND
e Physician provided documentation of a diagnosis of class 4 pulmonary arterial
hypertension; OR
e Physician provided documentation of a diagnosis of class 2 or 3 pulmonary arterial
hypertension with therapeutic failure on, intolerance to or contraindication to Revatio
aned-\Ventavis

MBP 67.0 Supprelin LA (histrelin acetate implant) - Policy Revised

Supprelin LA (histrelin acetate implant) will be considered medically necessary for Central Precocious
Puberty when all of the following criteria are met:

¢ Medical record documentation of a diagnosis of central precocious puberty; AND
e Therapeutic failure on, intolerance to or contraindication to Lupron Depot — Ped
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o Post-pubertal — continuous hormone replacement therapy
‘Female to male: IM testosterone or topical testosterone
—

Age 40 yrs or older — estrogen cream, patch or injectable

MBP 77.0 llaris (canakinumab)- Policy Revised

llaris (canakinumab) will be considered medically necessary when all of the following criteria are met:

1. Cryopyrin-Associated Periodic Syndrome

llaris® (canakinumab) may be considered to be medically necessary in individuals 4 years of age and
older with Cryopyrin-Associated Periodic Syndrome when the following criteria are met:

e Physician provided documentation of diagnosis of Cryopyrin-Associated Periodic Syndrome
(CAPS), including Familial Cold Autoinflammatory Syndrome (FCAS) and Muckle-Wells
Syndrome (MWS) supported by documentation of genetic testing to identify the CIAS1/NLRP-3
gene mutation.

e Must be prescribed by an immunologist, rheumatologist, or allergist. AND

AUTHORIZATION DURATION: The initial approval will be for a time period of 12 weeks- Bifionths,
requiring medical record documentation of improvement in signs and symptoms of CAPS. llaris will then
require approval on a yearly basis.

For a neonatal-onset multisystem inflammatory disease (NOMID) the Geisinger Health Plan would
require failure on Anakinra.

2. Systemic Juvenile Idiopathic Arthritis

llaris® (canakinumab) may be considered to be medically necessary in individuals 2 years of age and
older with Systemic Juvenile Idiopathic Arthritis when the following criteria are met
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e Must be prescribed by a rheumatologist AND
e Must not be used in conjunction with tumor necrosis factor inhibitors AND
e Medical record documentation of active Systemic Juvenile Idiopathic Arthritis (SJIA) diagnosed
prior to age 16 years,characterized-by AND
.- S0 . . "
. Ez.ljg. "'t's. with a.stneﬁaltl ||t£|s ’§t§°”;;} it infecti ANE
= CRP>30mg/dL;-AND
e Medical record documentation of contraindication to, intolerance to or therapeutic failure on
Actemra

AUTHORIZATION DURATION:
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MBP 84.0 Berinert (C1 esterase inhibitor, human)- Policy Revised

Berinert (C1 esterase inhibitor, human) will be considered medically necessary for the treatment of acute
abdominal, facial, or laryngeal attacks of hereditary angioedema in adults and adelescents
when the following criteria are met:
Prescription is written by an allergist, immunologist, hematologist or dermatologist; and
Medication is being used for the treatment of an acute attack of hereditary angioedema; and
Not used in combination with other approved treatments for acute HAE attacks; and
Physician provided documentation of a diagnosis of hereditary angioedema evidenced by:
o Recurrent, self-limiting non-inflammatory subcutaneous angioedema without urticarial,
lasting more than 12 hours; or
o Laryngeal edema; or
o Recurrent, self-remitting abdominal pain lasting more than 6 hours, without clear organic
etiology

And
e the presence of specific abnormalities in complement proteins, in the setting of a suggestive
clinical history of episodic angioedema without urticaria; supported by
o Medical record documentation of 2 or more sets of complement studies, separated by
one month or more, showing consistent results of

= Low C4 levels and
= Less than 50% of the lower limit of normal C1-INH antigenic protein levels OR
= Less than 50% of the lower limit of normal C1-INH function levels

AND
¢ Physician provided documentation of concurrent or failure on, intolerance to, or contraindication
to prophylactic therapy (danazol).*

*Only applies to patients with more than one severe episode of angioedema per month,
or those with a history of laryngeal attacks

MBP 116.0 Aveed (testosterone undecanoate)- Policy Revised

Aveed (testosterone undecanoate) will be considered medically necessary when all of the following
criteria are met:
e Medical record documentation of use for testosterone replacement therapy in adult males for
conditions associated with a deficiency or absence of endogenous testosterone:
« Primary hypogonadism (congenital or acquired) OR
« Hypogonadotropic hypogonadism (congenital or acquired) AND
e Medical record documentation of therapeutic failure on, intolerance to, or contraindication to
testosterone cypionate AND testosterone enanthate
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MBP 119.0 Keytruda (pembrolizumab)- New Indication

Keytruda (pembrolizumab) will be considered medically necessary when all of the following criteria are
met:

1. Unresectable or Metastatic Melanoma

Prescription written by a hematologist/oncologist AND

Medical record documentation that patient is = 18 years of age AND

Medical record documentation of a diagnosis of unresectable or metastatic melanoma AND
Medical record documentation that Keytruda is not being used in combination with any other
agents for the treatment of unresectable or metastatic melanoma.

2. Metastatic Non-Small Cell Lung Cancer
e Prescription written by a hematologist/oncologist AND
e Medical record documentation that patient is = 18 years of age AND
e Medical record documentation of a diagnosis of metastatic NSCLC meeting one of the following
situations:
o Medical record documentation that tumors have high PD-L1 expression (Tumor
Proportion Score (TPS)=50% as determined by an FDA-approved test AND
o Medical record documentation that tumors do not have EGFR or ALK genomic tumor
aberrations
OR
o Medical record documentation that tumors express PD-L1 (TPS)=1% as determined by
an FDA-approved test AND
o Medical record documentation of disease progression on or after platinum-containing
chemotherapy AND
o For patients with EGFR or ALK genomic tumor aberrations: medical record
documentation of disease progression on FDA-approved therapy for these aberrations
prior to receiving Keytruda.

3. Head and Neck Squamous Cell Carcinoma
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e Prescription written by a hematologist/oncologist AND

e Medical record documentation that patient is = 18 years of age AND

e Medical record documentation of a diagnosis of Head and Neck Squamous Cell Carcinoma that
is recurrent or metastatic and had disease progression on or after platinum-containing
chemotherapy

AUTHORIZATION DURATION: Initial approval will be for 6 months or less if the reviewing provider feels
it is medically appropriate. Subsequent approvals will be for an additional 6 @2 months or less if the
reviewing provider feels it is medically appropriate and will require medical record documentation of
continued disease improvement or lack of disease progression. The medication will no longer be covered
if patient experiences toxicity or worsening of disease.

MBP 126.0 Opdivo (nivolumab)- New Indication

Opdivo (nivolumab) will be considered medically necessary when all of the following criteria are met:

1. Metastatic Melanoma

Prescription written by a hematologist/oncologist AND

Medical record documentation that patient is > 18 years of age AND

Medical record documentation of a diagnosis of unresectable or metastatic melanoma AND
Medical record documentation that Opdivo is not being used in combination with any other agents
for the treatment of unresectable or metastatic melanoma (with the exception of ipilimumab).

2. Metas&aﬂ%qa&meus Non-Small Cell Lung Cancer (NSCLC)

Prescription written by a hematologist/oncologist AND

e Medical record documentation that patient is > 18 years of age AND

e Medical record documentation of a diagnosis of metastatic non-small cell lung cancer (NSCLC)
with disease progression while on or after platinum-based chemotherapy AND

e Medical record documentation that Opdivo is not being used in combination with any other agents
for the treatment of metastatic non-small cell lung cancer (NSCLC)

3. Metastatic Renal Cell Carcinoma
o Medical record documentation of use as a single agent for relapse or for surgically unresectable
advanced or metastatic renal cell carcinoma with-predominant-clear-cel-histelogy AND
o Medical record documentation of a therapeutic failure on or intolerance to prior anti-angiogenic
therapy, including, but not limited to, Sutent (sunitinib), Votrient (pazopanib), Inlyta (axitinib),
Nexavar (sorafenib), Avastin (bevacizumab), Afinitor (everolimus), or Torisel (temsirolimus).

4. Classical Hodgkin Lymphoma (CHL)
e Prescription written by a hematologist/oncologist AND
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Medical record documentation that patient is > 18 years of age AND

Medical record documentation of a diagnosis of classical Hodgkin lymphoma (CHL) that has
relapsed or progressed after autologous hematopoietic stem cell transplantation and post-
transplantation brentuximab vedotin (Adcetris).

5. Squamous Cell Carcinoma of the Head and Neck (SCCHN)

Prescription written by a hematologist/oncologist AND

Medical record documentation that patient is = 18 years of age AND

Medical record documentation of a diagnosis of recurrent or metastatic squamous cell carcinoma
of the head and neck AND

Medical record documentation of disease progression while on or after receiving a platinum-
based therapy

MBP 144.0 Tecentriq (atezolizumab) Policy Revision

Tecentriq (atezolizumab) will be considered medically necessary when all of the following criteria are met:

1. Locally Advanced or Metastatic Urothelial Carcinoma:

Prescription written by an oncologist AND
Medical record documentation of a diagnosis of locally advanced or metastatic urothelial carcinoma

Non-Small Cell Lung Cancer:
Prescription written by an oncologist AND
Medical record documentation of a diagnosis of non-small cell lung cancer AND
Medical record documentation that the patient has had either:
o Disease progression during or following platinum-containing chemotherapy OR
o Disease progression on at least one FDA-approved therapy targeting EGFR or ALK if the
patient has EGFR or ALK genomic tumor aberrations (e.g. mutation, deletion, insertion,

etc.).
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MBP 152.0 Bavencio (avelumab)- New Policy

Bavencio (avelumab) is a fully human monoclonal antibody that binds to programmed death ligand 1 (PD-
L1) to selectively prevent the interaction between the programmed cell death-1 (PD-1) and B7.1
receptors, while still allowing interaction between PD-L2 and PD-1.2 PD-L1 is an immune check point
protein expressed on tumor cells and tumor infiltrating cells and down regulates antitumor T-cell function
by binding to PD-1 and B7.1; blocking PD-1 and B7.1 interactions restores antitumor T-cell function.

CRITERIA FOR USE: Requires Prior Authorization by Medical Director or Designee

Bavencio (avelumab) will be considered medically necessary when ALL of the following criteria are met:
e Prescribed by a hematologist/oncologist AND
¢ Medical record documentation of a diagnosis of metastatic Merkel Cell Carcinoma (MCC) AND
e Medical record documentation of age 212 years

AUTHORIZATION DURATION: Initial approval will be for 6 months or less if the reviewing provider feels
it is medically appropriate. Subsequent approvals will be for an additional 12 months or less if the
reviewing provider feels it is medically appropriate and will require medical record documentation of
continued disease improvement or lack of disease progression. The medication will no longer be covered
if patient experiences toxicity or worsening of disease.

The following policies were reviewed with no changes:

MBP 13.0 Viscosupplementation

MBP 24.0 Aloxi (palonosetron)

MBP 85.0 Cinryze (C1 esterase inhibitor, human)

MBP 92.0 Off-label Drug Use for Oncologic Indications
MBP 106.0 Injectable Antipsychotic Medications

MBP 113.0 Gazyva (obinutuzumab)

MBP 115.0 Cyramza (ramucirumab)

MBP 124.0 Ruconest (C1 esterase inhibitor, recombinant)
MBP 131.0 Cosentyx (secukinumab) vials

MBP 133.0 Signifor LAR (pasirecotide LAR)
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