s W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

The following guidelines applies to Prior Authorization exception requests to formulary
Utilization Management Edits such as Quanitityits, Step Therapy, Age Limits, or when PA
criteria is not available. Your coverage and/or copayment/coinsurance may vary based on your
benefit plan. Please check your plan documents. This document is subject to change.

Edition 1 Reviewed Effective Date
Compounded Drug Prior Authorization 4/30/2021 6/1/2021
Guidelines

Description

Drug compounding is the process of combining, mixing, or altering ingredients to create a
medication tailored to the needs of an individual patient. Compounding includes the comb
of two or more drugs and is performed by a licensed pharmacist, askcephysician, or a
person under the supervision of a licensed pharmacist. Compounded drugs are rot FDA
approved.

REQUIREMENTS:
1. Compounded drug is prescribed by a licensed healthcare provider, AND
2. Indication or diagnosis for the use of the requested ponmded medication must be
documented, AND
3. Allingredients that will be used in the compounded medication must be documented,
AND
Active ingredient(s) is/are an FExproved prescription drug, AND
Patient meets One of the following:
a. Clinical condition is QT treatable with a commercially available drug product,
AND
I. The safety and effectiveness of this compound is supported by FDA
approval, OR
ii. The compound combination is supported by adequate medical and
scientific evidence published in pemviewed journas or standard
reference compendia for the treatment of the clinical condition, OR
b. Clinical condition is treatable with a commercially available drug product, AND
i. The patient is unable to receive the commercially available manufactured
form of the medicatio because the patient's medical condition causes
difficulty in delivery of the uncompounded form, OR
ii. The patient is allergic to an ingredient in the commercially available drug,
AND
iii. The safety and effectiveness of this compound supported by FDA
approval, ®
iv. The compound combination is supported by adequate medical and
scientific evidence published in pessviewed journals, , or standard
reference compendia for the treatment of the clinical condition
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The following guidelines applies to Prior Authorization exception requests to formulary
Utilization Management Edits such as Quanitityits, Step Therapy, Age Limits, or when PA
criteria is not available. Your coverage and/or copayment/coinsurance may vary based on your
benefit plan. Please check your plan documents. This document is subject to change.

Edition 1

Reviewed

Effective Date

Guidelines for Drugs Without PA CriteridDA

4/30/2021

6/1/2021

Description
This drug coverage policy applies only to drugs that do not have existing Prior Authorizatig
criteria but requires Prior Authorization on the formulary.

REQUIREMENTS:

1. Requested drug has been approved by the FDA, AND

2. Requested drug is not included irethVellfleet Rx Plan Prior Authorization (PA)

Guidelines, but requires PA on the formulary, AND

3. Patient is diagnosed with a condition that is consistent with an indication listed in the
R NHz3 Qappra®ed Iprescribing information or package insert, AND

4. t 1 GASyld YSSia lye
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of the FDAapproved prescribing information (or package insert)
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The following guidelines applies to Prior Authorization exception requests to formulary
Utilization Management Edits such as Quanitityits, Step Therapy, Age Limits, or when PA
criteria is not available. Your coverage and/or copayment/coinsurance may vary based on your
benefit plan. Please check your plan documents. This document is subject to change.

Edition1 Reviewed Effective Date
Quantity Limit (QL) Exception Guidelines 4/30/2021 6/1/2021
Description

Quantity Limits (QLs) are in place on certain classes of agents based on manufacturer's s
and dosing guidelines and is intended to promote safgropriate use of medications. A QL i
restriction on the amount or quantity of medication that is covered by your plan during a
specific period of time. The following exception guidelines are used when a prescription e
current QLs established lypur plan.

REQUIREMENTS:
1. There is medical literature to support that the quantity requested is within the
recommended dosing guidelines for the drug, AND
2. The quantity allowed under the formulary has been ineffective in the treatment of the
Y S Y 6 S NI»a or Rédi@abdondition, OR
3. Based on clinical evidence and medical literature, the known relevant physical or mental
characteristics of the member, and the known characteristics of the drug regimen, the
lower quantity is likely to beneffective, OR
Patient is currently on the requested dose, AND
No higher dosage strength can be used to achieve the same total daily dose, and no
dose consolidation is possible
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The following guidelines applies to Prior Authorization exception requests to formulary
Utilization Management Edits such as Quanitityits, Step Therapy, Age Limits, or when PA
criteria is not available. Your coverage and/or copayment/coinsurance may vary based on your
benefit plan. Please check your plan documents. This document is subject to change.

Edition 1 Reviewed Effective Date
Step Therapy (ST) Exception Guidelines 4/30/2021 6/1/2021
Description

In some cases, patients may be required to first try certain preferred formulary drugs to tre
YSRAOItT O2yRAGAZ2Y 06ST2NEB -piefisr@eé drud bpylonsy 2h@ S  d
following exception guidelines are used only when dspegcific step theapy guidelines are not
available or if the prescriber believes it is medically necessary for the patient to be on the

preferred drug.

REQUIREMENTS:
1. A patient may use a nepreferred drug option without first trying the preferred agent if

one of thefollowing conditions are met:

a. The prescription drug required under the stédperapy protocol is contraindicated under
the drug manufacturer's prescribing information for the drug or, due to a documented
adverse event with a previous use ordacumented medical condition, including a
comorbid condition, is likely to do any of the following:

I. Cause an adverse reaction to the covered individual;
ii. Decrease the ability of the covered individual to achieve or maintain reasonable
functional ability inperforming daily activities; or
iii. Cause physical or mental harm to the covered individual,

b. The prescription drug required under the stdgerapy protocol is expected to be
ineffective based on the known clinical characteristics of the covered person (such
as the covered person's adherence to, or compliance with, the covered person's individual
plan of care) and any of the following:

i. The known characteristics of the prescription drug regimen as described in peer
reviewed literature or in the manufacturer's gscribing information for the drug;
ii. The health care provider's medical judgment based on clinical practice guidelines
or peerreviewed journals; or
iii. The covered person's documented experience with the prescription drug regimen;

c. The covered person has hatrial of a therapeutically equivalent dose of the prescription
drug under the stegiherapy protocol while under the covered person's current or
previous health benefit plan for a period of time to allow for a positive treatment
outcome, and the prescriptiodrug was discontinued by the covered person's health care
provider due to lack of effectiveness; or

d. The covered person is currently receiving a positive therapeutic outcome on a
prescription drug selected by the covered person's health care provider for the medical
condition under consideration while under the covered person's current or previous
health benefit plan.
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“ W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

The following guidelines applies to Prior Authorization exception requests to formulary
Utilization Management Edits such as Quanitityits, Step Therapy, Age Limits, or when PA
criteria is not available. Your coverage and/or copayment/coinsurance may vary based on your
benefit plan. Please check your plan documents. This document is subject to change.

Edition 1 Reviewed Effective Date
Age Limit Exception Guidelines 4/30/2021 6/1/2021
Description

Certain drugs may only be covered if you meet the minimum or maximum age limit and is
intended to promote safe, appropriate use miedications. This guideline is only used when F
criteria is not available or does not address age exceptions.

REQUIREMENTS:
All of the following must be met:
1. ¢KS RNHzZA Ydzald 6S LINROSY
?S
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2. The drug must be provento @ F F SO0 A € 0 K
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The following guidelines applies to Prior Authorization exception requests to formulary
Utilization Management Edits such as Quanitityits, Step Therapy, Age Limits, or when PA
criteria is not available. Your coverage and/or copayment/coinsurance may vary based on your
benefit plan. Please check your plan documents. This document is subject to change.

Edition2 Reviewed Effective Date
Off Label Policy 10/29/2021 10/29/2021
Description

Off-label Use means use of an FBgproved medication that has been prescribed by a provi
for treatment of a condition or disease other than for an indication specifically designated i
LINE R dzO-4pRravedddbeling. This policy provides paramstier coverage of offabel and
unproven indications ad drug that has been approved for marketing by the Federal Food a
Drug Administration (FDA)

REQUIREMENTS:
A drug that has been approved for marketing by the Federal Food Axtognistration may be
covered for the requested ofibel or unproven indication when all of the criteria are met:
1. The drug is prescribed for the treatment of a{ifeeatening condition including cancer,
HIV or AIDS, AND
2. Off-Label use is supported by §afent scientific evidence which includes one of the
following:
a. Supported by at least one of the following authoritative compendia:

I. NCCN: The level of evidence for the indication is Category 1 or 2A, OR

ii. DrugDex: The level of evidence for the indicatio@less Ill. OR

iii. AHFSDI (The American Hospital Formulary Service Drug Information)

The narrative text is supportive, OR
iv. Clinical Pharmacology: The narrative text is supportive, OR
v. LexiDrugs: The indication is listed as "Use:IGifbel" and rated as
"Evidence Level A.", OR
vi. The American Medical Association Drug Evaluations, OR
vii. The United States Pharmacopoeia Dispensing Information, volume 1, OR
viii. Drug Information for Health Care Professionals, OR
b. Peer reviewed literature that presents data supporting the megd offlabel
use as generally safe and effective

As it pertains to this benefit, life threatening means either or both of the following:
a. Disease or conditions where the likelihood of death is high unless the course of the
disease is interrupted; or
b. Disease or conditions with a potentially fatal outcome and where the end point of
clinical intervention is survival.
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Generic Brand Reviewed Effective Date
ABALOPARATIDE TYMLOS 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedBALOPARATIDE (Tymlosjuires the following rule(s) be met for
approval:

A. You have postmenopausal osteoporosis (weak or brittle barfies menopause)

B. You have not received a total of 24 months or more of parathyroid hormone therapy

with Tymlosor Forteo
C. You meet ONE of the following (1, 2, or 3):
1. You have high risk for fractures defined as ONE of the following:

I. History ofosteoporotic fracture(s) (cracked bones) due to trauma (injury)
or fragility (weakness)

ii. 2 or more risk factors for fracture such as history of multiple recent low
trauma fracturespone marrow density -Bcore (test to determine your
risk for weak bones) s than orequal to-2.5, corticosteroid use, or use
of GNRH (Gonadotropireleasing hormoneanalogs such as nafarelin,
etc.

iii. No prior treatment for osteoporosis AND FRAX (Fracture Risk Assessment
Tool) scorgyreater than or equal to 20% for any major fiae OR
greater than or equal to 3% fdiip fracture

2. You are unable to use oral therapy due to upper gastrointestinal (stomach and
intestine)problems, you cannot tolerate oral medication, you have lower
gastrointestinal probleméunable to absorb oral mechtions), you have trouble
remembering to take oral medicatiomms cannot plan to use an oral
bisphosphonate (such as alendronate, risedronéiandronate) with other oral
medications in your daily routine

3. You have had an adequate trial of, intoleranoedr a contraindication (medical
reason whyyou cannot use) to bisphosphonates such as Fosamax, Actonel,
Boniva

References:
1. Tymlos package insert. Waltham, MA. Radius Health Inc. Revised OctobeA26@ssedluly2021L
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Generic Brand Reviewed Effective Date
ABEMACICLIB VERZENIO 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedBEMACICLIB (Verzenrejjuires the following rules be met for approval:
A. You have advanced or metastatic breast cancer (cancer has spread to other parts of
body) thatis hormone receptopositive (HR+) and human epidermal grovidltor
receptor 2negative(HER?2)
B. You meet ONE of the following:
1. If the medication will be used in combination with fulvestrant, approval also
requires:
I. You are a female
ii. Your disease has gotten worse after using endocrine therapy
lii. Your disease has N@®atten worse following prior CDK (cyelin
dependent kinasenhibitor therapy (class of drugs used for breast
cancer)
2. If the medication will be used as monotherapy (used alone), approval also
requires:
I. You are 18 years of age or older
ii. Your disease has gottievorse after using endocrine therapy and before
usingchemotherapy in the metastatic setting
iii. Your disease has NOT gotten worse following prior CDK (cyclin
dependent kinase)nhibitor therapy (class of drugs used for breast
cancer)
3. If the medication will ke used in combination with an aromatase inhibitoe(g.,
Anastrozole, letrozole), approval also requires:
i. You are a female and postmenopausal
ii. You have NOT received prior endocrine therapy for metastatic breast
cancer (e.g.,letrozole, anastrozole, tamoxiféulvestrant, exemestane)
iii. The requested medication will be used in combination with an aromatase
inhibitor (e.g.letrozole, anastrozole, or exemestane)
iv. Your disease has NOT gotten worse following prior CDK (cyclin
dependent kinasenhibitor therapy (clas of drugs used for breast
cancer)

References:
1. Verzenio package insert. Indianapolis, IL. Eli Lilly and Company. Revised March 2020. Aulge€24d
2. Shien T, lwata H. Adjuvant and neoadjuvant therapy for breast caimed Clin Onc@020;50(3):225229.
doi:10.1093/jjco/hyz213
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Generic Brand Reviewed Effective Date
ACALABRUTINIB CALQUENCE 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedCALABRUTINIB (Calquenaxuires the following rules be met for
approval:

A. You have a diagnosis of mantle cell ymphoma (MCL: a type of cancer), chronic
lymphocyticleukemia (CLlcancer of the blood and bonmarrow), or small lymphocytic
lymphoma (SLlcancer of the blood and bone marrow)

B. You are 18 years of age or older

C. If you have mantle cell ymphoma (MCL), approval also requires:

1. You have received at least one prior therapy for mantle cell ymphoma

References:
1. Calquence package insewilmington, DE. AstraZeneca Pharmaceuticals LP. Revised November 2019.
Accessedluly2021.
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ACETAMINOPHEN DAILY LIMIT OVERRIDE
Generic Brand Reviewed Effective Date
Acetaminophen N/A 7/23/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameACETAMINOPHEN DAILY LIMIT OVERRIRBuse a denied claim for

acetaminophen when the total daily dose acetaminophen exceeds 4000mg. The claim will also
deny if the requested drug is being usedla same time with other acetaminophen containing
product(s) and the combination exceeds 4000mg of acetaminophen per day limit.

Approval requires the following rule be met:
A. You will discontinue the other acetaminophen containing drug(s) that cause the dai
acetaminophen dose to exceed 4000mg.

References:
1. Acetaminophen package insert. Fort Washington, PA. Revised Novembep20tZsedluly2021.
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ACNE AGE RESTRICTION OVERRIDE
Edition 1
Generic Brand Reviewed Effective Date
ADAPALENE DIFFERIN, 7/23/2021 6/1/2021
PLIXDA
ADAPALENE/BENZ{ EPIDUO,
PEROXIDE EPIDUO
FORTE
TRETINOIN ATRALIN,
AVITA,
RETIMA,
TRETIN,
ALTRENO
TRETINOIN RETINA MICRO,
MICROSPHERES RETINA MICRO
PUMP
TRIFAROTENE AKLIEF
TAZAROTENE FABIOR,
ARAZLO

REQUIREMENTS:
Our guideline namedACNE AGE RESTRICTION OVERSgLEs the following rule(s) be met
for approval:
A. You are 26 years of age or older
B. The request is for a necosmetic (not for appearance) diagnosis.
C. Approval may also require that ydwave tried preferred agent(s), unless there is a
medicalreason why you cannot (contraindication)

References:
1. U.S. Food & Drug Administration. Package Inserts. Drugs@FDAppi@#ed Drugs website.
https://www.accessdata.fda.gov/scripts/cder/daf/indexraf Accesseduly2021.
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Generic Brand Reviewed Effective Date
AFATINIBIMALEATE | GILOTRIF 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedAFATINIB (Gilotrifjequires the following rule(s) be met for approval:

A. You have metastatic squamous nsmall cell lung cancer (type of cancer that has
spread) ometastatic nonsmall cell lung cancer (hfferent type of lung cancer that has
spread)

B. If you have metastatic squamous nesmall cell lung cancer, approval also requires:

1. Your disease has worsened after using platiduesed chemotherapy (i.e.,
cisplatin,carboplatin, oxaliplatin)

C. If you have meastatic nonsmall cell lung cancer, approval also requires:

1. Your tumors have nonesistant epidermal growth factor receptor (EGFR; type of
protein) mutations as shown by an FDA (Food and Drug Administration)

approved test

References:
1. Gilotrif package insert. Ridgefield, CT. Boehringer Ingelheim Pharmaceuticals, Inc. Revised October 2019. Accessed

July2021.
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Generic Brand Reviewed Effective Date
ALECTINIB ALECENSA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedLECTINIB (Alecensajuires the following rules be met for approval:
A. You have a diagnosis of metastatan-small cell lung cancer (NSCLC; type of cancer
that hasspread)
B. You are positive for anaplastic lymphoma kinase (ALK; gene mutation) fusion oncogene
asdetected by an FDA (Food and Drug Administratiapproved test

References:
1. Alecensa packagaset. SouthSan Francisco, CA. Genentech USA, Inc. Revised January 2021. Ahdg262d.
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WELLFLEET RX STUDENT FORMULARY

ALLERGERXTRAGHOUSE DUST MITE

Generic Brand Reviewed Effective Date
HOUSE DUST MITE ODACTRA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline nameALLERGEN EXTRALUSE DUST MIT&d@actra)requires the following
rule(s) be met for approval:

A. You have allergic rhinitis (itchy, watery eyes, sneezing) caused by house dust mites, with
or without conjunctivitis (type of inflammation of eye and eyelid)

B. Your diagnosis is confirmed by inrgitesting (testing outside of your body in a tube) for
IgE(Immunoglobulin E) antibodige Dermatophagoides farinagr Dermatophagoides
pteronyssinusiouse dust mites, or skin testing to licensed house dust mite allergen
extracts

C. You are between 18 andb6years old

D. The medication is prescribed by or given in consultation with an allergist (allergy
doctor),immunologist(immune system doctor), or other physician experienced in the
diagnosis andreatment of allergic diseases

E. You have persistergsymptoms of allergic rhinitis (persistent symptoms are defined as
symptoms presenting at least 4 days a week or for at least 4 weeks)

F. You have moderate to severe symptoms of allergic rhinitis (moddoatevere
symptomsincludetroublesome symptoms, sleatisturbance, impairment of daily
activities, or impairmenof school or work)

G. You have a current claim or prescription for aingectable epinephrine within the past
365 days

RENEWAL CRITERIA
Our guideline nameALLERGEN EXTRALIUSE DUST MITE (Odaktesuires the following
rule is met for renewal:
A. You have experienced an improvement in signs and symptoms of allergic rhinitis (itchy,
wateryeyes, sneezing) from baseline

References:
1. Odactra package insert. Swindon, Wiltshire UK. Catalent Pharmao8slutimited. Revised August 2019. Accessed
July2021

2. GreenhawtM, Oppenheimer J, Nelson M, et al. Sublingual immunotherapy: A focused allergen immunotherapy
practice parameter update. Ann Allergy Asthma Immunol. 2017;118(3R82&2. doi:10.1016/j.anai.2016.12.009
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WELLFLEET RX STUDENT FORMULARY

ALLERGEN EXTRAGXED GRASS POLLEN
Generic Brand Reviewed Effective Date
GR POORC/SW ORALAIR 7/23/2021 6/1/2021
VER/RYE/KENT/TIM
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: REREWAL CRITERIA SEE BELOW)

Our guideline nameALLERGEN EXTRAGXED GRASS POLLEN (Oratzpires the
following rule(s) be met for approval:

A. You have a diagnosis of allergic rhinitis (itchy, watery eyes, sneezing) caused by grass
pollen

B. Your diagnosis confirmed by a positive skin prick test and/or a positive titer (the
amount ofantibodies in the blood) to specific IgE (Immunoglobulin E) antibodies for any
of the five grassypes included in Oralair (Sweet Vernal, Orchard, Perennial Rye,
Timothy, aml Kentucky Blu&rass Mixed Pollens)

C. Therapy is prescribed by or given in consultation with an allergist (allergy doctor),
immunologist(immune system doctor), or other physician experienced in the diagnosis
and treatment ofallergic diseases

D. You have peistent and moderatao-severe symptoms of allergic rhinitis (persistent
symptomsare defined as symptoms presenting at least 4 days a week or for at least 4
weeks, andnoderateto-severesymptoms include: troublesome symptoms, sleep
disturbance, impairmenof daily activities, oimpairment of school or work)

E. You have a current claim or prescription for aingectable epinephrine

F. You are between 5 and 65 years of age

RENEWAL CRITERIA
Our guideline namedLLERGEN EXTRAGXED GRASS POLLEN (Orakzip)ires the
following rules be met for renewal:
A. You have experienced an improvement in signs and symptoms of allergic rhinitis (itchy,
wateryeyes, sneezing) from baseline

References:
1. Oralair package insert. Lenoir, NGREER Laboratories,.IRevisedNovember2018. Accessedluly2021.
2. Greenhawt M, Oppenheimer J, Nelson M, et al. Sublingual immunotherapy: A focused allergen immunotherapy
practice parameter update. Ann Allergy Asthma Immunol. 2017;118(3R82&2. doi:10.1016/j.anai.2016.109
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WELLFLEET RX STUDENT FORMULARY

ALLERGEN EXTRASBHORT RAGWEED POLLEN
Generic Brand Reviewed Effective Date
WEED POLLESHORT | RAGWITEK 7/23/2021 7/23/2021
RAGWEED
Edition 2

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline namedALLERGEN EXTRAEHIORT RAGWEED POLLEN (Ragwetpkyes
the following rule(s) be met for approval:
A. You have allergic rhinitis (itchy, watexyes, sneezing) caused by short ragweed pollen
B. Your diagnosis is confirmed by a positive skin prick test or in vitro testing (testing
outside of your body in a tube) for pollen specific IgE (Immunoglobulin E) antibodies for
short ragweed pollen
C. Therapy iprescribed by or given in consultation with an allergist (allergy doctor),
immunologist (immune system doctor), or other physician experienced in the diagnosis
and treatment of allergic diseases
D. You have persistent and moderate-severe symptoms of alleigrhinitis (persistent
symptoms are defined as symptoms presenting at least 4 days a week or for at least 4
weeks, and moderatéo-severe symptoms include: troublesome symptoms, sleep
disturbance, impairment of daily activities, or impairment of schookork)
E. You are & 65years of age
F. You have a current claim or prescription for aingectable epinephrine

RENEWAL CRITERIA
Our guideline namedLLERGEN EXTRAEHIORT RAGWEED POLLEN (Ragwetpkyes
the following rule be met for renewal:

A. You have amiprovement in signs and symptoms of allergic rhinitis from baseline

References:
1. Ragwitekpackage insert. Swindon, Wiltshire UK. Catalent Pharma Solutions Limited. Revised April 2021. Accessed July
2021.

2. Greenhawt M, Oppenheimer J, Nelson M, et al. Sublingual immunotherapy: A focused allergen immunotherapy
practice parameter update. Ann Allgrgsthma Immunol. 2017;118(3):2282.e2. doi:10.1016/j.anai.2016.12.009
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WELLFLEET RX STUDENT FORMULARY

ALLERGEN EXTRAOWMOTHY GRASS POLLEN
Generic Brand Reviewed Effective Date
GRASS POLLEN GRASTEK 7/23/2021 7/23/2021
TIMOTHY,
STD
Edition 2

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nameALLERGEN EXTRATNIOTHY GRASS POLLEN (Grastgljres the
following ruke(s) be met for approval:
A. You have a diagmesis of allergic rhinitis (itchy, watery eyes, sneezing) caused by grass

B.

E.
F.

pollen

You have a positive skin prick test and/or a positive titer (the amount of antibodies in
the blood) to specific IgE (Immunoglobutih antibodies for Timothy grass or cross
reactive grass pollens

. Therapy is prescribed by or given in consultation with an allergist (allergy doctor),

immunologist (immune system doctor), or other physician experienced in the diagnosis
andtreatment of allergic diseases

You have persistent and moderate-severe symptoms of allergic rhinitis (persistent
symptoms are defined as symptoms presenting at least 4 days a week or for at least 4
weeks, and moderat¢o-severe symptoms include: troutdeme symptoms, sleep
disturbance, impairment of daily activities, or impairment of school or work)

You are at least § 65years old

You have a current claim or prescription for aingectable epinephrine

RENEWAL CRITERIA
Our guideline namedLLERGEN BXACITIMOTHY GRASS POLLEN (Grastgqlgjres the
following rule be met for renewal:

A. You have experienced an improvement in signs and symptoms of allergic rhinitis (itchy,

watery eyes, sneezing) from baseline

References:

1.

2.

Grastekpackage insert. Swindon, Wiltshire UK. Catalent Pharma Solutions Limited. Revised December 2019. Accessed
July 2021.

Greenhawt M, Oppenheimer J, Nelson M, et al. Sublingual immunotherapy: A focused allergen immunotherapy
practice parameter update. Ann Aty Asthma Immunol. 2017;118(3):22682.e2. doi:10.1016/j.anai.2016.12.009
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RX PLAN
WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
ALPELISIB PIQRAY 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedLPELISIB (Pigragquires the following rule(s) be met for approval:
A. You have a diagnosis of advanced or metastatic breast cancer (breast cancer that has
spreadto other parts of the body)
B. Your breast cancer is hormone receptor (HR: type of gpositive, human epidermal
growth factor receptor 2 (HER2: type of genegative
You are a postmenopausal female or a male
Pigray will be used in combination with Faslodex (fulvestrant)
You have preence of PIK3CA (type of gemaytation as detected by a Food and Drug
Administration approved test
F. You have experienced disease progression on or after an enddzaser] regimen
(yourdisease has worsened after using a type of hormone therapy)

mo o

References:
1. Pigray package insert. East Hanover, New Jersey. Novartis Pharmaceuticals Corporation. Revised September 2020.
Accesseduly2021.
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‘ W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
AMIKACIN ARIKAYCE 7/23/2021 6/1/2021
LIPOSOMAL/NEB.

ACCESSR

Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA, SEE BELOW)
Our guideline nameAMIKACINLIPOSOMAL INHALATION (Arikayeglires the following
rule(s) be met for approval:
A. You haveMycobacterium avium compléMAC¢ group of bacteria that cause serious
infections) lung disease with limited or no alternative treatment options
B. You are 18ears of age or older
C. You have NOT achieved negative sputum cultures (mucus tests) after using multidrug
background regimen therapy for at least 6 months in a row
D. Arikayce will be used as part of a combination antibacterial drug regimen
E. Arikayce is beingrpscribed by or given in consultation with a pulmonologist (lung
doctor) orinfectious disease specialist physician

RENEWAL CRITERIA
Our guideline named&MIKACIN LIPOSOMAL INHALATION (Arikagge)jres the following
rule(s) be met for renewal:
A. You haveMycobacterium avium compldMAGC group of bacteria that cause serious
infections)lung disease
B. You have not had a positiwdycobacterium avium complesputum culture (mucus test)
after repeated negative cultures
C. You have experienced an improveniém symptoms
D. You meet ONE of the following:

1. For first renewal requests, approval also requires documentation of at least ONE
negativesputum culture (mucus test) favlycobacterium avium compldoy 6
months of Arikaycéreatment

2. For second or later renewatquests, approval also requires documentation of at
leastTHREE negative sputum cultures (mucus testyfigrobacterium avium

complexby 12months of Arikayce treatment
References:
1. Arikayce package insert. Bridgewater, NJ. Insmed Incorporated. Revisek B020. Accessehlly2021.
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RX PLAN

WELLFLEET RX STUDENT FORMULARY

AMLODIPINE SUSPENSION
Generic Brand Reviewed Effective Date
AMLODIPINE BENZOA KATERZIA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameAMLODIPINE SUSPENSION (Kateraaiires the following rule(9)e

met for approval:
A. You are unable to swallow oral amlodipine tablets at prescribed dose

References:
1. Katerzigpackage insert. Greenwood Village, CO. Silvergate Pharmaceuticals, Inc. Revised July 2019JAlgcessed
2021.

Products, documentnd materials provided by Wellfleet, including the material contained ther  Page20of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



" W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

RX PLAN

WELLFLEET RX STUDEDRMULARY

Generic Brand Reviewed Effective Date
AMLODIPINE BESYLA| CONSENSI 7123/2021 6/1/2021
CELECOXIB

Edition 1

REQUIREMENTS:
Our guideline nameAMLODIPINE/CELECOXIB (Consesmijres the following rule(s) be met
for approval:
A. You havéoth hypertension (abnormal high blood pressure) and osteoarthritis (a type
of arthritis that occurs when tissue at the ends of your bones wears down)
B. You are 18 years of age or older
C. You have previously tried amlodipine AND celecoxib
D. You have an adherenae other challenge requiring the use of the combination product
overseparate agents
E. You will NOT use Consensi together with any other calcium channel blocker agents (such
asdiltiazem, felodipine, verapamil)

References:
1. Consenspackage insert. Hot Springs, AR. Burke Therapeutics, Revised April 2021. Acces3ely 2081
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‘ W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
AMPHETAMINE EVEKEO:; EVEKH 7/23/2021 7123/2021
SULFATE OoDT

Edition 2

REQUIREMENTS:
Our guideline nameAMPHETAMINE SULFATE (Evékeskeo ODJYrequires the following
rule(s) be met foapproval:

A.For Evekeo, you have ONiEthe following diagnoses
1. Narcolepsy (condition where you suddenly fall asleep)
2. Attention deficit disorder with hyperactivity (difficulty paying attention)
3. Use for weight loss or exogenous obesity (overweight due to overeating)
B. If you have narcolepsy, ppoval also requires (Evekeo Only):
1. You are 6 years of age or older
C. If you have attention deficit disorder with hyperactivity, approval also requires (Evekeo
Only):
1. You are 6 years of age or older
2. You had a previous trial of at least ONE of the followimgudant medications:
mixed amphetamine salts (Adderall immediate release), methylphenidate
(Ritalin immediate release), dextroamphetamine (Dexedrine)
D. If the request is for weight loss or exogenous obesity, approval also requires (Evekeo
Only):
1. You arel?2 years of age or older
2. You had a previous trial of other weight loss medications such as Contrave,
Belvig, Qsymia, Xenical, phentermine, phendimetrazine, benzphetamine,
diethylpropion
E. For Evekeo ODT, you have Attention deficit disorder with hyperactivandapproval
also requires
1. You are 3; 17years of age
2. You had a previous trial of at least ONE of the following stimulant medications:
mixed amphetamine salts (Adderall immediate release), methylphenidate
(Ritalin immediate release), dextroamphetamifiexedrine)

Note: The approval of Evekeo for use as a stenn adjunct (adgon) in a regimen of weight
reduction is for a maximum duration of 12 weeks

(Criteria continued on next page)
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RX PLAN
REQUIREMENTS: AMPHETAMINE SULFATE (CONTINUED)

References:
1. Evekeo package insert. Atlanta, GA. Arbor Pharmaceuticals, Revised April 2019. Accessed July 2021.

2. Evekeo ODT package insert. Atlanta, GA. Arbor Pharmaceuticals, LLC. Revised March 2019. Accessed April 2021

3.  Wolraich ML, Hagan JF Jr, Allan @J.eClinical Practice Guideline for the Diagnosis, Evaluation, and Treatment of
Attention-Deficit/Hyperactivity Disorder in Children and Adolescents [published correction appears in Pediatrics. 2020
Mar;145(3):]. Pediatrics. 2019;144(4):€20192528. dol:342/peds.2012528

4. Khera R, Murad MH, Chandar AK, et al. Association of Pharmacological Treatments for Obesity With Weight Loss and
Adverse Events: A Systematic Review and Metalysis [published correction appears in JAMA. 2016 Sep
6;316(9):995]. JAMA016;315(22):24242434. doi:10.1001/jama.2016.7602
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WELLFLEET RX STUDENT FORMULARY

ANABOLIC STEROIDS
Edition 1
Generic Brand Reviewed Effective Date
OXYMETHOLONE ANADRGBO 7/23/2021 6/1/2021
OXANDROLONE OXANDRIN

**Please use the criteria for the specific drug requested**
REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
ANADROI50
Our guideline nameANABOLIC STEROIDS (Anai®kequires the following rule(s) be met
for approval:

A. You have anemia (lack of healthy red blood cells) or cachexia (condition with extreme
weightloss and muscle loss) associated with AIDS (acquired imdefiogency
syndrome)

B. You will be monitored for peliosis hepatis (blefided spaces in the liver), liver cell
tumors andblood lipid (fats) changes

C. You do not have ANY of the following reasons why you cannot use anabolic steroid
therapy:

1. Known or suspectéprostate or breast cancer in male patients

2. Known or suspected breast cancer in females with hypercalcemia (high calcium
levels)

3. Known or suspected nephrosis (the nephrotic phase of neptiitiisey
inflammation)

4. Known or suspected hypercalcemia (higkcah levels)

5. Severe hepatic (liver) dysfunction

D. If you have anemia, approval also requires:

1. The anemia is caused by one of the following conditions: acquired aplastic
anemia,congenital aplastic anemia, myelofibrosis and the hypoplastic anemias,
or Fanconi's

E. If you have cachexia associated with AIDS, approval also requires:

1. You are on anfietroviral therapy (therapy that treats a type of immune system
virus)

2. You have a documented viral load (amount of virus in your blood) of less than
200 copiegper mL dated within the past 3 months

3. Therapy is prescribed by or given in recommendation with a gastroenterologist
(doctor of thestomach, intestine and related organs), nutritional support
specialist (SBS), or infectiotisease specialist

4. You meet ONE ohe following:

(Criteria continued on next page
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REQUIREMENTS: ANABOLIC STEROIDS (CONTINUED)
OXANDRIN
i. You have 10% unintentional weight loss over 12 months
ii. You have 7.5% unintentional weight loss over 6 months
iii. You have 5% body cell mass (BCM)Wwi#sn 6 months
iv. You have a BCM of less than 35% (men) and a body mass index (BMI) of
less than 27kger meter squared
V. You have a BCM of less than 23% (women) of total body weight and a
body mass indefBMI) of less than 27 kg per meter squared
vi. You have alI of less than 18.5 kg per meter squared

Our guideline nameANABOLIC STEROIDS (Oxandeigiires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Weight loss
2. Protein catabolism (breakdown) caused by ldegn use ofcorticosteroids
3. Bone pain accompanying osteoporosis (weak and brittle bones)
4. Cachexia (condition with extreme weight loss and muscle loss) associated with
AlDSacquired immune deficiency syndrome)
5. Turner's Syndrome (disorder where female has one X chromes
B. You will be monitored for peliosis hepatis (blefided spaces in the liver), liver cell
tumors andblood lipid (fats) changes
C. You do not have ANY of the following reasons why you cannot use anabolic steroid
therapy:
1. Known or suspected prostate or &gt cancer in male patients
2. Known or suspected breast cancer in females with hypercalcemia (high calcium
levels)
3. Known or suspected nephrosis (the nephrotic phase of neptiitilsey
inflammation)
4. Known or suspected hypercalcemia (high calcium levels)
5. Sevee hepatic (liver) dysfunction
D. If you have weight loss, approval also requires:
1. Your weight loss is caused by extensive surgery, chronic infections, or severe
trauma
2. Medication is being used as add therapy to help weight gain
E. If you havecachexia associated with AIDS, approval also requires:
1. You are on anfietroviral therapy (therapy that treats a type of immune system
virus)
2. You have a documented viral load (amount of virus in your blood) of less than
200 copiegper mL dated within the @st 3 months

(Criteria continued on next page)
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REQUIREMENTS: ANABOLIC STEROIDS (CONTINUED)

3. Therapy is prescribed by or given in consultation with a gastroenterologist
(doctor of thestomach, intestine and related organs), nutritional support
specialis{SBS) or infectioudisease specialist

4. You meet ONE of the following:

i.  You have 10% unintentional weight loss over 12 months

ii.  You have 7.5% unintentional weight loss over 6 months

lii.  You have 5% body cell mass (BCM) loss within 6 months

iv.  You have a BCM tdss than 35% (men) and a body mass index (BMI) of
less than 27 kger meter squared

V. You have a BCM of less than 23% (women) of total body weight and a
body mass indegBMI) of less than 27 kg per meter squared

vi. You have a BMI of less than 18.5 kg per mstgrared

RENEWAL CRITERIA

(NOTEFor the diagnosis of anemia, weight loss, protein catabolism associated with prdlonge
administration of corticosteroids, bone pain accompanying osteoporosis, or Turner's Syndrome,
pleaserefer to the Initial Criteria sewn)

OXANDRIN and ANADRS0QL
Our guideline nameANABOLIC STEROIDS (Oxandrin and An&@akequires the following
rule(s) be met for renewal:
A. You have cachexia (condition with extreme weight loss and muscle loss) associated with
AlDSacquired immune diciency syndrome)
B. You are on antietroviral therapy (therapy that treats a type of immune system virus)
C. Your viral load (amount of virus in your blood) is less than 200 copies per mL within the
past 3months
D. You have a 10% increase in weight from basglaurrent weight must have been
measuredwithin the last 4 weeks, document date of measurement)
E. You have not received more than 24 weeks of therapy in a calendar year

References
1. Anadrol package insert. Marietta, GA.Unimldarmaceuticals, Inc.Revised August 2004.Accessed July 2021
2. Oxandrin Package insert.New York,NY.Pfizer co. Revised May 2005. Accessed July 2021
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WELLFLEET RX STUDENT FORMULARY

ANTIOBESITY AGENTS
Edition 2
Generic Brand Reviewed Effective Date
NALTREXONE HCL/ | CONTRAVE 7/23/2021 7/23/2021
BUPROPION HCL
PHENTERMINE/ QSYMIA
TOPIRAMATE
ORLISTAT XENICAL

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline namedNTIOBESITY AGENTS (Contrave, Qsymia, Xerdqaiyes the
following rule(s) be met foapproval:
A. The request is for weight loss OR weight loss management
B. You have evidence of active enrollment in an exercise and caloric reduction program or
a weight loss/behavioral modification program
C. You meet ONE of the following:
1. Body mass indetBMI) of 30 kg/mor greater
2. BMI of 27 kg/m or greaterANDat least one weightelated comorbidity
(disease) such as hypertension (high blood pressure), type 2 diabetes mellitus, or
hyperlipidemia (high cholesterol)
D. If you are requesting Contrave, approval also requires:
1. You are 18 years of age or older
E. If you are requesting, or Qsymia, approval also requires:
1. You are 18 years of age or older

RENEWAL CRITERIA
Our guideline namedNTIOBESITY AGENTS (Contrave, Qsykeiaical)requires the
following rule(s) be met for renewal:
A. The request is for weight loss OR weight loss management
B. If you are requesting Xenical, approval also requitesat you have lost at least 5% of
baseline body weight after 3 months of treatment
C. If you are requesting Contrave, approval also requitbat you have lost at least 5% of
baseline body weight after 3 months of treatment at the maintenance dose (two
8/90mg tablets twice daily)

(Criteria continued on next page)
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RX PLAN
REQUIREMENTS: ANDBESITXGENTS (CONTINUED)

" W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

D. If you are requesting Qsymia 7.5/46mg, approval also requitiest you have lost at
least 3% of baseline body weight after 3 months of treatment at the requested
maintenance dose. The dose should be increased or discontinued if patiemtot lost
at least 3% of baseline body weight after 3 months of treatment

E. If you are requesting Qsymia 15/92mg, approval also requitieat you have lost at
least 5% of baseline body weight after 3 months of treatment at the requested
maintenance dose

References:
1. Contrave package insert. Morristown, NJ. Currax Pharmaceuticals LLC. Revised March 2021. Accessed July 2021
2. Qysmia package insert. Campbell, Ca. Vivus, Inc. Reviewed October 2020. Accessed July 2021.
3. Xenical package insert. South $aancisco, CA. Roche Laboratories Inc. Reviewed August 2015. Reviewed July 2021
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WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
APOMORPHINE APOKYN 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline nameAPOMORPHINE (Apokyrequires the following rule(s) be met for
approval:
A. Youhave® A Ay 23Aa& 2F | ROFYOSR t I NJAyaz2yQa RAA
that affects movement, often including tremors)
B. The requested medication is being used for acute, intermittent treatment of
hypomobility (shortand sudden episodes where you havedmsed ability to move),
OFF episodes associatedh 1 K | R@l yOSR tFNJAyazyQa RA&SIH a
C. Therapy is prescribed by or given in consultation with a neurologist (nerve doctor)
D. Your physician has optimized your drug therapy as evidenced by BOTH of the following:
1. Change in levodopa/carbidopa dosing strategy or formulation
2. You have had a trial of or contraindication to (medical reason why you cannot
use) at leasTWO Parkinson disease agents from two different classes:
dopamine agonist (such agpinirole, pramipexolerotigotine), monoamine
oxidaseinhibitors (MAQI) (such aselegiline, rasagiline), catechOtmethyl
transferase (COMT) inhibitors (suchesdacapone, tolcapone)
RENEWAL CRITERIA
Our guideline namedPOMORPHINE (Apokyrequires the following rule(s)domet for
renewal:
A, 2dz KIFgS | RAlFI3Iy2aia 2F I ROIYOSR tIFNJAyazy
that affects movement, often including tremors)
B. You have had improvement with motor fluctuations during OFF episodes with the use of
Apokyn(such as improvement in speech, facial expression, tremor at rest, action or
postural tremor ofhands, rigidity, finger taps, hand movements, rapid alternating
movements of hands, posturdeg agility, arising from chair)

References:
1. Apokyn package insert. Louisville, KY. US WorldMeds LLC.. Revised April 2020. Aobex32t
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WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
APOMORPHINE KYNMOBI 7123/2021 6/1/2021
SUBLINGUAL

Edition1

REQUIREMENTS:
INITIALCRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline nameAPOMORPHINE (Kynmobgquires the following rule(s) be met for
approval:
A. You have Parkinson's disease (central nervous system disorder that affects movement,
often includingtremors)
B. You are 18 years of age or older
C. Therapy is prescribed by or given in consultation with a neurologist
D. The physician has optimized drug therapy as evidenced¥Hof the following:
1. Change in levodopa/carbidopa dosing strategyoomulation
2. Trial of or contraindication to at least two Parkinson's agents from two different
classesdopamine agonist (i.e., ropinirole, pramipexole, rotigotine), monoamine
oxidaseinhibitor (MAG) (i.e., selegiline, rasagiline), or catechahethyl
transferase (COMT) inhibitors (i.entacapone, tolcapone)
E. The requested medication is being used for acute, intermittent treatment (sudden and
periodictreatment) of 'OFF' episodes (when symptoms return due to your medication
for Parkinson'slisease weang off)

RENEWAL CRITERIA
Our guideline namedPOMORPHINE (Kynmob&quires the following rule(s) be met for
renewal:

A. You have Parkinson's disease (central nervous system disorder that affects movement,
often including tremors)

B. You had improvement with mor fluctuations during 'OFF' episodes (when symptoms
return due to your medications for Parkinson's disease wearing off) with the use of
Kynmobi (such asnprovement in speech, facial expression, tremor at rest, action or
postural tremor of handsigidity, finger taps, hand movements, rapid alternating
movements of hands, posture, leg agiligyising from chair)

References:
1. Kynmobi package inseitouisvilleKY. US WorldMeds, LLRevised April 2021Accessed July 2021.
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RX PLAN
WELLFLEET RX STUDENT FORMULARY

ARIPIPRAZOLE SENSOR TABS
Generic Brand Reviewed Effective Date
ARIPIPRAZOTEBLETS ABILIFY MYCITE| 7/23/2021 6/1/2021
WITHSENSOR
Edition 1

REQUIREMENTS:
Our guideline nameARIPIPRAZOLE SENSOR TABS (Abilify Mig@Qui@es the following
rule(s) be met for approval:
You have a diagnosis of schizophrenia, bipolar | disorder, or major depressive disorder
You are 1§ears of age or older
Therapy is prescribed by or given in consultation with a psychiatrist
You have a medical necessity for medication ingestion tracking
If you have major depressive disorder (MDRpproval also requires:
1. The medication will be used as adjunctive (adebn) treatment
If you have bipolar | disorderapproval also require® NEof the following
1. The request is for acute (shet¢rm) treatment of manic and mixed episodes as
monotherapy, OR as an adjunct (add) to lithium or valproate
2. The equest is for maintenance treatment as monotherapy, OR as an adjunct to
lithium or valproate

moow>»

n

References:
1. Abilify package insert.Rockville,MD. Otsuka America Pharmaceutic&evised February 2020.Accessed July 2021.
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WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
ASFOTASE ALFA STRENSIQ 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITBELAOSEE

Our guideline nameASFOTASE ALFA (Strensigjuires the following rules be met for
approval:

A. You have a documented diagnosis of perinatal/infanpiteset hypophosphatasia (HPP;
genetig disorder causing abnormal development of bones and teeth)nileonset
hypophosphatasia (HPP).

B. If you have perinatal/infantileonset hypophosphatasia (HPP), all of the following
criteria must be met:

1. Therapy is prescribed by or given in consultation with an endocrinologist
(hormone doctor)
2. You were 6nonths of age or younger at hypophosphatasia onset
3. You are not currently receiving treatment with a bisphosphonate [e.g., Boniva
(ibandronate) Fosamax (alendronate), Actonel (risedronate)]
4. You are positive for a tissue napecific alkaline phosphatasetggpe of enzyme)
(ALPLYyene mutation as confirmed by genetic testidigyou meet at least WO
of the followingcriteria:
a. Serum alkaline phosphatase (type of enzyme) level below that of
normal range for your age
b. Serumpyridoxat5'-phosphate (PLP) levels elevated AND you have not
received vitamin B8upplementation in the previous week
c. Urine phosphoethanolamine (PEA) level above that of normal range for
your age
d. Radiographic evidence of hypophosphatasia [e.qg., flaredrayed
metaphyses (narrowart of long bone), osteopenia (bone loss),
widened growth plates, areas of radiolucer(@pility to see through
with x-rays/ radiation) or sclerosis (hardening of an area)]
e. Presence ofwo or more of the following:
1. Rachitic chasdeformity (chest bones are not normal)
2. Craniosynostosis (premature closure of skull bones)
3. Delay in skeletal growth resulting in delay of motor development
4. History of vitamin B6 dependent seizures

(Criteria continued on next page)
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REQUIREMENTS: ASARSHE ALFA (CONTINUED)

5. Nephrocalcinosis (high calcium levels in kidney) or history of elevated
serum calcium

6. History or presence of fracture after birth not due to injury or

delayed fracture healing

C. If you havejuvenile-onset hypophosphatasia (HPP), approval also requires:

1. Therapy is prescribed by or given in consultation with an endocrinologist
(hormone doctor)

2. You were 18 years of age or younger at hypophosphatasia onset

3. You are not currently receiving treatmewith a bisphosphonate [e.g., Boniva
(ibandronate) Fosamax (alendronate), Actonel (risedronate)]

4. You are positive for a tissue napecific alkaline phosphatase (TNSALP) (ALPL)
genemutation as confirmed by genetic testi@Rmeet at leasfTWOof the
following criteria:

a. Serum alkaline phosphatase (type of enzyme) level below that of
normal range for youage
b. Serum pyridoxab'-phosphate (PLP) levels elevai#®&NDyou have not
received vitamirB6 supplementation in the previous week
c. Urine phosphoethanolama (PEA) level above that of normal range for
your age
d. Radiographic evidence of hypophosphatasia (e.g., flared and frayed
metaphyse (narrow part of long bone), osteopenia (bone loss),
osteomalacia (bone softeningyidened growth plates, areas of
radiolucency or sclerosis (hardening of an area)
e. Presence ofwo or more of the following:
1. Rachitic deformities (rachitic chest, bowed legs, krkn&es)
2. Premature loss of primary teeth prior to 5 years of age
3. Delay in skeletal growth leading to motor démement delay
4. History or presence of fracture after birth not due to injury or
delayed fracture healing

Strensiq will not be approved for the following patients:
1. Patients with serum calcium or phosphate levels below the normal range
2. Patients with areatable form of rickets (A softening and weakening of bones in
children, usuallylue to low Vitamin D)

(Criteria continued on next page)
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REQUIREMENTS: ASFOTASE ALFA (CONTINUED)

RENEWAL CRITERIA
Our guideline namedASFOTASE ALFA (Strensgjuires that the following rule is met for
renewal:

A. You have experienced improvement in the skeletal characteristics of hypophosphatasia
(HPPgenetic disorder causing abnormal development of bones and teeth).
Characteristics mawclude irregularity othe provisional zone of calcification (area on
long bone for calcium buildupphyseal widening (area of bone that helps length
growth), metaphyseal flaring (a narrgvart of long bone grows), radiolucencies (ability
to see with xrays/ radiation), patchpsteosclerosis (parts of abnormal hardening of
bone), ratio of miediaphyseal cortex to bonghickness, gracile (slender) bones, bone
formation and fractures.

References:
1. Strensig package insert. Boston,MA.Alexion Pharmaceutical$énesed Jun2020.Accessed July 2021.
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Generic Brand Reviewed Effective Date
ASPIRIN ER DURLAZA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameASPIRIN ER (Durlazajjuires the following rules be met for approval:
A. You have ONE of the following:
1. Diagnosis of chronic coronary artery disease [damage or disease in the heart's
major bloodvessels; may inctle a history of myocardial infarction (heart attack)
LI Ay @6KSyYy @2dzNJ KSIF NI R2S:
2. History of an ischemic stroke or transient ischemic attack (arteries to your brain
becomenarrowed or blocked, causing bloéldw loss).

B. You have previously tried aspirin ovitie-counter (OTC)

or unstable angind OK S & (i

C. Durlaza is NOT being used for acute treatment (short term treatment) of myocardial
infarction (heart attack) or before percutaneous coronary intervention (1somgical
procedure used tareat narrowing of the coronary arteries of the heart)

References:

1. Durlaza pekage insert. Boston, MA .Alexion Pharmaceuticals,Rewvised June 2020. Accessed July 2021.
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ASPIRIN/OMEPRAZOL YOSPRALA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedASPIRINDMEPRAZOLE (Yosprakuires the following rule(s) be met
for approval:
A. The request is for secondary prevention of cardiovascular (related to heart and blood
vesselspr cerebrovascular (related brain abtbod vessels) events
B. You have ONE of the following:
1. Ischemic stroke (arteries to your brain become narrowed or blocked, causing less
bloodflow)
2. Transient ischemia of the brain due to fibrin platelet emboli (blood flow to your
brain gets cuoff for a shat time due to temporary blockage)

LJ

3. Previous myocardial infarction (heart attack)

4. ' yailoftS yaayl LISOG2NRAa o00KSald LI AYy 6K
oxygen)

5./ KNBYAO aidloftS yaiayl LISOG2NRa 60KSai
oxygen)

6. History d undergoing revascularization procedures (procedures that restore
blood flow toheart such as coronary artery bypass graft, percutaneous
transluminal coronary angioplasty)

C. You have a risk of developing aspirin associated gastrointestinal (Gl) ulcers ayee t
(55years or olderANDhave a documented history of gastrointestinal (Gl) ulcers

D. You have tried both aspirin owgine-counter (OTCANDgeneric proton pump inhibitors
(suchas omeprazole, lansoprazole, pantoprazole, rabeprazole)

References:
1. Yosprala package insert. Allentown,PA. Genus Lifesciences Inc. Revised Apht@&zded July 2021.
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AVAPRITINIB AYVAKIT 7123/2021 7123/2021
Edition 2

REQUIREMENTS:
Our guideline namedAVAPRITINIB (Ayvakigquires the following rule(s) be met for approval:

A. You have unresectable (cannot be removed completely through surgenygiastatic
(cancer that has spread to other parts of the body) gastrointestinal stromal tumor (GIST:
type of growth in the digestive system tract, most commonly in the stomach or small
intestine)

B. You are 18 years of age or older

C. You have unresectable (camirbe removed completely through surgery) or metastatic
(cancer that has spread to other parts of the body) gastrointestinal stromal tumor (GIST:
type of growth in the digestive system tract, most commonly in the stomach or small
intestine)

D. You have a platet-derived growth factor receptor alpha (PDGFRA: a type of
gene/protein) exon 18 mutation, including PDGFRA D842V mutations (a change in your
DNA that make up your gene)

E. You have advanced Systemic Mastocytosis (AdvSM) including aggressive systemic
mastog/tosis with an associated hematological neoplasm (SMAHN), and mast cell
leukemia (MCL).

1. Your platelet count is 50 X 4L or greater

References:
1. Ayvakit Package insert. Cambridge, MA. Blueprint Medicines Corporation. Revised June 2021. Acc2824d July
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AVATROMBOPAG DOPTELET 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIALCRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nameAVATROMBOPAG (Doptelegquires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Thrombocytopenia (low amount of a type of blood cell that prevents dileg)
2. Chronic immune thrombocytopenia (condition where your body fights against a
type of bloodcell that prevents bleeding)
B. If you have thrombocytopenia, approval also requires:
1. You are 18 years of age or older
2. You have chronic liver disease
3. You are schadled to undergo a procedure 10 to 13 days after starting Doptelet
therapy
4. You have a platelet (type of blood cell that prevents bleeding) count of less than
50 x 10(9)/measured within the last 30 days
5. Therapy is prescribed by or given in consultatiorhveithematologist (blood
specialist)gastroenterologist (digestive system doctor), hepatologist (liver
specialist), immunologigtllergy/immune system specialist), or endocrinologist
(hormone doctor)
6. You are not receiving other thrombopoietin receptor aggi therapy such as
Promacta
C. If you have chronic immune thrombocytopenia (cITP), approval also requires:
1. You are 18 years of age or older
2. You have previously tried corticosteroids or immunoglobulins, unless there is a
medicalreason why you cannot (coniradication)ORyou had an insufficient
response tesplenectomy (surgical removal of spleen)
3. Therapy is prescribed by or given in consultation with a hematologist (blood
specialist) ormmunologist (allergy/immune system specialist)

(Criteriacontinued on next page)
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RX PLAN
REQUIREMENTAYATROMBOPAG (CONTINUED)

RENEWAL CRITERIA
Our guideline namedVATROMBOPAG (Doptelegquires the following rule(s) be met for
renewal:

A. You have a diagnosis of thrombocytopenia (low amount of a tyfxooid cell that
preventsbleeding) or chronic immune thrombocytopenia (condition where your body
fights against &ype of blood cell that prevents bleeding)

B. You had a clinical response to therapy as defined by an increase in platelet count to at
least50x 10(9)/L (at least 50,000 per microliter), compared to baseline.

References:
1. Doptlet package insert. Durham, North Carolina. AkaRx, Inc. Revised June 2021. Accessed July 2021
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AXITINIB INLYTA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedXITINIB (Inlytajequires the following rule(s) be met for approval:
A. Youhave advanced renal cell carcinoma (RCC; type of kidney cancer)
B. You also meet ONE of the following:
1. You have tried at least ONE systemic therapy (treatment that spreads
throughout the bodyY¥or the treatment of renal cell carcinoma such as Nexavar
(sorafenb), Torisel (temsirolimusgutent (sunitinib), Votrient (pazopanib), or
Avastin (bevacizumab) in combination witherferon
2. Inlyta will be used in combination with avelumab (Bavencio) as difiest
treatment
3. Inlyta will be used irombination with pembrolizumab (Keytruda) as a filse

treatment
References:
1. Inlyta package inseriew YorkNY.Pfizer inc. Reviewed June 202@cessed July 2021.
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AZTREONAM INHALED
Generic Brand Reviewed Effective Date
AZTREONAM LYSINE | CAYSTON 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameAZTREONAM INHALEfyuires the followingule(s) be met for approval:
A. You have a diagnosis of cystic fibrosis (inheriteethifeatening disorder that damages
the lungs and digestive system)
B. You are 7 years of age or older
C. You have a lung infection with a Gram negative species sueleaaglomons.
aeruginosa

References:
1. Cayston package insert. Foster City, Ca. Gilead Sciences, Inc. Revised November 2019. Accessed July 2021
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BACLOFEN ORAL SOLUTION
Generic Brand Reviewed Effective Date
BACLOFEN OZOBAX 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name8ACLOFEN ORAL SOLUTION (Ozmzpxjes the following rule be met

for approval:
A. You are unable to swallow oral baclofen tablets at the prescribed dosing.

References:
1. Ozobax package insert. Athens,GA .Metacel Pharmaedstid C. Revised September 2019. Accessed July 2021
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BEDAQUILINE SIRTURO 7123/2021 6/1/2021
FUMARATE

Edition 1

REQUIREMENTS:
Our guideline name8EDAQUILINE FUMARATE (Sirtegqires the following rule(s) be met
for approval:

A. You have ONE of the following diagnoses:

1. Pulmonary multidrug resistantuberculosis (MDRB: tuberculosis bacteria in
lungs doesiot respond to multiple drugs, including at least isoniazid and
rifampin)

2. Pulmonary extensively drug resistant tuberculosis (XBRtuberculosis bacteria
isresistant to at least isoniazid, rifanmpia fluoroquinolone [type of antibiotic],
and anaminoglycoside [a type of antibiotic])

B. If you have pulmonary multdrug resistant tuberculosis (MDRB), approval also
requires ONE of the following:

1. You are 5 years to less than 18 years of age AND welgasa 15 kg (33 Ibs),
AND will beusing Sirturo in combination with at least 3 other antibiotics

2. You are 18 years of age, AND will be using Sirturo in combination with at least 3
other antibiotics

3. You are 18 years of age, AND will be using Sirturo imic@tion with
pretomanid am linezolid

C. If you have pulmonary extensively drug resistant tuberculosis (XOB), approval also
requires:

1. You are 18 years of age or older

2. You will be using Sirturo in combination with pretomanid and linezolid

References:

1. Sirturo package insert.Titusville, NJ. Janssen Products, LP,. Revised May 2020. Accessed July 2021

2. Centers for Disease Control and Prevention. Provisional CDC guidelines for the use and safety monitoring of
bedaquiline fumarate (Sirturo) for the treatmeanf multidrugresistant tuberculosis [published correction appears in
MMWR Recomm Rep. 2013 Nov 15;62(45):998]WR Recomm Ref013;62(RR9):1-12.

3. Jaspard M, Elefamimoura E, Melonio |, De Montgolfier |, Veziris N, Caumes E. Bedaquiline and Linezolid fo
Extensively Drugresistant Tuberculosis in Pregnant Womntamerg Infect Di2017;23(10):1731732.
doi:10.3201/eid2310.161398
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BENRALIZUMAB FASENRA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name8ENRALIZUMAB (Fasenrajuires the following rule(s) be met for

approval:

A. You have severe asthma with an eosinophilic phenotype (type of inflammatory asthma)

B. You are 12 years of age or older

C. Fasenra is prescribed by or given in consultation with a physician specializing in
pulmonary(lung/breathing) medicine or allergyedicine

D. Fasenra will be used as add maintenance treatment

E. You have a documented blood eosinophil level (type of white blood cell) of at least 150
cells/mcL within the past 12 months

F. You had a prior therapy with medium, higlose, or a maximally toleted dose of an
inhaledcorticosteroidANDat least one other maintenance medication which includes a
long-actinginhaled beta2agonist (such as formoterol, salmeterol), leacting
muscarinic antagonist (su@s tiotropium), leukotriene receptor antagoni&uch as
montelukast), theophylline, or oralorticosteroid

G. You have experienced at least ONE asthma exacerbations within the past 12 months
(exacerbation is defined as an asthmadated event requiring hospitalization,
emergency roonvisit, or systemicarticosteroid burst lasting at least 3 or more days)

H. You are NOT receiving concurrent treatment with Xolair, Dupixent, or anothel.&nti

asthmabiologic (such as Nucala, Cingair)

RENEWAL CRITERIA
Our guideline nameBENRALIZUMAB (Fasenrajjuires the fdlowing rule(s) be met for
renewal:

A.
B.

C.

You have severe asthma with an eosinophilic phenotype (type of inflammatory asthma)
You will continue to use inhaled corticosteroid (ICS) orctd&ining combination
inhalers
You have shown a clinical response as ewee by ONE of the following:
1. Reduction in asthma exacerbation (worsening of symptoms) from baseline
2. Decreased use of rescue medications
3. Increase in percent predicted FEV1 (amount of air you can forcefully exhale)
from pretreatment baseline
4. Reduction in seerity or frequency of asthmeelated symptoms (such as
wheezingshortness of breath, coughing, etc.)

(Criteria continued on next page)
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RX PLAN
REQUIREMENTEENRALIZUMABONTINUED)

References:
1. Fasenra package insert. Wilmington, DE. AstraZeRbaamaceuticals LP, Revised October 2019. Accessed July 2021.

2. Expert Panel Working Group of the National Heart, Lung, and Blood Institute (NHLBI) administered and coordinated
National Asthma Education and Prevention Program Coordinating Committee (NAEBIB@E&EY MM, Baptist AP, et
al. 2020 Focused Updates to the Asthma Management GuideliriRspdért from the National Asthma Education and
Prevention Program Coordinating Committee Expert Panel Working Group [published correction appears in J Allergy
Clinimmunol. 2021 Apr;147(4):152830].J Allergy Clin Immund2020;146(6):1211270
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BEROTRALSTAT ORLADEYO 7123/2021 6/1/2021
HYDROCHLORIDE

Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name8EROTRALSTAT (Orladeygjuires the following rule(s) be met for
approval:

A.

B.

You have hereditary angioedema (HAE:tlfieatening genetic condition that causes
severe swelling)

Your diagnosis is confirmed by documented complement testing (blood test that
measureghe activity of a group of proteins in the bloodstream)

Yau are 12 years of age or older

. Therapy is prescribed by or given in consultation with an allergist, immunologist (allergy

or immune system doctor) or hematologist (blood doctor)

The requested medication is being used for prevention of hereddaagioedema

attacks

You will not be using Orladeyo together with an alternative preventive agent for HAE
(suchas Takhzyro, Haegarda, Cinryze, danazol)

RENEWAL CRITERIA
Our guideline nameBEROTRALSTAT (Orladeymjuires the following rule(s) be met for
renewal:

A.

B.

You have hereditary angioedema (HAE:tlfieatening genetic condition that causes
severe swelling)

You have experienced improvement (reductions in attack frequency or attack severity)
compared to baseline in HAE attacks

References:

1.

Orladeyo package insert. Durham, N.C. BioCryst Pharmaceuticals, Inc. Revised December 2020. Accessed July 2021
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BEXAROTENE
Edition1
Generic Brand Reviewed Effective Date
BEXAROTENE SOFTE TARGRETIN 7/23/2021 6/1/2021

BEXAROTENE 1% TARGRETIN
TOPICAGEL

REQUIREMENTS:
Our guideline name@8EXAROTENE (Targreti@jjuires the following rule to be met for
approval:
A. You have cutaneouscell lymphoma (CTCL: a type of cancer that starts in white blood
cellsand attacks the skin)
B. If the request is for bexarotene capsules, approval also requires:
1. Your condition is refractory (resistant) to previous systemicapg (therapy
that spreadghrough the blood) such as gemcitabine, methotrexate, liposomal
doxorubicin, or Velcade
C. If the request is for topical bexarotene treatment, approval also requires:
1. You have cutaneousdell lymphoma (CTCL) Stage IA or IB
2. You meelONE of the following:
a. Your condition is refractory or persistent after previous therapy
b. You have not tolerated previous therapy

References:
1. Targretin package insert. Bridgewater, NJ. Valeant Pharmaceuticals North America LLC. Revised July 2015. Accessed
July 2021.
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BINIMETINIB MEKTOVI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@&INIMETINIB (Mektoviequires the following rule(s) be met for approval:
A. You have a diagnosis of unresectable (cannot completely remove by surgery) or
metastatic(disease that has spread) melanoma (skin cancer)
B. You have a BRAF V600E/600K mutation (types of gene mutations) as detected by a
Food and Drug Administratiespproved test
C. The medication will be used in combination with Braftovi (encorafenib)

References:
1. Mektovipackage insert. Boulder, CO. Array BioPharmaReeised January 2019. Accessed July 2021.
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BOSUTINIB BOSULIF 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

Our guideline name&OSUTINIB (Bosulii@quires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Newly diagnosed, chronhase Philadelphia chromosorp®sitive (Ph+; small
abnormal chromosome found in leukemia) chronic myelogenous leukemia (CML,;
blood-cellcancer that begins in the bone marrow)
2. Chronic, accelerated, or blast phase Philadelphia chromoguwsgive (Ph+)
chronic myelogenous leukemia (CML; bleodll cancer that begins in the bone

marrow)

B. You are 18 years of age or older

C. If you have chronic, accelerated, or blast phase Philadelphia chromepositve (Ph+;
small abnormal chromosome found in leukemia) chronielwig leukemiag(CML; blooé
cell cancer that begins in the bone marrow), approval also requires:

1. You have previously tried or have a contraindication to (a medical reason why
you cannot use) other tyrosine kinase inhibitors such as Gleevec (imatinib),
Spryel (dasatinib), Tasigna (nilotinib)

2. You do NOT have the T315I, V299L, G250E, or F317L mutations as shown by
Breakpoint Cluster Region Abelson Murine Leukemia-&&R mutational

analysiqtype of lab test

References:

1. Bosulifpackage insert. New York, NY. Pfizer inc. Revised May 2021. Accessed July 2021
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BREMELANOTIDE VYLEESI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA, SEE BELOW)

Our guideline name8REMELANOTIDE (Vyleesquires the following rule(s) be met for
approval:

A. You have a diagnosis atquired, generalized hypoactive sexual desire disorder (HSDD;
alsoreferred to as female sexual interest/arousal disorder where you do not desire
sexual activity)as defined byALLof the following:

1. Persistently or recurrently deficient (or absent) seidaatasies and desire for
sexual activityhat has persisted for at least 6 months

2. HSDD i8lOTa result of a ceexisting medical or psychiatric (mental) condition, a
problemwithin the relationship or the effects of a medication or drug substance

3. HSDD syptom causes marked distress or interpersonal difficulty

B. You are a premenopausal female

C. You are 18 years of age or older

D. You had a previous trial of bupropion, unless there is a medical reason why you cannot
(contraindication)

E. You areNOTcurrently using Adyi (flibanserin)

RENEWAL CRITERIA
Our guideline name8REMELANOTIDE (Vyleesguires the following rule(s) be met for
approval:

A. You have a diagnosis of acquired, generalized hypoactive sexual desire disorder (HSDD;
also referred to as femaleexual interest/arousal disorder [FSIAD] where you do not
desiresexual activity), as defined B\ _Lof the following:

1. Persistently or recurrently deficient (or absent) sexual fantasies and desire for

sexualactivity that has persisted for at least 6 mosth

2. HSDD i8lOTa result of a ceexisting medical or psychiatric (mental) condition, a

problem within the relationship or the effects of a medication or drug substance

3. HSDD symptom causes marked distress or interpersonal difficulty
You are a premenopausalnale
. You areNOTecurrently using Addyi (flibanserin)

. You have experienced continued improvement in symptoms of HSDD/FSIAD such as
increased sexual desire, lessened distress

oReN

References:
1. Vyleesi package insert. Cranbury, NJ. Palihnologies Inc. Revised October 2020. Accessed July 2021
2. Modell JG, May RS, Katholi CR. Effect of buprep®mn orgasmic dysfunction in nondepressed subjects: a pilot
study.J Sex Marital The2000;26(3):232240. doi:10.1080/0092&dition23005008423
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BRIGATINIB ALUNBRIG 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@RIGATINIBAlunbrig) requires the following rule(s) be met for approval:
A. You have metastatic nesmall cell lung cancer (NSCLC: type of lung cancer that has
spread toother parts of the body)
B. You are 18 years of age or older
C. You are positive for anaplastic lymphomadse (ALK) fusion oncogene (a type of gene
mutation that causes a change in your DNA) as detected by a Food and Drug
Administration(FDAJapproved test

References:
1. Alunbrig package insert. Cambrid@®A. ARIAD Pharmaceuticals, Inc. Revised 2029. Accessed July 2021
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CAPECITABINE XELODA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@APECITABINE (Xelodaquires the following rule(s) to be met for

approval:
A. You have ONE of the following diagnoses:
1. Stage lll (Duke's C) colon cancer (cancer has spread to lymph nodes)

2. Metastaticcolorectal cancer (colon cancer that has spread)
3. Metastatic breast cancer (breast cancer that has spread)
B. If you have metastatic colorectal cancer, approval also requires:
1. Capecitabine is being used by itself OR in combination with oxaliplatin (CapeOX

or XELOXegimen)
C. If you have metastatic breast cancer, approval also requires ONE of the following:
1. You have previously failed a trial of both paclitaxel AND an anthracycline

containingregimen
2. You have previously failed a trial of an anthracyetinatainirg regimen and
capecitabine ideing used in combination with docetaxel

Note: Required alternative regimens listed above may require prior authorization and may be
covered under the medical benefit.

References:
1. Xeloda package insert. San Francisco, @Ae@ech, Inc. Revised M&@21.Accessed July 2021
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CAPLACIZUMABHDP | CABLIVI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@APLACIZUMABHDP (Cabliyrequires the following rule(s) be met for
approval:
A. You have a diagnosis of acquired thrombotic thrombocytopenia purpura {@Ttype of
blood disorder)
B. You are 1&ears of age or older
C. Therapy is prescribed by or given in consultation with a hematologist (blood specialist)
D. You have NOT experienced more than two recurrences of acquired thrombotic
thrombocytopenia purpura, while on Cablivi therapy. EramplethereQd | ySé RNERL
platelet count requiring repeat plasma exchange during 30 days-plasima exchange
therapy(process of replacing a liquid part of the blood) and up to 28 days of extended
therapy
E. You also meet ONE of the following:

1. Your request is for continuation of Cablivi therapy from inpatient (hospital)
setting and youpreviously received plasma exchange and immunosuppressive
therapy (treatment thatwveakens your immune system) within the inpatient
setting

2. Your request is for cdimuation of Cablivi therapy from the initial 30 days
treatment course(no break in therapy) AND:

a.You are receiving immunosuppressive therapy, and

b. You are experiencing signs of persistent underlying disease (such as
suppressedDAMTS13 [a disintegrin and metalloproteinase with
thrombospondin type 1 motifimember 13: type of blood clot disorder]
activity level remain preseit

References:
1. Cablivi pakage insert. Cambridge, MA. Genzyme CorporatiorsB@Movember 2020. Accessed July 2021.
2. Gould LH, Bopp C, Strockbine N, et al. Recommendations for diagnosis of shigartaiining Escherichia coli
infections by clinical laboratorieMMWRRecomm Re®009;58(RR 2):1-14.

Products, documentnd materials provided by Wellfleet, including the material contained ther  Page53 of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



" W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

RX PLAN

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
CAPMATINIB TABRECTA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@APMATINIB (Tabrectegquires the following rule(s) be met for
approval:
A. You have metastatic nesmall cell lung cancer (NSCLC: type of lung cancer that has
spread toother parts of the body)
B. You are 18 years of age oder
C. Your tumors have a mutation that leads to mesenchyemithelial transition (MET)
exon 14skipping (an abnormal change in a gene that makes MET protein) as detected
by an FDAapprovedtest

References:
1. Téabrectapackage insert. East Hanover, NJ, Novartis Pharmaceuticals Corporation. Revised JanuAnc@824d
July2021
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CAPSAICIN 8% PATCH QUTENZA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@APSAICIN (Qutenz@quires the following rule be met for approval:
A. You have a diagnosis éuropathic pain associated with ONE of the following

conditions:
1. Postherpetic neuralgia (PHN) (painful condition that affects the nerve fibers and

skin afterhaving shingles)
2. Diabetic peripheral neuropathy (DPN) of the feet (numbness of the feet that is

caused bydiabetes)

References:
1. Qutenza package insert. Morristown, M¥eritas Pharma, Inc. Revised July 2020. Accessed July2021
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CARBIDOPA/LEVODO| DUOPA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@ARBIDORAEVODOPA (Duopsgquires the following rule be met for

approval:
A. You have a diagnosis aflvanced Parkinson's disease (nerve system disorder that

affectsmovement)

References:
1. Duopa package insert. North Chicago, IL. AbbVieRknsed May 202@ccesseduly 2021
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CENEGERMIBKBJ OXERVATE 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

Our guideline name@ENEGERMIBKBJ (Oxervatagquires the following rule(s) be métr

approval:

A. You have a diagnosis of neurotrophic keratitis (an eye disease due to a damaged eye

nerve)

B. Therapy is prescribed by or given in consultation with an ophthalmologist (eye doctor)

C. You have a medical history that supports a cause for trigemigrale damage (damage
to anerve in the head) such as herpes zoster infection (shingles virus), multiple sclerosis
(disorderwhere immune system attacks nerves), diabetes, ocular surgical (eye surgery)

damage

D. You have loss of corneal sensitivity, corneattegpium changes, and/or loss of tear

production

E. You are refractory (not fully responsive) to conservative management that includes
artificialtears, ocular lubricants, topical antibiotics, therapeutic contact lenses

References:

1. Oxervatepackage inserBoston, MADompé U.S. Inc. Revised October 2019. Accessed July 2021.
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CERITINIB ZYKADIA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@ERITINIB (Zykadiggquires the following rule(s) be met for approval:
A. You have a diagnosis of metastatic remall cell lung cancer (type of lung cancer that
hasspread)
B. Your tumor is anaplastic lymphoma kinase (ALK: a type of enzyme) positive as confirmed
by a Food and Drug Administratieapproved test

References:
1. Zykadia package insert. East Hanover, NJ. Novartis Pharmaceuticals CorpRetisad March 201@ccessed July
2021.
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CHENODIOL CHENODAL 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name@HENODIOL (Chenodadjjuires the following rule(s) be met for
approval:

A. You have radiolucent gallstones (hard deposits in your gall bladder that can barely be
seen withx-rays) OR cerebrotendinous xanthomatosis (condition of missing an enzyme
that changesholesterol into a bile acid)

B. If you have radiolucent gallstones, approval also requires:

1. You have tried ursodiol, unless there is a medical reason whyamot
(contraindication)

2. You have not received previous chenodiol therapy for more than a total of 24
months

RENEWAL CRITERIA
Our guideline name@HENODIOL (Chenodeadjjuires the following rule(s) be met for renewal:
A. You have radiolucent gallstones (Hateposits in your gall bladder that can barely be
seen withx-rays) OR cerebrotendinous xanthomatosis (condition of missing an enzyme
that changesholesterol into a bile acid)
B. If you have radiolucent gallstones, renewal also requires:
1. You haveNOThad chenodiol therapy for more than a total of 24 months
2. You doNOThave complete or no gallstone dissolution (disappearance) seen on
imaging(such as oral cholecystograms or ultrasonograms) after 12 months of
therapy
3. You have partial gallstone dissolution seenimaging (such as oral
cholecystograms aultrasonograms) after 12 months of therapy
C. If you have cerebrotendinous xanthomatosis, renewal also requires you have
experienced an improvemenin ONEof the following:
1. Normalization of elevated serum or urindéalcohols
2. Normalization of elevated serum cholestanol levels
3. Improvement in neurologic and psychiatric symptoms (dementia, pyramidal tract
andcerebellar signs)

References:
1. Chenodapackage insert. Fort Collins, CO. MancheBtermaceuticals, InRevised June 202Accessed July 2021.
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CHOLIC ACID CHOLBAM 7/23/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name@HOLIC ACID (Cholbamaguires the following rule(s) be met for
approval:

A. You show signs of liver disease, steatorrhea (excessfiat@s), or complications from
your body not being able to absorb fabluble vitamins that occur from ONE of the
following conditions:

1. Bile acid synthesis disorders (your body has a problem making bile acid)
2. Peroxisomal disorders (Zellweger spectrum disosyl (problems with a part of a
cell thatcontains enzymes)

RENEWAL CRITERIA
Our guideline name@HOLIC ACID (Cholbamaguires the following rule(s) be met for renewal:
A. You have experienced an improvement in your liver function as defined by at least ONE
of the following criteria:

1. ALT (alanine aminotransferase) or AST (aspartate transaminase) (types of liver
enzymesyalues have been lowered to less than 50 U/L or baseline levels
reduced by 80%

Total bilirubin values reduced to less than 1 mg/dL
3. No evidere of cholestasis (condition where bile cannot flow from liver) on liver
biopsy

no

References:
1. Cholbam package insert. San Diego, CA, Manchester PharmaceuticRiBvised October 2028.ccessed July 2021.
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CLASCOTERONE WINLEVI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: REREWAL CRITERIA SEE BELOW)
Our guideline name@LASCOTERONE (Winleagjuires the following rule(s) be met for
approval:
A. You have acne vulgaris (skin condition in which hair follicles become plugged with oil
anddead skin cells)
B. You are 12 years of age alder
C. Therapy is prescribed by or given in consultation with a dermatologist (skin doctor)
D. You have previously tried BOTH of the following unless there is a medical reason why
you cannot (contraindication):
1. ONE oral acne agent (such as oral antibiotrosral isotretinoin)
2. TWO topical acne agents (such as topical retinoids, topical antibiotics, benzoyl
peroxide)

RENEWAL CRITERIA
Our guideline name@€LASCOTERONE (Winlezgjuires the following rule(s) be met for
approval:
A. You have acne vulgafiskin condition in which hair follicles become plugged with oll
anddead skin cells)
B. You had improvement of acne lesions

References:
1. Winlevi package insert. San Diego, Cassiopea In&kevised August 2028ccesseduly2021.
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CLOBAZAM SYMPAZAN 7123/2021 6/1//2021
Edition 1

REQUIREMENTS:
Our guideline name@LOBAZANSympazan)requires the following rule(s) be met for
approval:

A. You have Lennefastaut Syndrome (type of severe seizure)

B. The requested medication will be used for adjunctive (@ddl treatment of seizures
associated with Lenne&astautsyndrome (type of severe seizure) such as in
combinationwith lamotrigine or topiramate
You are 2 years of age or older
You are unable to take tablets or suspension
You had a trial of or contraindication to (medical reason why you cannot use)
generic/brarded clobazam products (Onfi)

moo

References:
1. Sympazan package inseWWarren,NJAquestive TherapeuticRevised March 2021. Accessed July 2021
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COBIMETINIB COTELLIC 7123/2021 6/1/2021
FUMARATE

Edition 1

REQUIREMENTS:
Our guideline name@OBIMETINIB (Cotelli®quires the following rule(s) be met for
approval:
A. You have unresectable or metastatic melanoma (skin cancer that has spread or cannot
be completely removed with surgery)
B. You are positive foBRAF V600E OR V600K (types of genes) mutation
C. Cobimetinib will be used in combination with vemurafenib (Zelboraf)

References:
1. Cotellic package insefter FDA), South San Francisca,@entech USA, Inc. Revised June 2021. Accessed July 2021
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Edition 1
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CONTRACEPTIVES, 7/23/2021 6/1/2021
ORAL
CONTRACEPTIVES,
TRANSDERMAL
CONTRACEPTIVES,
INTRAVAGINAL,
SYSTEMIC
INTRAUTERINE
DEVICES

(IUD'S)
CONTRACEPTIVES,
INJECTABLE
FCONTRACEPTIVES,
IMPLANTABLE
CONTRACEPTIVE,
INTRAVAGINAL
DIAPHRAGMS/CERVI(
CAP

REQUIREMENTS:
Our guideline name@ONTRACEPTIVE ZERO COST SHARE OétRrRéSEhat the
following rules be met for approval:

A. If the request is for a singlsource brand (no generic available) contraceptive
medicationthat has no preferred generic drugs or therapeutically equivalent (drugs with
similareffect) drugs available, approval also requires:

1. Your doctor has provided documentation confirming the requested drug is
consideredmedically necessary for yqaonsiderations may include severity of
side effects, differenceim durability and reversibility of contraceptive and ability
to adhere to appropriate use)

B. Your doctor has provided documentation supporting ONE of the following criteria:

1. Two preferred mettations are medically inappropriate for you (or one if only
one agent isawvailable)

2. You have tried or have a documented medical contraindication (medical reason
why youcannot take a medication) to two preferred medications (or one if only
one agent ifvailable)

(Criteria continued on next page)

Products, documentnd materials provided by Wellfleet, including the material contained ther  Page64 of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



RX PLAN

“ W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

REQUIREMENTSONTRACEPTIVE ZERO COST SHARE OVERRIDE (CONTINUED)

3. The requested medication is considered medically necessary for you
(considerations mainclude severity of side effects, differencesdurability and
reversibility of contraceptive andbility to adhere to the appropriate use)

References:
1. U.S. Food & Drug Administration. Package Inserts. Drugs@FDApp#&ed Drugs website.

https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm. Accessdaty2021
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CORTICOTROPIN ACTHAR 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

Our guideline name@ORTICOTROPIN (Acthar @sjuires the following rule(s) be met for
approval:

A. You have infantile spasms (type of seizure disorder in yohidren)

B. You are less than 2 years of age

For all other indications, consider the use of intravenous (IV) corticosteroids.

Other approved indications include:
1. Acute exacerbation (sudden worsening of symptoms) of multiple sclerosis
2. Rheumatidisorders (disease affecting joints in the body)

a. Psoriatic arthritis (joint pain and swelling with red scaly skin patches)

b. Rheumatoid arthritis (including juvenile rheumatoid arthritis)

c. Ankylosing spondylitis (inflammation and stiffness affecting spindange
joints)

3. Collagen disease (diseases associated with defects in collagen)

a. Systemic lupus erythematosus (condition where immune system attacks healthy
tissue)

b. Systemic dermatomyositis (polymyositis; inflammatory disease with muscle
weakness angkin rash)

4. Dermatologic disease (diseases relating to the skin)

a. Severe erythema multiforme (disorder affecting skin, mucous membranes,
genitals anceyes)

b. StevensJohnson syndrome (rare, serious skin disorder)

5. Allergic disease
a. Serum sickness (immune system reactio nonrhuman proteins)
6. Ophthalmic disease (diseases involving the eye)

a. Severe acute and chronic allergic and inflammatory processes involving the eye
and itsparts (such as keratitis, iritis, iridocyclitis, diffuse posterior uveitis and
choroiditis, opticneuritis, chorioretinitis, or anterior segment inflammation)

7. Respiratory disease (disease involving the lungs)

a. Symptomatic sarcoidosis (abnormal collections of inflammatory cells in the

lungs, skin otymph nodes)

(Criteria continued omext page)
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8. Edematous state (accumulation of excessive amount of fluid)

a. To induce a diuresis (increase urine production) or a remission (reduction) of
proteinuria(protein in urine) in the nephrotisyndrome (kidney disorder that
causes the body to passo much protein in the urine) without uremia of the
idiopathic type (high levels of waspeoducts in the blood with no known cause),
or that due to lupus erythematosus

References:
1. Acthar Gel packagesert. Bedminster, NJ. Mallinckrodt ARD LLC. Revised February 2021. Accessé@d July 20
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CRIZOTINIB XALKORI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@RIZOTINIB (Xalkorgquires the following rule(s) be met for approval:

A. You have ONE of the following diagnoses:
1. Metastatic nonsmall cellung cancer (type of lung cancer that has spread) with

anaplastic lymphoma kinase (ALK; a type of enzypositive tumors
2. Metastatic nonsmall cell lung cancer with ROS1 (a type of enzypusjtive

tumors.

References:
1. Xalkori package inseflew York, N¥YPfizer LabsRevised January 202Accessed July 2021.
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CYSTEAMINE PROCYSBI 7123/2021 6/1/2021
BITARTRATE

Edition 1

REQUIREMENTS:
Our guideline name@YSTEAMINE BITARTRATE (Procgsiiyes the following rule(s) be
met for approval:
A. You have nephropathic cystinosis (rare genetic, metabolic disease vesialis in an
abnormal accumulation of a protein known as cysteine)
B. You are 1 year of age or older
C. You have previously tried an immediatelease formulation of cysteamine bitartrate
such aystagon

References:
1. Procysbpackage insert Product Information. Lake Forest, IL, Horizon Pharma USA Inc. Revised February 2020.
Accessed July 2021.
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CYSTEAMINE HCL CYSTARAN 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@YSTEAMINE HYDROCHLORIDE (Cystaran/Cystadgoj®s the

following rule(s) be met for approval:
A. You havecystinosis (a type of genetic disorder where a substance called cysteine builds

up inbody organs)
B. You require treatment for corneal cystine crystal accumulation or depdsiid(1p of

cysteinein the eye)

References:
1. Cystararpackage insertAmityville, NYHi-Tech Pharmacal CBevised April 2020. Accessed July 2021.
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DABRAFENIB MESYL/A TAFINLAR 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®ABRAFENIB (Tafinlagquires the following rule(s) be met for
approval:

A. You have unresectable aretastatic melanoma (skin cancer that cannot be completely
removed by surgery or has spread), metastatic-samall cell lung cancer, melanoma
(skincancer), or locally advanced or metastatic anaplastic thyroid cancer.

B. If you have unresectable or metastatielanoma, approval also requires:

1. You have BRAF V600E mutation (type of gene mutation) as detected by an FDA
(Foodand Drug Administratiorypproved test
2. The medication will be used as a single agent (by itself)

C. If you have unresectable or metastatic medena, approval also requires:

1. You have BRAF V600E or V600K mutations (types of gene mutation) as detected
by anFDA (Food and Drug Administratieaagproved test
2. The medication will be used in combination with Mekinist (trametinib)

D. If you haveanelanoma, approval also requires:

1. You have BRAF V600E or V600K mutations (types of gene mutation) as detected
by anFDA (Food and Drug Administratieaagproved test

2. The medication has not previously been used for more than one year

3. The medication will besed in combination with Mekinist (trametinib) for
adjuvant (addonjreatment

4. There is involvement of lymph node(s) following complete resection (removal of
a tumorand normal tissue around it)

E. If you have metastatic neemall cell lung cancer, approval@lequires:

1. You have BRAF V600E mutation (types of gene mutation) as detected by an FDA
(Foodand Drug Administratiorypproved test
2. The medication will be used in combination with Mekinist (trametinib)
F. If you have locally advanced or metastatic anaplabtycoid cancer, approval also
requires:
1. You have BRAF V600E mutation (type of gene mutation)
2. The medication will be used in combination with Mekinist (trametinib)
3. You have no satisfactory locoregional (restricted to a localized region of the
body)treatment options available

References:
1. Tafinlar package insefEast Hanover, NJ. Novartis Pharmaceuticals Corpor&eviewed May 202RAccessed July
2021
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DACLATASVIR DAKLINZA 7123/2021 6/1/2021
DIHYDROCHLORIDE

Edition 1

REQUIREMENTS:
Our guideline name®ACLATASVIR (Daklinzaguires the following rule(s) be met for
approval:
A. You have hepatitis C, with genotype 1 or genotype 3 infection
B. You are 18 years of age or older
C. You are currently supervised by a gastroenterologist (digeststesydoctor),
infectiousdisease specialist, physician specializing in the treatment of hepatitis (such as
hepatologist)or a specially trained group such as ECHO (Extension for Community
HealthcareOutcomes) model
D. You have documentation showinglaast ONE detectable HCV (hepatitis C virus) RNA
level (amount of virus in your blood) within the past 6 months as evidence of a current
andchronic HCV infection.
E. You must be taking Daklinza in combination with Sovaldi, and must meet all required
criteriafor Sovaldi
F. For Genotype 1 infection we also require:
1. Patients without cirrhosis (liver scarring):
a.You are treatment naive (never previously treated) or treatment
experienced with geginterferon and ribavirin regimen
b. You have previously triepclusar Harvoni and you had adverse
effects, intolerance early in therapy or contraindication to (medical
reason why yowannot use) Epclusa Harvoni; [an individual who has
completed a fulcourse of therapy that did not achieve SVR (sustained
virological response) will ndie approved]
2. Patients with decompensated cirrhosis (you have symptoms related to liver
scarring):
a.You have previously tried Epclusa or Harvoni and you had adverse effects,
intolerance early in therapy, or contraindication to (mealiceason why
you cannotuse) Epclusa and Harvoni; [an individual who has completed a
full course of therapyhat did not achieve SVR (sustained virological
response) will not be approved]
b. Concurrent (used at the same time with) ribavirin use required

(Criteria continued on next page)

Products, documentnd materials provided by Wellfleet, including the material contained ther  Page72of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



“ WELLFLEET

REQUIREMENTS: (CONTINUBBLLATASVIR

3. Patients status post livBermatomyositis
a.You have previously tried Harvoni and you had adverse effects,
intolerance early in therapy, or contraindication to (mediezson why
you cannotuse) Harvoni; [an individual who has completed a full course
of therapythat did not achieve SVR (sustained virological response) will
not be approved]
b. Concurrent (used at the same time with) ribavirin use required

G. ForGenotype 3 infection we also require:
1. Patients without cirrhosis:
a.You are treatment naive (never previously treated) or treatment
experienced with geginterferon and ribavirin regimen
b. You have previously tried Epclusa and you had adverse effect,
intolerance early in therapy, or contraindication to (medical reason why
you cannotuse) Epclusa; [an individual who has completed a full course
of therapythat did not achieve SVR (sustained virological response) will
not be approved]
2. Patients withdecompensated cirrhosis (ChHRdigh B or C; you have symptoms
relatedto liver scarring):
a.You have previously tried Epclusa and you had adverse effect, intolerance
early intherapy, or contraindication to (medical reason why you cannot
use) therapy; [anndividual who has completed a full course of therapy
that did not achieve SVRustained virologic response) will not be
approved]
b. Concurrent (used at the same time with) ribavirin use required
3. Postliver transplant, without cirrhosis:
a.Concurrent (used athie same time with) ribavirin use required
4. Postliver transplant, with compensated cirrhosis
a.Previous trial of Epclusa required and you had adverse effects,
intolerance early in therapy or contraindication to (medical reason why
you cannotuse) Epclug [anindividual who has completed a full course
of therapythat did not achieve SVR (sustained virologic response) will not
be approved]
b. Concurrent (used at the same time with) ribavirin use required

(Criteria continued on next page)
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Daklinza will not be approved if you meet ANY of the following:

1 You are using any of the following medications at the same time while on Daklinza:
amiodarone, carbamazepine, phenytoin, or rifampin

1 You are using any of the following medications at the same time while on Sovaldi:
phenobarbital, oxcarbazepine, rifabutin, rifapentine, or tipranavir/ritonavir

1 You have a limited life expectancy (less than 12 months) due tdivemnrelated
comorbidconditions (having two or more diseases at the same time)

1 You haveompensated cirrhosis (Chilugh A; you have no symptoms related to liver
damage) and are not status post liver transplant (you have not had a liver transplant)

References:
1. Daklhza package insert. Princeton, NJ. BriMgkers Squibb Company. Revised October 2019. Accessed April 2021.
2. Ghany MG, Morgan TR; AASD3A Hepatitis C Guidance Panel. Hepatitis C Guidance 2019 Update: American
Association for the Study of Liver Diseab#sctious Diseases Society of America Recommendations for Testing,
Managing, and Treating Hepatitis C Virus Infection. Hepatology. 2020 Feb;71{235686
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DACOMITINIB VIZIMPRO 7123/2021 6//1/2021
Edition 1

REQUIREMENTS:
Our guideline name®ACOMITINIB (Vizimprog¢quires the following rule(s) be met for
approval:

A. You havenmetastatic norsmall cell lung cancer (type of cancer that has spread)

B. You have epidermal growth factor receptor (EGFR) exon 19 deletion or exon 21 L858R
substitution mutations (types of gene mutations) as detected by an FDA (Food and Drug
Administration}approved test

C. The requested medication will be used as finse treatment

References:
1. Vizimpro package New York, NPfizer LabsReviewedDecember 2020.Accessed July 2021.
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DALFAMPRIDIN AMPYRA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®ALFAMPRIDINE (Ampyrayuires the following rule(s) be met for
approval:
A. You have multiple sclerosis (disease in which the immune system eats away at the
protective covering of erves)
B. The medication is prescribed by or recommended by a neurologist (doctor who
specializesn disorders of the nervous system)
C. You have symptoms of a walking disability

RENEWAL CRITERIA
Our guideline name®ALFAMPRIDINE (Ampyrapuires the followingule(s) be met for
renewal:

A. You have experienced or maintained at least a 15% improvement in walking ability.

References:
1. Ampyra package insert. Ardsley, NYcokda Therapeutics, Inc. RevisBécember 2019. Accessed July 2021.
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DASATINIB SPRYCEL 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®ASATINIB (SpryceBquires the following rule(s) be met for approval:

A. You have Philadelphia chromosotpesitive (Ph+; type of gene mutation) chronic
myeloidleukemia (CML; slowly progressing type of blaedl cancer that begins ihe
bonemarrow) in chronic, accelerated, or myeloid or lymphoid blast phase, OR
Philadelphiachromosomepositive acute lymphoblastic leukemia (ALL; type of cancer of
the blood andbone marrow that affects white blood cells).

B. If you have Philadelphia chroosome-positive chronic myeloid leukemia in chronic
phase, approval also requires ONE of the following:

1. You are 18 years of age or older AND are newly diagnosed
2. You are between 1 and 17 years of age
C. If you have Philadelphia chromosomgositive chronic myela leukemia in chronic
phase, accelerated phase, or myeloid or lymphoid blast phase, approval i@gaires:
1. You are 18 years of age or older
2. You have resistance or intolerance to prior therapy including imatinib (Gleevec)
3. You have had Breakpoifiuster Region Abelson Murine Leukemia (BBR)
mutational analysis confirming that you do not have the following mutations:
T3151,V299L, T315A, or F317L/V/IC

D. If you have Philadelphia chromosomgositive acute lymphoblastic leukemia,
approval also requies ONE of the following:

1. You are 18 years of age or older AND you have a resistance or intolerance to
prior therapy such as imatinib (Gleevec) or nilotinib (Tasigna)

2. You are newly diagnosed, between 1 and 17 years of age, AND using Sprycel in
combinationwith chemotherapy

References:
1. Sprycel package insert. Princeton, NJ. Briglpérs Squibb CompanReviewed June 2021. Accessed July 2021
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DEFERIPRONE FERRIPROX 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOFER RENEWAL CRITERIA SEE BELOW)
Our guideline name®EFERIPRONE (Ferripnequires the following rule(s) be met for
approval:
A. You have transfusional iron overload due to a thalassemia syndrome (you have too
much iron inyour body due to a bloodisorder)
B. Therapy is prescribed by or given in consultation with a hematologist (blood specialty
doctor) orhematologistoncologist (tumor/cancer doctor)
C. You have tried Exjade (deferasirox), Jadenu (deferasirox), or Desferal (deferoxamine)
D. You meet ONEf the following:

1. You are experiencing intolerable toxicities, clinically significant adverse effects,
or have acontraindication to (medical reason why you cannot use) current
chelation therapy (processf removing metals from the blood) with Exjade,
Jadeu, or Desferal

2. Chelation therapy (with Exjade [deferasirox], Jadenu [deferasirox], or Desferal
[deferoxamine]) is not working well enough as shown by ONE of the following:

a.Serum ferritin levels (amount of irecontaining blood cell proteins) stay
above2500mcg/L (at least 2 lab values in the previous 3 months)

b. You have evidence of cardiac iron accumulation (iron build up in
your heart) as definetly: cardiac T2* MRI less than 10 milliseconds, iron
induced cardiomyopathy (headisease), fall in left ventular ejection
fraction (LVEF: amount of blood ydugart pumps out), arrhythmia
indicating inadequate chelation (irregular heartbeat because was not
lowered enough in body)

RENEWAL CRITERIA
Our guideline name®EFERIPRONE (Ferripnequires the dllowing rule(s) be met for
renewal:
A. You have transfusional iron overload due to a thalassemia syndrome (you have too
much iron inyour body due to a blood disorder)
B. Your serum ferritin levels (amount of irarontaining blood cell proteins) stay greater
than500mcg/L (at least 2 lab values in the previous 3 months)

References:
1. Ferriprox package insert. Cary, NC. Chiesi USA, Inc., Revised April 2021. Accessed July 2021.
2. Brandow AM, Carroll CP, Cre&yet al. American Society of Hematology 2020 guidelines for sickle cell disease:
management of acute and chronic paBlood Adv2020;4(12):265&701. doi:10.1182/bloodadvances.2020001851
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DEFEROXAMINE DESFERAL 7123/2021 6/1/2021
MESYLATE

Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®EFEROXAMINE (Desferafjuires the following rule(s) be met for
approval:
A. You have chronic iron overload due to transfusa@pendent anemias (blood doesn't
haveenough healthy red blood cells)
B. Therapy is prescribed by or givenconsultation with a hematologist (blood specialty
doctor) or hematologisbncologist (tumor/cancer doctor)
C. You are 3 years of age or older
D. Your serum ferritin levels (amount of irarontaining blood cell proteins) stay greater
than 1000mcg/L (shown by agadst 2 lab values in the previous 3 months)

RENEWAL CRITERIA
Our guideline name®EFEROXAMINE (Desferafjuires the following rules be met for
renewal:
A. You have chronic iron overload due to transfusa@pendent anemias (blood doesn't
have enough healtphred blood cells)
B. Your serum ferritin levels (amount of irarontaining blood cell proteins) stay greater
than 500mcg/L (at least 2 lab values in the previous 3 months)

References:
1. Desferalpackage insert. East Hanover, Ndvartis Pharmaceuticals Comadion. Revised July 2028ccessed July
2021
2. Brandow AM, Carroll CP, Cre&yet al. American Society of Hematology 2020 guidelines for sickle cell disease:
management of acute and chronic paBlood Adv2020;4(12):265&701. doi:10.1182/bloodadvances.2020001851
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DEFLAZACORT EMFLAZA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®EFLAZACORAntflazayequires the following rules be met for

approval:

oo wp

center

E. You have tried prednisone or prednisolone for at least 6 months and meet one of the

following:

1. Prednisone or pregisolone did not work and you meet ALL of the following

criteria:

a.You are not in Stage 1: peymptomatic phase

b. There is no steroid myopathy (muscle disease due to steroid)

c.You have documentation that your disease is advagg@dl cannot
walk, cannofunction, cannot breathe using standard measures over
time, consistent withadvancing disease (stage 2 or higher). Acceptable
standard measures include:rinute walk distance (6MWD), time to
ascend/descend 4 stairs, rise from floor tiff@ower'smaneuver) 10
meter run/walk time, or North Star Ambulatory Assessm@iBAA),
Physician global assessments (PGA), pulmonary function (forced vital
capacity, lung function tests), upper limb strength (propelling a

wheelchair 30 feet)

2. You had adverse side effects ehon prednisone or prednisolone and there is
documentation of literatured 8 SR S@ARSY OS LINRPJARSR
decreaseckffect for that side effect

Note: Requests due to side effects while on prednisone or prednisolone that are mamed
listed inthe prescribing information of Emflaza will not be approved

(Criteria continued on next page)
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You have Duchenne muscular dystrophy (inherited muscular weakness that gets worse)
You are 2 years of age or older

You doctor confirms your diagnosis with genetic testing

The drug is prescribed lmy recommended by a neurologist (nerve system doctor)
specializing in treatment of Duchenne muscular dystrophy (DMD) at a DMD treatment

a dzLJl
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RENEWAL CRITERIA
Our guideline name®EFLAZACORT (Emflaeajuires the following rules be met for renewal:
A. Youhave Duchenne muscular dystrophy (inherited muscular weakness that worsens)
B. You meet ONE of the following criteria:
a. If you are currently ambulatory (can walk), renewal also requires:
i. You have shown function, stabilization or improvement in a standard set
of ambulatoryor functional status measures since being on Emflaza.
These measures must Ineonitored, tracked, and documented
consistently. Acceptable standard measuiredude: 6minute walk
distance, time to ascend/descend 4 stairs, rise from floor ti@ewer's
maneuver), 1@meter run/walk time, North Star Ambulatory Assessment,
Physician Global Assessments
b. If you are currently norambulatory (cannot walk), renewal also requires:
I. You have maintained or have a less than expected decrease in pulmonary
(breahing) function and/or upper limb strength assessed by standard
measures since being &mflaza. These measures must be monitored,
tracked, and documented consistenthcceptable standard measures
include: pulmonary function (force vital capacipylmonay function
tests), upper limb strength measures (propelling a wheelchafe8?),
Physician Global Assessments

References:
1. Emflaa package inserGouth Plainfield, NJ. PTC Therapeutics, Inc. Revised July 2020. Accessed July 2021.
2. Sammaritano LR, Bermas BL, Chakravarty EE, et al. 2020 American College of Rheumatology Guideline for the
Management of Reproductive Health in Rheumatic and Musculosk®etaasesArthritis Rheumatol2020;72(4):529
556.d0i:10.1002/art.41191
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DELAFLOXACIN BAXDELA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®ELAFLOXACIN (Baxde&quires the following rule(s) be met for
approval:
A. You meetONEof the following:
1. The requested medication is prescribed by or givecoimsultation with an
infectiousdisease (ID) specialist or
2. You have an acute (serious and skhemm) bacterial skin or skin structure
infection (ABSSSIpPRcommunityacquired bacterial pneumonia (CABP: type of
lung infection)
B. If you have an acutdacterial skin or skin structure infection, approval also requires:
1. You are at least 18 years of age
2. The infection is caused by any of the following bacteria: Staphylococcus aureus
(includingmethicillin-resistant [MRSA4nd methicillin susceptible [MSSA]
isolates), Staphylococchaemolyticus, Staphylococcus lugdunensis,
Streptococcus agalactiae, Streptococanginosus Group (including
Streptococcus anginosus, Streptococcus intermediusSargtococcus
constellatus), Streptococcus pyogenes, Bnterococcus faecali&scherichia
coli, Enterobacter cloacae, Klebsiella pneumoniae, and Pseudomenagnosa
3. You do not have a diagnosis of animal or human bite, necrotizing fasciitis (flesh
eatingdisease), diabetic foot infection, decubitis ulcerrf@tion (pressure/bed
ulcer), myonecrosi@ead muscle tissue) or ecthyma gangrenosum
4. You meetONEof the following criteria:
i. If antimicrobial susceptibility test is available (you have a test showing
what drugs worlon which bacteria of the infection sitejve require the
results of the test from thénfection site show the bacteria is both a)
resistant toONEstandard of care agent facute bacterial skin or skin
structure infection (such as sulfamethoxazole/trimethoprisyofloxacin,
clindamycin, cephakin, or vancomycinANDb) delafloxacin will work
against the bacteria

(Criteria continued on next page)
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REQUIREMENTISELAFLOXACIN (CONTINUED)

ii. If antimicrobial susceptibility test is not available (you do not have a test
showing whatdrugswork on which bacteria of the infection site), we
require you had a trial of azontraindication to (a medical reason why
you cannot usepNEof the following agentsa penicillin (such as
amoxicillin), a fluoroquinolone (such as levofloxacin, ciproflaxaci
moxifloxacin), a cephalosporin (such as ceftriaxone, cephalexin,
cefazolin), or a grarpositive targeting antibiotic (such as linezolid,
clindamycin, doxycyclinsulfamethoxazole/trimethoprim, vancomycin)

C. If you havecommunity-acquired bacterial pneumonia (CABP: type of lung infection),
approval also requires:
1. You are 18 years of age or older
2. The infection is caused by any of the following bacte3taeptococcus
pneumoniaStaphylococcus aureus (methiciinsceptild [MSSA] isolates only),
Klebsiellgppneumoniae, Escherichia coli, Pseudomonas aeruginosa, Haemophilus
influenzae Haemophilus parainfluenzae, Chlamydia pneumoniae, Legionella
pneumophila oMycoplasma pneumoniae
3. You meetONEof the following criteria:
I. If antimicrobial susceptibility test is available (you have a test showing
what drugs worlon which bacteria of the infection site), we require the
results of the test from thénfection site show the bacteria is both a)
resistant to TWO standard of care agefbrcommunity-acquired
bacterial pneumonia (such as azithromycin, doxycyclexafloxacin,
moxifloxacin, amoxicillin, ceftriaxone, linezolid) AND b) delafloxacin will
work against the bacteria
ii. If antimicrobial susceptibility test is natvailable (you do not have a test
showing whatdrugs work on which bacteria of the infection site), we
require you had a trial ozontraindication to (a medical reason why you
cannot use)f'WOstandard of care agenfsr communityacquired
bacterial pneumora (such as azithromycin, doxycycliteofloxacin,
moxifloxacin, amoxicillin, ceftriaxone, linezolid)

References
1. Baxdela package insert. Lincolnshire, IL. Melinta Therapeln@dkevised October 2019. Accessed July 2021.
2. Scott LJ. Delafloxacin: A Review in Acute Bacterial Skin and Skin Structure Infections. Drugs. 2020 Aug;80(12):1247
1258. doi: 10.1007/s4026620-013580. Erratum in: Drugs. 2020 Sep;80(14):1507. PMID: 32666425; PMCID:
PMC7497496.
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DESIRUDIN IPRIVASK 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®ESIRUDIN (Iprivastgquires that you are receiving Iprivask for the
prevention of deep vein thrombosis (DVT; blood clot in a deep vein, usually in the legs) and you

are undergoing elective hip replacement surgery.

References:
1. Iprivask package insefflorthbrook,IL. Maratha Pharmaceuticals, LLC. Revised November 2014. Accessed July 2021.
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DEUTETRABENAZINE AUSTEDO 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®EUTETRABENAZINE (Austedquires the following rule(s) be met for
approval:
A. You are at least 18 years of age
B. You have chorea (involuntary movemenasysociated with Huntington's disease or
moderate tosevere tardive dyskinesia (involuntary, repetitive body movements)
C. If you have chorea associated with Huntington's disease, approval also requires:
1. Therapy is prescribed by or givencionsultation with a neurologist (doctor who
specializesn disorders of the nervous system) or movement disorder specialist
D. If you have moderate to severe tardive dyskinesia, approval also requires:
1. Moderate to severe tardive dyskinesia has been presenafdeast 3 months
2. Therapy is prescribed by or given in consultation with a neurologist (doctor who
specializesn disorders of the nervous system), movement disorder specialist, or
psychiatrist (mentahealth doctor)
3. You have a prior history of using gsychotic medications or metoclopramide
for at least 3months (or at least 1 month if you are 60 years of age or older) as
documented in theprescription claims history

References:
1. Austedo package inserRarsippany, NJevaPharmaceuticals 8A Inc. Revised June 2021.Accessed July 2021.

Products, documentnd materials provided by Wellfleet, including the material contained ther  Page85of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



" W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

RX PLAN
WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
DEXTROMETHORPHA NUEDEXTA 7123/2021 6/1/2021
QUINIDINE

Edition 1

REQUIREMENTS:
Our guideline name®EXTROMETHORPHAN with QUINIDINE (Nuedexfaiyes you have a
pseudobulbar affect (sudden, uncontrollable laughter) for approval.

References:
1. Nuedexta package insert. Aliso Viejo, CA. Avanir Pharmaceuticals, Inc. Revised June 2019. Accessed July 2021.
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DIABETIC TEST STRIPS

DIAGNOSTIC, DISC
BLOOD SUGAR
DIAGNOSTIC, DRUM

Edition 1

Generic Brand Reviewed Effective Date
BLOOD SUGAR DIABETIC TEST | 7/23/2021 6/1/2021
DIAGNOSTIC STRIPS

BLOOD SUGAR VARIOUS

REQUIREMENTS:

Our guideline name®IABETIC TEST STR&ég8ires ONE of following rules be met for

approval:

A. You have tried ONE preferred blood gluc¢di@betic) meter and test strips

B. You require a noipreferred blood glucose test strip due to significant visual and/or
cognitiveimpairment (problems with sight and/or memory and thinking)

C. You require a nompreferred blood glucose test strip because yoe asiother
manufacturer'scompanion insulin pump

Request for nofpreferred test strips will not be approved if due to a need for data
managemensoftware. Please note that data management software is available for the
formulary test stripproducts.

References:

1. U.S. Food & Drug Administration. Package Inserts. Drugsi@BBApproved Drugs website.

https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm. Accesdaly2021.
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DICHLORPHENAMIDHE KEVEYIS 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name®ICHLORPHENAMIDE (Keveagquires the following rule(s) be met for
approval:

A.

You have a primary hypokalemic periodic paralysis (extreme muscle weakness with low
potassium levels in your blood), primary hyperkalemic periodic paralysis (extreme
muscleweakness with high potassium levels in your blood), or Paramyotonia Gibége
(disorderthat causes muscles stiffness)
You are 18 years of age or older
The medication is prescribed by or given in consultation with a neurologist (nerve
systemdoctor)
You do not have hepatic insufficiency (liver failure), pulmomdstruction (difficulty
breathingdue to blockage of airflow, or a health condition that warrants concurrent use
of high-dose aspirin
If you have primary hypokalemic periodic paralysis, approval also requires:

1. You have tried acetazolamide ANPa@&assiumsparing diuretic (spironolactone,

triamterene)

If you have primary hyperkalemic periodic paralysis or Paramyotonia Congenita
approval also requires:

1. You have tried acetazolamide AND a thiazide diuretic (hydrochlorothiazide)

RENEWAL CRITERIA

Ou guideline namedICHLORPHENAMIDE (Keveayquires that you have experienced at
least two fewer attacks per week from baseline (measurement before you started treatment)
for renewal.

References:
1.Keveyis package insert. Trevose, PA. StrongbridgecUBdvised December 2019. Accessed July.2021
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DICLOFENAC ORAL PACKET
Generic Brand Reviewed Effective Date
DICLOFENAC CAMBIA 7/23/2021 6/1/2021
POTASSIUM
Edition 1

REQUIREMENTS:
Our guideline name®ICLOFENAC ORAL PACKET (Camepigres the following rule(s) be
met for approval:
A. The request is for acute treatment of migraine attacks
B. You are unable to swallopills
C. You had a previous trial of generic diclofenac AND over the counter (OTC) or generic
aspirin,ibuprofen, or naproxen

References:
1. Cambia package insert. Lake Forest, IL. Assertio Therapeutics. Revised April 2021. Accessed July 2021.
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DICLOFENAC TOPICAL
Generic Brand Reviewed Effective Date
DICLOFENAC SODIUN SOLARAZE 7/23/2021 6/1/2021
3%
Edition 1

REQUIREMENTS:
Our guideline name®ICLOFENAC TOPICAL (Solarage)res the following rule(s) be met
for approval:

A. You have actinic keratosis (rough, scaly patch on the skin caused by years of sun

exposure)
B. You had a previous trial of topical fluorouracil (such as Efudex, Fluoroplex, Carac), unless

there is a medical reason why you cannot (contraindication)
C. The medication is prescribed by or given in consultation with a dermatologist (skin
doctor) oroncologst (cancer/tumor doctor)

References:
1. Solaraze package insert. Melville, NY. Fougera Pharmaceuticals Inc. Revised April 2021. Accessed July 2021.
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DORNASE ALFA PULMOZYME 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®ORNASE ALFA (Pulmozymegjuires the following rule(s) be met for

approval:
A. You haveystic fibrosis (CF: an inherited disorder that damages lung and digestive

systemwith fluid build up)
B. If you are requesting twice daily dosing, we require that you have tried and failed once

dailydosing

References:
1. Pulmozyme package insert. Soutim Saancisco, CA. Genentech, Inc. Revised December 2014. Accessed July 2021.
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DUPILUMAB DUPIXENT 7123/2021 6/1/2021
Edition 1

REQUIREMENTS
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name®UPILUMAB (Dupixentequires the following rule(s) be met for
approval:
A. You have ONE of the followidgagnoses:
1. Moderate to severe atopic dermatitis (condition of red, itchy skin)
2. Moderate to severe asthma
3. Chronic rhinosinusitis with nasal polyposis (inflammation of nasal and sinus ways
with smallgrowths in the nose)
B. If you have moderate to severe atopaermatitis, approval also requires:
1. You meet at least ONE of the following for disease severity:
a.Atopic dermatitis involving at least 10% of body surface area (BSA)
b. Atopic dermatitis affecting the face, head, neck, hands, feet,
groin, or intertriginous agas(between skin folds, the hands, feet, etc)
2. You have at least TWO of the following:
a.Intractable pruritus (severe itching)
b. Cracking and oozing/bleeding of affected skin
c.Impaired activities of daily living
3. The medication is prescribed by or given in cdtagion with a dermatologist
(skin doctor) omllergist/immunologist (allergy doctor)
You are 6 years of age or older

5. You had an inadequate response or contraindication to (a medical reason why
you cannotuse) ONE of the following: topical corticosteroitigical calcineurin
inhibitors [Elide(pimecrolimus), Protopic (tacrolimus)], topical RPDmhibitors
[Eucrisa (crisaborole)], @hototherapy (light therapy)

C. If you have moderate to severe asthma, approval also requires:

1. You have an eosinophilic phelype asthma (type of adult inflammatory asthma)
with adocumented blood eosinophil level of at least 150 cells/mcL within the
past 12 month€Roral corticosteroiddependent asthma

2. You are 12 years of age or older

»

(Criteria continued on next page)
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INITIAL CRITERIA CONTINURIPILUMAB

3. You had prior therapy with medium, higlose, or maximally tolerated inhaled
corticosteroid[such as triamcinolone acetonide, beclomethasone, mometasone,
budesonide] AND at leashe other maintenance medication sual
long-acting inhaled betaagonist (such asalmeterol, formoterol), longcting
muscarinic antagonist (such as aclidinium bromigeatropium, umeclidinium,
tiotropium), a leukotriene receptor antagonist (suchraentelukast, zafirlukast,
zileuton), or theophylline

4. You have experienced at least ONE asthma exacerbations within the past 12
months(exacerbation is defined as an asthmsated event requiring
hospitalization, emergenapom visit, or systemic corticosteroid burst lasting at
least 3 days)

5. Dupixent will be used as an add maintenance treatment

6.You are not being concurrently treated with Xolair or an-#of asthma biologic

such afNucala, Cingair, Fasenra

7. The medication is prescribed by or given in cotadign with a doctor specializing

in pulmonary (lung/breathing) or allergy medicine

D. If you have chronic rhinosinusitis with nasal polyposis, approval also requires:

1. You are 18 years of age or older

2. Documentation of evidence of nasal polyps (reamcerous gpwths) by direct
examination.endoscopy (using a small camera) or sinus CT scan

3. You have inadequately controlled disease as determine@Mizof the
following:

a.Use of systemic steroids in the past 2 years
b. Endoscopic sinus surgery (using a segwathera to help in surgery)

4. Dupixent will be used as adth maintenance treatment (in conjunction with
maintenanceantranasal steroids)

5. The medication is prescribed by or given in consultation with an otolaryngologist
(ear nosethroat doctor) or allergistfinmunologist

RENEWAL CRITERIA
A. Our guideline name®UPILUMAB (Dupixentequires the following rule(s) be met for
renewal:

B. You have ONE of the following diagnoses:
1. Moderate to severe atopic dermatitis (condition of red, itchy skin)
2. Moderate to severasthma
3. Chronic rhinosinusitis with nasal polyposis (inflammation of nasal and sinus ways

with smallgrowths in the nose)

(Criteria continued on next page)
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REQUIREMENTS:
INITIAL CRITERIA CONTINURIPILUMAB

" W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

C. If you have moderate to severe atopermatitis, renewal also requires:
1. You have experienced or maintained improvement in at least two of the
following:
a.Intractable pruritus (severe itching)
b. Cracking and oozing/bleeding of affected skin
c.Impaired activities of daily living
2. You are 6 yearof age or older

D. If you have moderate to severe asthma, renewal also requires:
1. You will continue to use inhaled corticosteroid (ICS) orctD&ining
combination inhalers
2. You have shown a clinical response as evidenced by ONEfofltivéang:
a. Reduction in asthma exacerbation (worsening of symptoms) from
baseline
b. Decreased use of rescue medications
c. Increase in percent predicted FEV1 (amount of air you can forcefully
exhale) frompretreatment baseline
d. Reduction in severity or frequency asthmarelated symptoms such as
less wheezingshortness of breath, coughing, etc.

E. If you have chronic rhinosinusitis with nasal polyposis, renewal also requires:
1. You had a clinical benefit compared to baseline (such as improvements in nasal
congestim, sense of smell or size of polyps)

References:
1. Dupixent package insert. Tarrytown, NY. Regeneron Pharmaceuticals, Inc. Revised Juhec282&d JuB021
2.Beck LA, ThaBi, Hamilton JD, et al. Dupilumab treatment in adults with modetatsevere atopic dermatitisN Engl J
Med. 2014;371(2):130.39. doi:10.1056/NEJM0a1314768
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DUVELISIB COPIKTRA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®UVELISIB (Copiktregquires the following rule(s) be met for approval:
A. You have relapsed oefractory chronic lymphocytic leukemia (CLL: blood and bone
marrow cancer that does not fully respond to treatment), small lymphocytic lymphoma
(SLL: a typef white blood cell cancer), or follicular lymphoma (FL: type of cancer with
abnormal immunesystem cells)
B. You are 18 years of age or older
C. If you have relapsed or refractory chronic lymphocytic leukemia (CLL) or small
lymphocytic lymphoma (SLL), approval also requires:
1. You have received at least two prior therapies for CLL or SLL
D. If you have relpsed or refractory follicular lymphoma (FL), approval also requires:
1. You have received at least two prior systemic therapies for

References:
1. Copiktra package insert. Needham, MA. Verastem,Rewised June 2019. Accessed 20B/1.
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EFINACONAZOLE JUBLIA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&FINACONAZOLE (Julhieguires the following rule(s) be met for
approval:

A. You have onychomycosis of the toenail(s) (toenail fungus)

B. You have previously tried the following unless contraindicated (a medical reason why
you cannot use): iclopirox topical solution AND either oral terbinafine OR oral
itraconazole

C. You have at least ONE of the following conditions:

1. Diabetes, peripheral vascular disease (narrowed blood vessels reduce blood flow
to the limbs), orimmunosuppression (weakened immune system)
2. Pain surrounding the nail or soft tissue involvement

References:
1. Jubligpackage insert. Bridgewater, NJ. Bausch Health US, LLC. Revised April 2020. Accessed July 2021.
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ELAGOLIX ORILISSA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name&LAGOLIX (Orilissaquires the following rule(s) be met for approval:

A. You havenoderate to severe pain associated with endometriosis (disorder where
uterus tissuegrows outside of the uterus)

B. You are 18 years of age or older

C. The requested medication is prescribed by or given in consultation with an
obstetrician/gynecologist (doctor o specializes in women's health)

D. You had a previous trial of or contraindication to (a medical reason why you cannot use)
anonsteroidal antinflammatory drug (NSAID; such as ibuprofen, meloxicam, naproxen)
ANDa progestincontaining preparation (such ammbination hormonal contraceptive
preparation,progestinonly therapy)

E. Requests for Orilissa 200mg twice daily will only be approved if you have normal liver
functionor mild hepatic (liver) impairment (Chiflugh Class A)

RENEWAL CRITERIA
Our guideline name&LAGOLIX (Orilissaquires the following rule(s) be met for renewal:
A. You have moderate to severe pain associated with endometriosis (disorder where
uterus tissuggrows outside of the uterus)
B. You have improvement of pain related to emdetriosis while on therapy
C. You have normal liver function or mild hepatic (liver) impairment (&Piigh Class A)

Requests will not be approved if you meet ONE of the following conditions:
A. You have received aronth course of Orilissa 200mg twice daily
B. You have received aronth course of Orilissa 150mg once daily and you have moderate
hepatic (liver) impairment (ChHBugh Class B)
C. You have received a 2donth course of Orilissa 150mg @daily and you have normal
liver function or mild (liver) hepatic impairment (ChiRugh Class A)

References:

1. Orilissa package insert. North Chicago, IL. AbbVie Inc. Revised Februac2@2ied July 2021
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ELAPEGADEMABHAR | REVCOVI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERINOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name&LAPEGADEMASELR (Revcouvigquires the following rule(s) be met for
approval:
A. You have adenosine deaminase severe combined immune deficiency (type of inherited
disorderthat damages immune syst® as shown by ONE of the following:
1. Confirmatory generic test
2. Suggestive laboratory findings such as elevated deoxyadenosine nucleotide
levels orlymphopenia (not enough of a type of white blood cell) AND you have
hallmarksigns/symptoms such ascurrent infections, failure to thrive,
persistent diarrhea
B. The requested medication is prescribed by or given in consultation with an
immunologist(immune system doctor), hematologist/oncologist (blood/cancer doctor),
or physiciarspecializing in inherited metabolic disorders
C. You have failed or are not a candidate for hematopoietic cell transplant (blood cell
transplantfrom bone marrow), OR the requested medication will be used as a bridging
therapy prior toplanned hematopoieticeall transplant or gene therapy

RENEWAL CRITERIA
Our guideline name&LAPEGADEMASELR (Revcouvigquires the following rule(s) be met for
renewal:

A. You have adenosine deaminase severe combined immune deficiency (type of inherited
disorderthat damages immne system)

B. You have documentation of trough plasma adenosine deaminase activity greater than or
equalto 30 mmol/hr/L AND trough deoxyadenosine nucleotide levels less than 0.02
mmol/L

C. You have improvement in/maintenance of immune function from baselineh(ss
decrease imumber and severity of infections), AND you have not received successful
hematopoietic celtransplantation (HCT) or gene therapy

References:
1. Revcovi package insert. Gaithersburg, MD. Leadiant Biosciences Inc. Revised Decembere32@ Adyg 2021.
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ELIGLUSTAT TARTRA CERDELGA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&LIGLUSTAT TARTRATE (Cerdelgayes the following rule(s) be met
for approval:
A. You have type 1 (neneuronopathic) Gaucher disease (genetic disorder where a type of
fatty substance builds up in the body but does affect the brain or spinal cord)
B. You are 18 years of age or older
C. Twice daily dosing will be approved if you are an extensive or immediate metabolizer of
CYP2D6 (cytochrome P450 2D6; a type of enzyme) inhibitors
D. Once daily dosing will be approved if yoe @ poor metabolizer of CYP2D6 (cytochrome
P4502D6; a type of enzyme)

References:
1. Cerdelga package inse@ambridge, MAGenzyme Corporation. Revised August 2@4essed July 2021.
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ELTROMBOPAG PROMACTA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name&LTROMBOPAG (Promaatajuires the following rule(s) be met for
approval:
A. You have one of the following diagnoses:
1. Chronic immune (idiopathic) thrombocytopenia (low levels of the blood cells
that preventbleeding)
2. Thrombocytopenia (lovlood platelet count) due to chronic hepatitis C
3. Severe aplastic anemia (type of blood disorder)
B. If you are greater than 12 years of age and the request is for Promacta packets,
approvalalso requires:
1. You previously had a trial of Promacta tablets
2. You have a medical need for powder packets
C. If you have chronic immune (idiopathic) thrombocytopenia, approval also requires:
1. You are 1 year of age or older
2. You have tried corticosteroids anmunoglobulins, or did not have a good
enough responséo a splenectomy (removal of spleernless there is a
medical reason why you cannontraindication)
3. The medication is prescribed by or given in consultation with a hematologist
(bloodspecialist or immunologist (allergy/immune system doctor)
D. If you have thrombocytopenia due to chronic hepatitis C, approval also requires:
1. Your thrombocytopenia does not allow you to start interfefoased therapy
(type of drug foepatitis) or limits your abilityo maintain interferonbased
therapy
E. If you have severe aplastic anemia, approval also requires ONE of the following:
1. You are 2 years of age or older and Promacta will be used in combination with
standardimmunosuppressive therapy (treatment that preveaistivity from
your immune system) dg'st-line treatment
2. You did not have a good enough response to immunosuppressive therapy

NOTEFor the diagnoses of thrombocytopenia due to chronic hepatitis C or severe aplastic
anemia,please refer to the Initial i@eria section.

(Criteria continued on next page)
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Our guideline name&LTROMBOPAG (Promacta) requires the following rules be met for
renewal:
A. You have chronic immune (idiopathic) thrombocytopenia (levels of the blood cells
that prevent bleeding)
B. You have a clinical response, as defined by an increase in platelet count to at least
50X10(9)/{at least 50,000 per microliter)

References:
1. Promactgpackage insert. East Hanover, New Jersey. Novartis Pharmaceuticals Corporation. Revised February

2021. Accessed July 2021.

Products, documentnd materials provided by Wellfleet, including the material contained ther PagelOlof 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



“0 WELLFLEET

RX PLAN
WELLFLEET BXUDENT FORMULARY

Generic Brand Reviewed Effective Date
EMICIZUMABXWH HEMLIBRA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name&MICIZUMABKXWH (Hemlibrajequires thefollowing rule(s) be met for
approval:

A.
B.

C.

You have hemophilia A congenital factor VIII deficiency (a bleeding disorder)
The medication will be used for routine prophylaxis to prevent or reduce the frequency
of bleeding episodes
The medication is prescribed by given in consultation with a hematologist (blood
doctor)
Patients with Factor VIII inhibitors must have a history of a high titer (concentration) of
factor Vlllinhibitor defined as at least 5 or more Bethesda units per milliliter
Patientswithout Factor VIl inhibitors must meet one of the following criteria:
1. You have severe hemophilia A defined as less than 1% factor VIII activity
compared tonormal
2. You havemild or moderatehemophilia A and a history of 2 or more bleeds per
year

RENEWAL CRITERIA
Our guideline name&MICIZUMABKXWH (Hemlibrajequires the following rule(s) be met for

renewal:
A. You have hemophilia A congenital factor VIII deficiency (a bleeding disorder)
B. You had a clinical benefit after using the medication comp#oduhseline
References:

1.

Hemlibra package insert. South San Francisco, CA. Genentech, Inc. Revised October 2018. Accessed July 2021.
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Generic Brand Reviewed Effective Date
ENASIDENIB IDHIFA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&NASIDENIB (Idhifegquires the following rule(s) be met for approval:
A. You have relapsed or refractory acutgeloid leukemia (a type of blood and bone
marrow cancer that has returned after or is resistant to treatment)
B. You are 18 years of age or older
C. You are isocitrate dehydrogena2da type of enzyme) mutation positive as detected by
an FDA (Food and Drug Admnstration)}approved diagnostic test

References:
1. Idhifa package insert. Cambridge, MA. Agios Pharmaceuticals. Revised November 2020. Accessed July 2021.
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Generic Brand Reviewed Effective Date
ENCORAFENIB BRAFTOVI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&NCORAFENIB (Braftonejjuires the following rule(s) be met for

approval:
A. You have ONE&f the following diagnoses:
1. Unresectable or metastatic melanoma (a type of skin cancer that has spread or

cannot becompletely removed with surgery)
2. Metastatic colorectal cancer (a type of cancer that affects the colon and the
rectum and haspread to othe parts of the body)
B. If you have unresectable or metastatic melanoma, approval also requires:
1. You have a BRAF V600E or V600K mutation (types of gene mutations) as
detected by ar-DA (Food and Drug Administratieagproved test
2. The medication will be used combination with Mektovi (binimetinib)
C. If you have metastatic colorectal cancer, approval also requires:
1. You have a BRAF V600E mutation (types of gene mutation) as detected by an
FDA (Foo@nd Drug Administratiorapproved test
2. The medication will besed in combination with Erbitux (cetuximab)

3. You have previously received treatment

References:
1. Braftovi package insemoulder, Colorado. Array BioPharma Inc. Reviewed April 2020. Accessed July 2021
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Generic Brand Reviewed Effective Date
ENTRECTINIB ROZLYTREK 7/23/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&NTRECTINIB (Rozlytreggjuires the following rule(s) be met for
approval:
A. You have metastatic nesmall cell lung cancer (type of lung cancer that has spread to
other parts of body) OR a solid tumor
B. If you have metastatic norsmall cdl lung cancer (NSCLC), approval also requires:
1. You are 18 years of age or older
2. You haveROS9positive tumors (you have a type of gene mutation)
C. If you have a solid tumor, approval also requires:
1. You are 12 years of age or older
2. The tumor has aeurotrophic tyrosine receptor kinase (NTRK) gene fusion
without aknown acquired resistance mutation (you have a type of gene
Ydzi F G A2y K lady kiv@n3esigtdade) K1 @S
3. The tumor is metastatic (has spread to other parts of body) or surgical resectio
(removal) is likely to result in severe morbidity (disease)
4. There are no satisfactory alternative treatments, or you have progressed (gotten
worse) after treatment

References:
1. Rozlytrek package insert. South San Francisco, Ca. Genentech, Inc. Reyise@@19. Accessed July 2021.
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Generic Brand Reviewed Effective Date
ERDAFITINIB BALVERSA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&RDAFITINIB (Balversajuires the following rule(s) be met for
approval:
A. You have locally advanced or metastatic urothelial carcinoma (type of bladder cancer
that has spread)
B. You are 18 years of age or older
C. You have sueptible fibroblast growth factor receptor (FGFR3 or FGFR2) genetic
alterations (abnormalities) as detected by a Food and Drug Administration-(FDA)
approvedcompanion diagnostic test
D. You meet ONE of the following:

1. You have progressed (worsenddease) during or following at least one line of
prior platinum-containing chemotherapy (such as cisplatin, carboplatin,
oxaliplatin)

2. You have progressed within 12 months of neoadjuvant (treatment given before
main therapy) or adjuvant (addn) platinumcontaining chemotherapy (such as

cisplatin carboplatin, oxaliplatin)
References:
1. Balversa package insert. Horsham, Fassen ProductRevisedluly 2020. Accessddly 2021
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Generic Brand Reviewed Effective Date
ERLOTINIB TARCEVA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&RLOTINIB (Tarcevaquires the following rule(s) be met for approval:

A. You have metastatic nesmall cell lung cancer (type of lung cancer that has spread) OR
locally advanced, unresectable, or metastatic pancreatic cajpegrcreas cancer that
hasspread or cannot be completely removed by surgery)

B. If you have metastatic norsmall cell lung cancer (NSCLC), approval also requires:

1. Your tumor has epidermal growth factor receptor (EGFR) exon 19 deletions or
exon 21(L858R) sulgution mutations (types of gene mutations or permanent
change in thdDNA that makes up a gene) as detected by an FDA (Food and Drug

Administration} approved test
C. If you have locally advanced, unresectable, or metastatic pancreatic caraygsroval

also requires:
1. The requested medication will be used in combination with gemcitabine

2. The medication will be used as a first line treatment

References:
1. Tarceva package inseBouth San Francisco, CA. Genentech USA, Inc. R@cisdxgr 2016. Acased July 2021

2. Lindeman NI, Cagle PT, Beasley MB, et al. Molecular testing guideline for selection of lung cancer patients for EGFR
and ALK tyrosine kinase inhibitors: guideline from the College of American Pathologists, International Association for
the Study of Lung Cancer, and Association for Molecular Pathology. Arch Pathol Lab Med 2013; 137:828.
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ERYTHROPOIESIS STIMULATING AGENTS

EPOETIN ALIEPBX RETACRIT

BETA

METHOXY PEGEPOE| MIRCERA

Edition 1
Generic Brand Reviewed Effective Date
DARBEPOETIN ARANESP 7/23/2021 6/1/2021
EPOETIN ALFA EPOGEN

PROCRIT

REQUIREMENTS:

INITIALCRITERIA FOR PROCRIT (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name&RYTHROPOIESIS STIMULATING AGENTS ¢equiré} the following
rules be met for approval:
1. You have ONE of the following diagnoses:
Anemia (low amount of healthy red bloaells) due to chronic kidney disease
Anemia due to the effect of concomitantly administered (given at the same time)

1.
2.

3.

4.

5.

cancerchemotherapy

Anemia related to zidovudine therapy (type of drug to treat human

immunodeficiency virus)

Anemia due to hepatitis C cdamation treatment with ribavirin plus an
interferon alfa orpeginterferon alfa
You are undergoing elective, noncardiac (not heart related), or nonvascular

surgery.

2. If you have anemia associated with chronic kidney disease, approval also requires:
1. Youhave a hemoglobin level (amount of oxygemntaining protein) of less than

10g/dL

3. If you have anemia due to the effect of concomitantly administered cancer
chemotherapy, approval also requires ONE of the following:
1. You have a hemoglobin level of lékan 11gDI
2. Your hemoglobin level has decreased at least 2g/dL below your baseline level.
4. If you have anemia related to zidovudine therapy, approval also requires:
1. You have a hemoglobin level of less than 10g/dL

(Criteria continued on next page)
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“ WELLFLEET

REQUIREMENTS: ERYTHROPOIESIS STIMULATING AGENTS (CONTINUED)
5. If you have anemia due to concurrent hepatitis C combination treatment with ribavirin
plus an interferon alfa or peginterferon alfa, approval also requires:
1. You have tried a lower ribavirin dos@)less there is medical reason why you
cannot(contraindication)
2. You have a hemoglobin level of less than 10g/dL
6. If you are undergoing elective, noncardiac, or nonvascular surgery, approval also
requires:
1. You have a hemoglobin level of less than 13g/dL

Our guideline name&RYTHROPOIESIS STIMULATING AGENTS (Asmesy the
following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Anemia (low amount of healthy red blood cells) associated with chronic kidney
disease
2. Anemia due to the effects of concomitantly administered (given at the same
time) cancerchemotherapy
3. Anemia due to hepatitis C combination treatment with ribavirin plus an
interferon alfa orpeginterferon alfa.
B. If you have anemia associated witthronic kidney disease, approval also requires:
1. You have tried Procrit
2. You have a hemoglobin level (amount of oxygen containing protein) of less than
10g/dL
C. If you have anemia due to the effect of concomitantly administered cancer
chemotherapy, approval &o requires:
1. You have tried Procrit
2. You have a hemoglobin level of less than 11g/dL OR your hemoglobin level has
decreasedat least 2g/dL below your baseline level
D. If you have anemia due to concurrent hepatitis C combination treatment with ribavirin
plus an interferon alfa or peginterferon alfa, approval also requires:
1. You have tried Procrit
2. You have tried a lower ribavirin dose, unless there is medical reason why you
cannot(contraindication)
3. You have a hemoglobin of less than 10g/dL

(Criteria cortinued on next page)
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REQUIREMENTS: ERYTHROPOIESIS STIMULATING AGENTS (CONTINUED)

Our guideline name@&RYTHROPOIESIS STIMULATING AGENTS (Egzpgery the
following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Anemia (lonamount of healthy red blood cells) due to chronic kidney disease
2. Anemia due to the effect of concomitantly administered (given at the same time)
cancerchemotherapy
3. Anemia related to zidovudine therapy (type of drug to treat human
immunodeficiencyirus)
4. Anemia due to hepatitis C combination treatment with ribavirin plus an
interferon alfa orpeginterferon alfa
5. You are undergoing elective, noncardiac (not heart related), or nonvascular
surgery.

B. If you have anemia associated with chronic kidney disease,rappl also requires:
1. You have tried Procrit
2. You have a hemoglobin level (amount of oxygentaining protein) of less than
10g/dL
C. If you have anemia due to the effect of concomitantly administered cancer
chemotherapy, approval also requires:
1. You haveried Procrit
2. You have a hemoglobin level of less than 11@Ryour hemoglobin has
decreased aleast 2g/dL below your baseline level
D. If you have anemia related to zidovudine therapy, approval also requires:
1. You have tried Procrit
2. You have a hemoglobievel of less than 10g/dL
E. If you have anemia due to concurrent hepatitis C combination treatment with ribavirin
plus an interferon alfa or peginterferon alfa, approval also requires:
1. You have tried Procrit
2. You have tried a lower ribavirin dose, unless thisrenedical reason why you
cannot(contraindication)
3. Your hemoglobin level is less than 10g/dL
F. If you are undergoing elective, noncardiac, or nonvascular surgery, approval also
requires:
1. You have tried Procrit
2. You have a hemoglobin level of less ti&g/dL

(Criteria continued on next page)
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REQUIREMENTS: ERYTHROPOIESIS STIMULATING AGENTS (CONTINUED)

Our guideline name&RYTHROPOIESIS STIMULATING AGENTS (Retaor3 the
following rule(s) be met for approval:
A. You have ONE of tHellowing diagnoses:
1. Anemia (low amount of healthy red blood cells) due to chronic kidney disease
2. Anemia due to the effect of concomitantly administered (given at the same time)
cancerchemotherapy
3. Anemia related to zidovudine therapy (type of drug to treaman
immunodeficiencyirus)
4. Anemia due to hepatitis C combination treatment with ribavirin plus an
interferon alfa orpeginterferon alfa
5. You are undergoing elective, noncardiac (not heart related), or nonvascular
surgery
B. If you have anemia associateditln chronic kidney disease, approval also requires:
1. You have tried Procrit
2. You have a hemoglobin level (amount of oxygentaining protein) of less than
10g/dL
C. If you have anemia due to the effect of concomitantly administered cancer
chemotherapy,approval also requires:
1. You have tried Procrit
2. You have a hemoglobin level of less than 11g/dL OR your hemoglobin has
decreased aleast 2g/dL below your baseline level
D. If you have anemia related to zidovudine therapy, approval also requires:
1. You haveried Procrit
2. You have a hemoglobin level of less than 10g/dL
E. If you have anemia due to concurrent hepatitis C combination treatment with ribavirin
plus an interferon alfa or peginterferon alfa, approval also requires:
1. You have tried Procrit
2. You have triedh lower ribavirin dose, unless there is a medical reason why you
cannot(contraindication)
3. You have a hemoglobin level of less than 10g/dL
F. If you are undergoing elective, noncardiac, or nonvascular surgery, approval also
requires:
1. You have tried Procrit
2. You have a hemoglobin level of less than 13g/dL

(Criteria continued on next page)
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REQUIREMENTS: ERYTHROPOIESIS STIMULATING AGENTS (CONTINUED)

Our guideline name&RYTHROPOIESIS STIMULATING AGENTS (véopéray the
following rule(s) be mefor approval

A. You have anemia (low amount of healthy red blood cells) associated with chronic kidney
disease
B. If you are 18 years of age or older, approval also requires
1. You have tried Procrit
2. You have a hemoglobin level (amountosfygenrcontaining protein) of less than
10g/dL
C. If you are between 5 and 17 years of age, approval also requires:
1. You are on hemodialysis
2. You are changing from another erythropoiestsnulating agent (ESA; epoetin
alfa,darbepoetin alfa) after the hemoglablevel has been stabilized with the
ESA

RENEWAL CRITERIA FOR PROCRIT

Our guideline name&RYTHROPOIESIS STIMULATING AGENTS (eouoré} the
following rule(s) be met for renewal:
A. You have ONE of the following diagnoses:
1. Anemia (low amount dfiealthy red blood cells) due to with chronic kidney
disease
2. Anemia due to the effects of concomitantly administered (given at the same
time) cancerchemotherapy
3. Anemia related to zidovudine therapy (type of drug to treat human
immunodeficiencyirus)
4. Anema due to hepatitis C combination treatment with ribavirin plus an
interferon alfa ompeginterferon alfa
B. If you have anemia associated with chronic kidney disease, renewal also req@i¢s
of the following:
1. You have a hemoglobin level (amount of oxygentaining protein) of less than
10g/dLif you are NOT on dialysis
2. You have a hemoglobin level of less than 11g/dL if you are on dialysis
3. Your hemoglobin level has reached 10g/dL (if you are NOT on dialysis) and dose
reduction/interruption is required to redce the need for blood transfusions
4. Your hemoglobin level has reached 11g/dL (if you are on dialysis) and dose
reduction/interruption is required to reduce the need for blood transfusions
C. If you have anemia due to the effect of concomitantly administeredhcar
chemotherapy, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL
(Criteria continued on next page)
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REQUIREMENTS: ERYTHROPOIESIS STIMULATING AGENTS (CONTINUED)

D. If you have anemia related to zidovudine therapy, renewalko requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL
E. If you have anemia due to concurrent hepatitis C combination treatment with ribavirin
plus an interferon alfa or peginterferon alfa, renewal also requires:
1. You have a hemoglobin level meten 10g/dL and 12g/dL

RENEWAL CRITERIA FOR ARANESP

Our guideline name&RYTHROPOIESIS STIMULATING AGENTS (Asmesy the
following rule(s) be met for renewal:
A. You have ONE of the following diagnoses:
1. Anemia (low amount of healthy red bloaells) associated with chronic kidney
disease
2. Anemia due to the effects of concomitantly administered (given at the same
time) cancerchemotherapy
3. Anemia due to hepatitis C combination treatment with ribavirin plus an
interferon alfa orpeginterferon alfa.
B. If you have anemia associated with chronic kidney disease, renewal also req@i¢s
of the following:
1. You have a hemoglobin level of less than 10g/dL if you are NOT on dialysis
2. You have a hemoglobin level of less than 11g/dL if you are on dialysis
3. Your kremoglobin has reached 10g/dL (if you are not on dialysis) and dose
reduction/interruption is required to reduce the need for blood transfusions
4. Your hemoglobin has reached 11g/dL (if you are on dialysis) and dose
reduction/interruption is required to reduethe need for blood transfusions.
C. If you have anemia due to the effect of concomitantly administered cancer
chemotherapy, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL
D. If you have anemia due to concurrent hepatitisd@mbination treatment with ribavirin
plus an interferon alfa or peginterferon alfa, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL

(Criteria continued on next page)
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REQUIREMENTS: ERYTHROPOIESIS STIMUAGENIS (CONTINUED)

RENEWAL CRITERIA FOR EPOGEN
Our guideline name@&RYTHROPOIESIS STIMULATING AGENTS (Egzpgery the
following rule(s) be met for renewal:
A. You have ONE of the following diagnoses:
1. Anemia (low amount of healthy red blood cells) duekwonic kidney disease
2. Anemia due to the effect of concomitantly administered (given at the same time)
cancerchemotherapy
3. Anemia related to zidovudine therapy (type of drug to treat human
immunodeficiencyirus)
4. Anemia due to hepatitis C combination ttegent with ribavirin plus an
interferon alfa orpeginterferon alfa
B. If you have anemia associated with chronic kidney disease, renewal also req@i¢s
of the following:
1. You have a hemoglobin level (amount of oxygentaining protein) of less than
10g/dLif you are NOT on dialysis
2. You have a hemoglobin level of less than 11g/dL if you are on dialysis
3. Your hemoglobin level has reached 10g/dL (if you are not on dialysis) and dose
reduction/interruption is required to reduce the need for blood transtuss
4. Your hemoglobin level has reached 11g/dL (if you are on dialysis) and dose
reduction/interruption is required to reduce the need for blood transfusions.
C. If you have anemia due to the effect of concomitantly administered cancer
chemotherapy, renewal &o requires:
1. You have a hemoglobin level between 10g/dL and 12 g/dL
D. If you have anemia related to zidovudine therapy, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12 g/dL
E. If you have anemia due to concurrent hepatitis C combinatiimaatment with ribavirin
plus an interferon alfa or peginterferon alfa, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12 g/dL

RENEWAL CRITERIA FOR RETACRIT
Our guideline name&RYTHROPOIESIS STIMULATING AGENTS (Regaorg3the
following rule(s) be met for renewal:
A. You have ONE of the following diagnoses:
1. Anemia (low amount of healthy red blood cells) due to chronic kidney disease
2. Anemia due to the effect of concomitantly administered (given at the same time)
cancerchemotherapy
3. Anemia related to zidovudine therapy (type of drug to treat human
immunodeficiencyirus)
4. Anemia due to hepatitis C combination treatment with ribavirin plus an
interferon alfa orpeginterferon alfa

(Criteria continued on next page)
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REQUIREMENTS: ERYTHROPOIESIS STIMULATING AGENTS (CONTINUED)

B. If you have anemia associated with chronic kidney disease, renewal also req@i¢s
of the following:
1. You have a hemoglobin level (amount of oxygentaining protein) of less than
10g/dLif youare NOT on dialysis
2. You have a hemoglobin level of less than 11g/dL if you are on dialysis
3. Your hemoglobin level has reached 10g/dL (if you are not on dialysis) and dose
reduction/interruption is required to reduce the need for blobdnsfusions
4. Your hemoglobin level has reached 11g/dL (if you are on dialysis) and dose
reduction/interruption is required to reduce the need for blood transfusions
C. If you have anemia due to the effect of concomitantly administered cancer
chemotherapy, rerwal also requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL
D. If you have anemia related to zidovudine therapy, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL
E. If you have anemia due to concurrent hepatitis C comdtiion treatment with ribavirin
plus an interferon alfa or peginterferon alfa, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL

Our guideline name&RYTHROPOIESIS STIMULATING AGENTS (vecperey the
following rule(s) be ret for renewal:
A. You have anemia (low amount of healthy red blood cells) associated with chronic kidney
disease
B. If you are 18 years of age or older and are currently receiving dialysis treatment,
renewal also requires ONE of the following:
1. You have &demoglobin level (amount of oxygemntaining protein) of less than
11g/dL
2. The patient has a hemoglobin level that has reached 11g/dL and dose
reduction/interruption is required to reduce the need for blood transfusions
C. If you are 18 years of age or oldand are NOT receiving dialysis treatment, renewal
also requires ONE of the following:
1. You have a hemoglobin level (amount of oxygentaining protein) of less than
10g/dL
2. You have a hemoglobin level that has reached 10g/dL and dose
reduction/interruption isrequired to reduce the need for blood transfusions

(Criteria continued on next page)
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RX PLAN
REQUIREMENTS: ERYTHROPOIESIS STIMULATING AGENTS (CONTINUED)

D. If you are between 5 and 17 years of age, renewal also requires:
1. You arecurrently receiving dialysis treatment
2. You have ONE of the following:
a. A hemoglobin level (amount of oxygeontaining protein) of less
than 11g/dL
b. A hemoglobin level that has reached 11g/dL and dose
reduction/interruption isrequired to reduce the need fdylood
transfusions

References:

Aranesp package insert. Thousand Oaks, Ca. Amgen Inc. Revised January 2019. Accessed July 2021.
Epogen package insert. Thousand Oaks, Ca. Amgen Inc. Revised July 2018. Accessed July 2021.
PROCRIT package insert. Thousaakk{OCa. Amgen Inc. Revised. Reviewed July 2018. Accessed July 2021.
RETACRIT package insert. Lake Forest, IL.Pfizer Company. Reviewed June 2020. Accessed July 2021.
MIRCERA package ins&tuth San Francisco, GReviewed June 2018. Accessed 2081
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WELLFLEET RX STUDENT FORMULARY

EVEROLIMUS
Edition 1
Generic Brand Reviewed Effective Date
EVEROLIMUS AFINITOR 7/23/2021 6/1/2021
EVEROLIMUS AFINITOR
DISPERZ

** Please use the criteria for the specific drug requested **
REQUIREMENTS:

AFINITOR DISPERZ
Our guideline name@&VEROLIMUS (Afinitor Disperejjuires the following rule(s) be met for
approval:
A. You have ONE of tHellowing diagnoses:
1. Subependymal giant cell astrocytoma (SEGA,; a type of brain tumor) with
tuberoussclerosis complex (TSC; genetic disorder with manycaoer tumors)
2. Tuberous sclerosis complex (T<a€3ociated partiabnset seizures
B. If you have subepadymal giant cell astrocytoma (SEGA) with tuberous sclerosis
complex (TSC), approval also requires:
1. You are 1 year of age or older
2. Your diagnosis requires therapeutic intervention but cannot be curatively
resected(completely remove with surgery)
C. If you have tuberous sclerosis complex (TS#3sociated partialbbnset seizures,
approval also requires:
1. You are 2 years of age or older
2. The medication will be used as adjunctive (amhg treatment

(Criteria continued on next page)
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REQUIREMENTS: EVEROLIMUS (CONTINUED)

AFINITOR

Our guideline name&VEROLIMUS (Afinitagquires the following rule(s) be met for

approval:

A. You meet ONE of the following:

1.

References:

You have advanced renal cell carcinoma (type of kidney cancer) after failure of or
contraindication to (medical reason why you cannot use) treatment with

sunitinib (Sutent) or sorafenib (Nexavar) (which may also require prior
authorization), AND yoare 18 years of age or older

You have subependymal giant cell astrocytoma (SEGA; a tyypaioftumor)

with tuberous sclerosis complex (TSC; genetic disorder with mangaocer

tumors) thatrequires therapeutic intervention but cannot be curatively resected
(completely removedvith surgery), AND you are 1 year of age or older

You haveprogressive, neuroendocrine tumors (NET) with unresectable, locally
advanced or metastatic disease, either neuroendocrine tumors of pancreatic
origin (PNET) OR walifferentiated, nonfunctional neuroendocrine tumors of
gastrointestinalGl) or lung origi, AND you are 18 years of age or older

You have renal angiomyolipoma (type of kidney tumor) and tuberous sclerosis
complex(TSC) that does not require immediate surgery, AND you are 18 years of
age or older

You are a postmenopausal woman with advancethtone receptospositive,
HERZhuman epidermal growth factor receptor 2: a gene/protein in breast
cancer)g negativebreast cancer (defined as IHC scores less than or equal to 3+
or FISH amplification ratiess than or equal to 2.0), AND the requested
medication will be used in combinatiomith Aromasin (exemestane) after failure
of or contraindication (medical reason whywecannot use) to treatment with
Femara (letrozole) or Arimidex (anastrozole).

1. Afinitor/Afinitor Disperzpackage insert. East Hanover, New Jefdeyartis Pharmaceuticals Corporation. Revised
April 2021. Accessed July 2021.

2. Wuerstlein R, Harbedk. Neoadjuvant Therapy for HER@sitive Breast CanceRev Recent Clin Tria017;12(2):81
92. doi:10.2174/1574887112666170202165049
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Generic Brand Reviewed Effective Date
FEDRATINIB INREBIC 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name&EDRATINIB (Inrebigquires the following rule(s) be met fapproval:
A. You have intermediat@ or highrisk primary or secondary (pepblycythemia vera or
post-essentiakthrombocythemia) myelofibrosis (type of bone marrow cancer)
B. You are 18 years of age or older
C. You previously had a trial of oontraindication (medical reason why you cannot use) to
Jakafi (ruxolitinib)

RENEWAL CRITERIA
Our guideline name&EDRATINIB (Inrebi@quires the following rule(s) be met for renewal:
A. You have intermediat@ or highrisk primary or secondarpostpolycythemia vera or
post-essentiathrombocythemia) myelofibrosis (type of bone marrow cancer)
B. You had symptom improvement IQyNEof the following:
1. You have a spleen volume reduction of 35% or greater from baseline after 6
months oftherapy
2. You havea 50% or greater reduction in total symptom score on the modified
Myelofibrosis Symptom Assessment Form (MFSAF) v2.0
3. You have a 50% or greater reduction in palpable (can be felt by external
examination)spleen length

References:
1.Inrebic package inserSummit, NJ. Celgene Corporation. Revised August 2019. Accessed April 2021
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Generic Brand Reviewed Effective Date
FENFLURAMINE FINTEPLA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name&#ENFLURAMINE (Finteptajjuires the following rule(s) be met for
approval:
A. You have seizuresssociated with Dravet syndrome (severe type of seizure disorder that
begins during the first year of life)
B. You are 2 years of age or older
C. Therapy is prescribed by or given in consultation with a neurologist (doctor who
specializes ithe brain, spine, ath nerves)
D. You had a previous trial of clobazam AND valproic acid derivatives, unless there is a
medicalreason why you cannot (contraindication)

RENEWAL CRITERIA
Our guideline name&#ENFLURAMINE (Finteptajjuires the following rule(s) be met for
approvd:
A. You have seizures associated with Dravet syndrome (severe type of seizure disorder that
begins during the first year of life)
B. You have shown continued clinical benefit (such as reduction of seizures, reduced length
of seizures, seizure control maintaahewhile on therapy

References:
1. Fintepla package insert. Emeryville CA. Zogenix Inc. Revised June 2020. Accessed July 2021.
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RX PLAN

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
FENTANYL NASAL LAZANDA 7123/2021 7123/2021
SPRAY

Edition2

REQUIREMENTS:

Our guideline name&ENTANYL NASAL SPRAY (Lazesglajes the following rule(s) to
be met for approval:
A. You have ONE of the following diagnoses:
a. You have a diagnosis of cancelated pain
b. You are receiving palliative care (treatment for comfort from pyoms) or end
of-life care
c. You are enrolled in hospice

B. You are currently taking a maintenance dose of a contrakdease pain medication
(such as MS Contin, Oxycontin, Oramorph SR, Duramorph, Roxanol SR, Duragesic,
Kadian, Avinza or the generic formsamify of these drugs)

C. You had a trial of an oral immediatelease pain medication (such as morphine sulfate
immediaterelease [MSIR], Percodan, Percocet, Vicodin, Tylenol with Codeine, Dilaudid,
Demerol or the generic forms of any of these), unless you défieulty swallowing
tablets or capsules OR there is a medical reason why you cannot (contraindication)

D. You had a trial of generic fentanyl citrate lozenge (which also requires a prior
authorization), unless there is a medical reason why you cannotr@adication)

E. You had a trial of Abstral or Fentora (which also requires a prior authorization), unless
there is a medical reason why you cannot (contraindication)

References:
1. Lazandaackage insert. Northbrook, IL. West Therapeutic Development. Revised March 2021. Accessed July 2021.
2. Osman H, Shrestha S, Temin S, et al. Palliative Care in the Global Setting: ASCORextdigdd ractice
GuidelineJ Glob OncoP018;4:124.
3. Ferrell BR, Twaddle ML, Melnick A, Meier DE. National Consensus Project Clinical Practice Guidelines for Quality
Palliative Care Guidelines, 4th EditidrRPalliat Med2018;21(12):1684689.
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RX PLAN
WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
FENTANYL SUBLINGU SUBSYS 7123/2021 7123/2021
SPRAY

Edition2

REQUIREMENTS:
Our guideline name&ENTANYL SUBLINGUAL SPRAY (Stdugyisgs the following rule(s) be
met for approval:

A. You have ONE of the following diagnoses:

a. You have cancerelated pain

b. You are receiving palliative care (treatment for comfort from symptoms) or end
of-life care

c. You are enrolled in hospice

B. You are currently using the requested medication with a contrelddase pain
medication (MS Contin, Oxycontin, Oramorph SR, Duramorph, Roxanol SR, Duragesic,
Kadian, Avinza or the generic forms of any of these drugs)

C. You had a trial of an oral immediatelease pain medication (morphine sulfate
immediaterelease [MSIR], Percodan, Percocet, Vicodin, Tylenol with Codeine, Dilaudid,
Demerol or the generic forms of any of these), unless you have difficulty swallowing
tablets or capsules OR there is a mediealson why you cannot (contraindication)

D. You had a trial of generic fentanyl citrate lozenge (which also requires a prior
authorization), unless there is a medical reason why you cannot (contraindication)

E. You had a trial of Abstral or Fentora, all of whinay also require a prior authorization,
unless there is a medical reason why you cannot (contraindication)

References:
1. Subsys package insert. Northbrook, IL. West Therapeutic Development, LLC. Revised March 2021. Accessed July 2021.
2. Osman H, Shrestha®min S, et al. Palliative Care in the Global Setting: ASCO ReStratifeed Practice
GuidelineJ Glob Oncok018;4:124.
3. Ferrell BR, Twaddle ML, Melnick A, Meier DE. National Consensus Project Clinical Practice Guidelines for Quality
Palliative Care Guidelines, 4th EditidrRalliat Med2018;21(12):1684689.
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Generic Brand Reviewed Effective Date
FENTANYL DURAGESIC 7123/2021 7123/2021
TRANSDERMAL PATC

Edition2

REQUIREMENTS:
Our guideline name&ENTANYL TRANSDERMAL PATCH (Duragegsims the following
rule(s) be met for approval:

A. You meet ONE of the following:

a. You meet the definition of opioitblerance. This is defined as those who are
taking, for one week or longer, at least 60mg oral morphine per day, 25mcg
transdermal fentanyl/hour, 30mg oral oxycodone/day, 25mg oral
oxymorphone/day, 8mg oral hydromorphone/day, or an equianalgesic dose
(equd painrelieving dose) of another opioid

b. You are receiving palliative care (treatment for comfort from symptoms) or end
of-life care

c. You are enrolled in hospice

B. The requested medication is not prescribed on an 'as needed' basis
C. Requests for dosing evergours requires a trial of transdermal (absorbed through
the skin) fentanyl patch dosed every 72 hours

References:
1. Duragesic package insert. Titusville, NJ. Janssen Pharmaceuticals, Inc. Revised March 2021. Accessed July 2021.
2. Osman H, Shrestha®min S, et al. Palliative Care in the Global Setting: ASCO ReStratifeed Practice
GuidelineJ Glob Oncok018;4:124.
3. Ferrell BR, Twaddle ML, Melnick A, Meier DE. National Consensus Project Clinical Practice Guidelines for Quality
Palliative Car&uidelines, 4th Editiord Palliat Med2018;21(12):1684689.
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FENTANYL TRANSMUCOSAL AGENTS
Generic Brand Reviewed Effective Date
FENTANYL CITRATE | ACTIQ, 7/23/2021 7/23/2021
ABSTRAL,
FENTORA
Edition2

REQUIREMENTS:

Our guideline name&ENTANYL TRANSMUCOSAL AGENTS (Actiq, Fentora, Adogtia®

the following rule(s) be met for approval:

A. You have ONE of tHellowing diagnoses:
a. You have canceelated pain
b. You are receiving palliative care (treatment for comfort from symptoms) or end
of-life care

c. You are enrolled in hospice

B. You are currently using the requested medication with a contrelddase pain
medicdion (MS Contin, Oxycontin, Oramorph SR, Duramorph, Roxanol SR, Duragesic,
Avinza or the generic forms of any of these drugs)

C. You had a trial of an oral immediatelease pain medication (such as morphine sulfate
immediaterelease [MSIR], Percodan, Perdpaécodin, Tylenol with Codeine, Dilaudid,
Demerol or the generic forms of any of these), unless you have difficulty swallowing
tablets or capsules OR there is a medical reason why you cannot (contraindication)

D. You had a trial of generic fentanyl citrdtzenge (which also requires a prior
authorization) unless there is a medical reason why you cannot (contraindication)

References:

1. Actig package inserRarsippany, NJ. Teva Pharmaceuticals.dediMarch 2021. Accessed July 2021.

2. Abstral package inserSolana Beach, CA. Sentynl Therapeutics, Inc. Reviewed October 2019. Accessed July 2021.

3. Fentora package inseiParsippany, NJ. Teva Pharmaceuticals. Reviewed March 2021. Accessed July 2021.

4. Osman H, Shrestha S, Temin S, et al. Palliative Care in the Global Setting: ASCOResdigdd ractice
GuidelineJ Glob Oncok018;4:124.

5. Ferrell BR, Twaddle ML, Melnick A, Meier DE. National Consensus Project Clinical Practice Guidelifig for Qua
Palliative Care Guidelines, 4th EditidrRalliat Med2018;21(12):1684689.
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Generic Brand Reviewed Effective Date
FLIBANSERIN ADDYI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA, SEE BELOW)
Our guideline name&LIBANSERIN (Addsgguires the following rule(s) be met for approval:
A. You have acquired, generalizbgpoactive sexual desire disorder (HSDD; lack or
absence obexual desire). This is also referred to as female sexual interest/arousal
disorder per DSMb (adiagnostic tool for mental disorders), as definedAlyLof the
following criteria:
1. Persistently orecurrently deficient (or absent) sexual fantasies and desire for
sexual activityhat has persisted for at least 6 months
2. Hypoactive sexual desire disorder is not a result of-axisting medical or
psychiatriccondition, a problem within the relationgh or the effects of a
medication or drug substance
3. Hypoactive sexual desire disorder symptom causes marked distress or
interpersonaldifficulty
You are a premenopausal female
. You are 18 years of age or older
. You previously had a trial blupropion, unless there is a medical reason why you cannot
(contraindication)
E. You are not currently using Vyleesi (bremelanotide)

OO0 W

(Criteria continued on next page)
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REQUIREMENTS: FLIBANSERIN (CONTINUED)

" W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

RENEWAL CRITERIA
Our guideline foFLIBANSERIN (Addggquires the following rule(s) be met for renewal:

A. You have acquired, generalized hypoactive sexual desire disorder (HSDD; lack or
absenceof sexual desire). This is also referred to as female sexual interest/arousal
disorder perDSM5 (a diagnostic tool for mental disorders), as definedhjof the
following criteria:

1. Persistently or recurrently deficient (or absent) sexual fantasies and desire for

sexualactivity that has persisted for at least 6 months

2. Hypoactive exual desire disorder is not a result of aeasting medical or

psychiatriccondition, a problem within the relationship or the effects of a
medication or drugubstance

3. Hypoactive sexual desire disorder symptom causes marked distress or

interpersonaldifficulty
You are a premenopausal female
You are 18 years of age or older
You are not currently using Vyleesi (bremelanotide)
You have demonstrated continued improvement in symptoms of hypoactive sexual
desiredisorder/female sexual interest and arousalatider (such as increased sexual
desire,lessened distress)

moow

References:
1. Addyipackage insert. Raleigh, NC. Sprout Pharmaceuticals, Inc. Revised December 2019. Accessed July 2021.
2. Modell JG, May RS, Katholi CR. Effect of buprepR®mn orgasmic dysfunction in nondepressed subjects: a pilot
study.J Sex Marital The2000;26(3):232240. doi:10.1080/00926230050084623
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Generic Brand Reviewed Effective Date
FLUOROURACIL 0.5% CARAC 7123/2021 6/1/2021
CREAM

Edition 1

GUIDELINE FOR USE
Our guideline name&LUOROURACIL 0.5% CRE2&Macyequires the following rule(s) be
met for approval:
A. You have actinic or solar keratosis (rough, scaly patch on the skin caused by years of sun
exposure)
B. You have previously tried at leaStNEof the following:
1. Generic topical (applied to skin) agsr{such as imiquimod 5%, diclofenac 3%,
fluorouracil 5%)
2. Preferred topical (applied to skin) agents (such as Picato)

References:
1. Carac package inseBridgewater, NJ. Valeant Pharmaceuticals North AmericaRev@edApril 2017. Accessed July
2021.
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Generic Brand Reviewed Effective Date
FOSTAMATINIB TAVALISSE 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name&OSTAMATINIB (Tavalissefuires the following rule(s) be met for
approval:

A. Youhave chronic immune thrombocytopenia (cITP; Low levels of the blood cells that
preventbleeding)

B. You are 18 years of age or older

C. The requested medication is prescribed by or given in consultation with a hematologist
(bloodspecialist) or immunologist (allgy/immune system doctor)

D. You had a splenectomy (surgical removal of spl€#Ra previous trial of or
contraindication to(medical reason why you cannot use) at IeB8tOof the following
treatments:

1. Corticosteroids
IVIG (intravenous immunoglobulin)
Rho@m
Rituxan (rituximab)
Thrombopoietin receptor agonist such as Promacta (eltrombopag), Nplate
(romiplostim)

arwd

RENEWAL CRITERIA
Our guideline name&OSTAMATINIB (Tavalissejuires the following rule(s) be met for
renewal:
A. You have chronic immurterombocytopenia (clITP; Low levels of the blood cells that
preventbleeding)
B. You had clinically significant prevention of bleeds while on therapy
C. Your AST (aspartate transaminase) and ALT (alanine transaminase) levels (types of liver
enzymes) have remainathder 3 times the upper limits of normal per reference range
D. Your total bilirubin level has remained under 2 times the upper limits of normal per
referencerange
E. Your absolute neutrophil count (ANC; a measure of the number of neutrophils which are
a typeof white blood cell) has remained within normal limits per reference range
F. Your platelets have reached a level between 50 and 450 x 10(9)/L

References:
1. Tavalisse package inseBouth San Francisco, Gfgel Pharmaceuticals, IiRevised April 201&\ccessed July 2021
2. Sahi PK, Chandra J. Immune Thrombocytopenia: American Society of Hematology GuidelinegjiafPediatr
2020;57(9):854856.
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Generic Brand Reviewed Effective Date
FOSTEMSAVIR RUKOBIA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&OSTEMSAVIRYkobia)requires the following rule(s) be met for
approval:
A. You have human immunodeficiency virus type 1 {Bl\nfection (a virus that attacks
0 KS oirgniBe@ystem and if untreated, can lead to AIDS [acquired
immunodeficiency syndrome])
B. You are 18 gars of age or older
C. The requested medication will be used in combination with other antiretroviral(s) (class
of medication used to treat HIV)
D. You are treatment experienced (previously treated)
E. You have multidrugesistant HIVL infection (your virus is sistant to more than one
HIVmedication)
F. You are failing your current antiretroviral regimen due to resistance, intolerance, or
safetyconsiderations

References:
1. Rukobigpackage insert. Research Triangle Park Vi€ .Healthcare. ResedJuly 2020. Accessed July 2021.
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Generic Brand Reviewed Effective Date
GEFITINIB IRESSA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name&EFITINIB (Iressedquires the following rule(s) be met for approval:
A. You have metastatic nesmall cell lung cancer (NSCLC; type of lung canaeh#s
spread)
B. Your tumors have epidermal growth factor receptor (EGFR) exon 19 deletions or exon
21 (L858R) substitution mutations (types of permanent changes in your DNA that make
up yourgene) as detected by an FDA (Food and Bwministration}approved test

References:
1. Iressa package insert. Wilmington, DE. AstraZeneca Pharmaceutidas/&&dApril 2004. Accessed July 2021.
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GILTERITINIB XOSPATA 7123/2021 6/1/2021
FUMARATE

Edition 1

REQUIREMENTS:
Our guideline name&GILTERITINIB (Xospatajjuires the following rule(s) be met for
approval:
A. You have relapsed or refractory acute myeloid leukemia (AML: type of white blood cell
cancer)
B. You are 18 years of age or older
C. You have FM#&ke tyrosine kinase 3 (type of gene) mutation (change in the DNA gene)
asdetected by a Food and Drug Administratiapproved test

References:
1. Xospatgpackage insert. Northbrook, Illinois. Astellas Pharma US, Incdd®iday 2019. Accessed July 2021
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Generic Brand Reviewed Effective Date
GLASDEGIB MALEATE DAURISMO 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

Our guideline name&LASDEGIB (Daurisnmrejjuires the following rule(s) be met for approval:
A. You have newhlgiagnosed acutenyeloid leukemia (AML: type of white blood cell

cancer)

B. The requested medication will be used in combination with-tinge cytarabine
C. You are 75 years of age or old®&Ryou have comorbidities (having more than one

diseasehat prevents the use of inteng induction chemotherapy

References:

1. Daurismo package inseftlew York, NY. Pfizer Labs, Inc. aiMarch 2020. Accessed July 2021.
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GLYCEROL RAVICTI 7123/2021 6/1/2021
PHENYLBUTYRATE

Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name&GLYCERMHENYLBUTYRATE (Rawvietjires the following rule(s)
be met for approval:
A. You have a urea cycle disorder (genetic disorder that causes buildup of ammonia in
blood)
B. Documentation of confirmation of urea cycle disorder via enzymatic, biochemical or
genetictesting (types of lab tests)
You are 2 months of age or older
Ravicti will be used as adjunctive (adid) therapy along with dietary protein restriction
The disorder cannot be managed by dietary protein restriction and/or amino acid
supplementation alone
F. The patient doetNOThave a deficiency ofdcetylglutamate synthetase (type of
enzyme)or acute hyperammonemia (short and sudden high ammonia levels)
G. You have previously tried Buphenyl (sodium phenylbutyrate), unless there is a medical
reason why you carot (contraindication)

mo o

RENEWAL CRITERIA
Our guideline name&LYCEROL PHENYLBUTYRATE (Ragidtis the following rule(s)
be met for renewal:
A. You have a urea cycle disorder (genetic disorder that causes buildup of ammonia in
blood)
B. You had clinical begiit from baseline (such as normal fasting glutamine -tawmal
fastingammonia levels, or mental status clarity).

References:
1. Ravicti package inseiftake Forest, IL. Horizon Pharma USA, Incs&#vtctober 2019. Accessed July 2021.
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GLYCOPYRRONIUM TOPICAL
Generic Brand Reviewed Effective Date
GLYCOPYRRONIUM | QBREXZA 7/23/2021 6/1/2021
2.4% CLOTH
Edition 1

REQUIREMENTS:
Our guideline name&GLYCOPYRRONIUM TOPICAL (Qbreeaquaiyes the following rule(s) be
met for approval:

A. You have primary axillary hyperhidrosis (excessive underarm sweating)

B. You are 9 years of age dder

C. You had a trial of a prescription strength aluminum chloride product such as Drysol

References:
1. Qbrexza package insert. Menlo Park, California. Dermira, Incedune 2018. Accessed July 2021.
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GONADOTROPIN RELEASING HORMONE (GNRH) AGONIST

Edition 1
Generic Brand Reviewed Effective Date
LEUPROLIDE ACETAT ELIGARD 7/23/2021 6/1/2021

LEUPROLIDE ACETAT LEUPROLIDE
(GENERIC)

ACETATE

NAFARELIN ACETATH SYNAREL

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name@6ONADOTROPIN RELEASING HORMONE (GNRH) AGIJSIST (
leuprolide acetate, Synarebequires the following rule(s) be met for approval:

A. You have advanced prostate cancer, moderate to severe pain from endometriosis
(tissuethat is normally in the uterus grows outside the uterus), central precocious
puberty (CPPearly sexual development in girls and boys), or gender dysphoria (you're
distressed becausgour assigned sex/gender do not match your gender identity)

B. If you have moderate to severe pain associated with endometriosis, approval also
requires:

1.
2.
3.

4.

The request is for Synarel

You are 18 years of age or older

The requested medication is prescribed by or given in consultation with an
obstetrician/gynecologist (doctor who specializes in women's health)

You have previously tried a nonsteroidatti-inflammatory drug (NSAID) AND a
progestincontaining contraceptive preparation (such as combination hormonal
contraceptive preparation, progestionly contraceptive preparation), unless
there is amedical reason why you cannot (contraindication)

(Criteria continued on next page)
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REQUIREMENTS: GONADOTROPIN RELEASING HORMONE (GNRH) AGONIST)(CONTINUED

C. If you are female and have central precocious puberty, approval also requires:

1. The request is for Synaret Leuprolide (generic)

2. You are 2 years of age or older

3. The requested medication is prescribed by or given in consultation with a

pediatric

4. endocrinologist (hormone doctor)

You have high levels of follieiimulating hormone (FSH) (level greater than 4.0
mlU/mL) and luteinizing hormone (LH) (level greater than 0.2 to 0.3 mlU/mL) at
diagnosis

6. You are/were younger than 8 years of age when your condition started

7. There is documentation of pubertal staging using the Tanner scale (scale of

physicameasurement®f development based on external sex characteristics)
for breastdevelopment (stage 2 or above) AND pubic hair growth (stage 2 or
above)

D. If you are male and have central precocious puberty, approval also requires:

1. The request is for Synaret Leuprolide (generic)

2. You are 2 years of age or older

3. The requested medication is prescribed by or given in consultation with a

pediatricendocrinologist (hormone doctor)

4. You have high levels of follieimulating hormone (FSH) (level greater thad 5.
mlU/mL) and luteinizing hormone (LH) (level greater than 0.2 to 0.3 mlU/mL) at
diagnosis
You are/were younger than 9 years of age when your condition started
Documentation of pubertal staging using the Tanner scale (scale of physica
measurements of devepment based on external sex characteristics) for genital
development (stage 2 or above) AND pubic hair growth (stage 2 or above)

o

o o

RENEWAL CRITERIA
Our guideline name@6ONADOTROPIN RELEASING HORMONE (GNRH) AGONIST (Eligard,
leuprolide acetate, Synarebequires the following rule(s) be met for renewal:

A. You have advanced prostate cancer, moderate to severe pain from endometriosis
(tissue that i;normally in the uterus grows outside the uterus), central precocious
puberty (CPP; early sexwddvelopmentingr & |y R 62&a0X 2N 3SyRSNJ
distressed because your assigrsgk/gender do not match your gender identity)

B. If you have moderate to severe pain associated with endometriosis, renewal also
requires:

1. The request is for Synarel
2. You hadmprovement of pain related to endometriosis while on therapy
3. You are receiving adolack therapy at the same time (i.e., combination estrogen
progestinor progestinonly contraceptive preparation)
4. You have NOT received a total course of Synarel theragedixagy 12 months
(Criteria continued on next page)
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“ W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

C. If you have central precocious puberty, renewal also requires:
1. The request is for Synarel or Leuprolide (generic)
2. Tanner scalstaging (scale of physical measurements of development based on
externalsex characteristics) at initial diagnosis of CPP has stabilized or regressed
(lowered) duringhree separate medical visits in the previous year
3. You have not reached actual age whachiresponds to current pubertal age

References:
1. Eligard package insert. Fort Collins, CO. Tolmar Pharmaceuticals, IsedRebruary 2019. Accessed July 2021
2. Synarepackage insert. New York, NY. Pfizer Labs, Incsdeidway 2017. Accessed July 2021
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HYDROMORPHONE ER

Generic Brand Reviewed Effective Date
HYDROMORPHONE H( EXALGO, 7/23/2021 7/23/2021
ER HYDROMORPHON
Edition2 ER

REQUIREMENTS:

Our guideline namedlYDROMORPHONE ER (Exakppires the following rule(s) be met for

approval:

A. You meet ONE of thellowing:

B.
C.

a. You meet the definition of opioid tolerance. This is defined as those who are
taking, for one week or longer, at least 60mg oral morphine per day, 25mcg
transdermal fentanyl/hour, 30mg oral oxycodone/day, 25mg oral
oxymorphone/day, 8mg oral hydmorphone/day, or an equianalgesic dose
(equal pain relieving dose) of another opioid

b. You are receiving palliative care (treatment for comfort from symptoms) or end
of-life care

c. You are enrolled in hospice

The requested medication is not prescribed onasmeeded basis
Dosages above 16mg require recommendation from a pain specialist

References:

1.
2.

3.

Exalgo package insert. Webster Groves, MO. SpecGx LLC. Revised December 2019. Accessed July 2021.
Osman H, Shrestha S, Temin S, et al. Palliative Care@idbal Setting: ASCO Resou8tmatified Practice

GuidelineJ Glob Oncok018;4:124.

Ferrell BR, Twaddle ML, Melnick A, Meier DE. National Consensus Project Clinical Practice Guidelines for Quality
Palliative Care Guidelines, 4th EditidrRalliat Med2018;21(12):1684.689.
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Generic Brand Reviewed Effective Date
IBRUTINIB IMBRUVICA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nametBRUTINIB (Imbruvicagquires the following rule(s) be met for approval:

A.

You have mantle cell ymphoma (type of white blood cell cancer), chronic lymphocytic
leukemia(type of blood and bone marrow cancer), sntgthphocytic lymphoma (type
of white blood celtancer), Waldenstrom's macroglobulinemia (type of cancer affecting
two white cell types of Bells), marginal zone lymphoma (type of cancer-ceBs), or
chronic graft versus host disea@onor bone marrovwor stem cells attack the receiving
person)
You are 18 years of age or older
Requests for Ibrutinib 140mg or 280mg tablets requires you had a trial of Ibrutinib
140mgcapsules, unless there is a medical reason why you cannot (contraindication)
If you have nantle cell ymphoma, approval also requires:

1. You have received at least one prior therapy for mantle cell ymphoma
If you have marginal zone lymphoma, approval also requires:

1. You need systemic (treatment spreads through the blood) therapy

2. You have receivedt least one prior altCD20based therapy (such as Rituxan)
If you have chronic graft versus host disease, approval also requires:

1. You have failed one or more lines of systemic therapy (treatment spread through

the blood,such as corticosteroids)

References:

1.

Imbruvica package inseiorsham, PA. Reviewed Janssen BiotechRezisedecember 2020. Accessed July 202
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Generic Brand Reviewed Effective Date
ICATIBANT FIRAZYR 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nametCATIBANT (Firazyigquires the following rule(s) be met for approval:
A. You have hereditary angioedema (HAE: an inherited condition of severe swelling
attacks)
B. You are 18 years of age or older
C. Your diagnosis is confirmed via complemggsting (blood test that measures the
activity ofa group of immune system proteins in the bloodstream)
D. The medication is being used for treatment of acute (sudden and severe) attacks of
hereditary angioedema
E. The medication is prescribed by or given insatation with an allergist/immunologist
(doctor who specializes in allergies and immune disorders) or hematologist (blood
doctor)

References:
1. Firazyr package insettexington, MA. Takeda Pharmaceutical Companysea#pril 2020. Accessed July 2021.
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RX PLAN

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
IDELALISIB ZYDELIG 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nametDELALISIB (Zydeligguires you mee©ONEof the following rules for
approval:
A. You have relapsed chronic lymphocytic leukemia (CLL: type of blodabaedmnarrow
cancer) and will use the requested medication with rituximab at the same time
B. You have relapsed folliculard@ll nonHodgkin lymphoma (FL: type of immune system
cancer) and you have received at le@8YOprior systemic therapies (treatment tha
travelsthrough the blood stream)
C. You have relapsed small lymphocytic lymphoma (SLL: type of immune system cancer)
andyou have received at least TWO prior systemic therapies (treatment that travels
through theblood stream)

References:
1. Zydelig packagmsert. Foster City, CA. Gilead Sciences, Incs&ctober 2020. Accessed July 2021.
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WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
ILOPROST VENTAVIS 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nametLOPROST (Ventavigquires the following rule(s) be met for approval:

A. You have pulmonargrterial hypertension (PAH: type of high blood pressure in the
arteriesfrom the heart to the lungs; World Health Organization Group 1)

B. The requested medication is prescribed by or given in consultation with a cardiologist
(heartdoctor) or pulmonologistlgng doctor)

C. You have documentation confirming your diagnosis of pulmonary arterial hypertension
based on right heart catheterization (a test using a thin tube that is placed into the right
sideof your heart) with the following values:

1. Mean pulmonary artey pressure greater than or equal to 25 mmHg
2. Pulmonary capillary wedge pressure less than or equal to 15 mmHg
3. Pulmonary vascular resistance greater than 3 Wood units

D. You have New York Heart Associativorld Health Organization (NYR¥#HO)
FunctionalClasdll-IV symptoms (a system to classify how severely limited you are in
daily activitiesdue to heart failuresymptomg

RENEWAL CRITERIA
Our guideline nametLOPROST (Ventavigquires the following rule(s) be met for renewal:
A. You have pulmonary arteriaypertension (PAH; type of high blood pressure in the
arteriesfrom the heart to the lungs; World Health Organization Group 1)
B. You meet ONE of the following:
1. You have shown improvement from baseline in thmiute walk distance test
2. You haveemained stable in the-Bninute walk distance test AND your World
HealthOrganization functional class has remained stable or improved (a system
to classify howseverely limited you are in daily activities due to heart failure

symptoms)
References:
1. Ventavis package insert. South San Francisco, CA. Actelion Pharmaceuticals USséd®dvevinber 2019. Accessed
July 2021.
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INDOMETHACIN RECQCTA
Generic Brand Reviewed Effective Date
INDOMETHACIN INDOCIN 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nametNDOMETHACIN RECTAL (Indaeqiires that you meet ONE of the
following rule(s) for approval:
A. You have dysphagdifficulty swallowing), difficulty swallowing capsules, or have a
feedingtube placed (such as atGbe, Jtube)
B. You had a previous trial of at least two prescription strength oral NSAIDss{emidal
anti-inflammatorydrugs such as ibuprofen, meloxicadiclofenac, sulindac,
indomethacin celecoxib)

References:
1. Indocin package insert. Wayne, PA. Zyla Life Sciences US, IsedRpril 2021. Accessed July 2021.
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WELLFLEET RX STUDENT FORMULARY

INHALED INSULIN
Generic Brand Reviewed Effective Date
INSULIN AFREZZA 7/23/2021 6/1/2021
REGULAR, HUMAN
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nametNHALED INSULIN (Afrezejuires the following rule(s) be met for
approval:
A. You have type 1 or type 2 diabetes
B. You are 18 years of age or older
C. Youhave a baseline spirometry (test to measure how well your lungs work) to measure
FEVY (forced expiratory volume)
D. If you have type 1 diabetes, approval also requires:
1. You are using a loracting insulin with the requested medication and that you
have trieda formulary rapid acting insulin: Humalog
E. If you have type 2 diabetics, approval also requires:
1. You tried a formulary rapid acting insulin: Humalog
2. Your prescriber has indicated that you are physically unable or unwilling to use
injectableinsulin

RENEWACRITERIA
Our guideline nametNHALED INSULIN (Afrezeuires the following rule(s) be met for
renewal:
A. You have type 1 or type 2 diabetes
B. You have documentation of follow up spirometry (test to measure how well your lungs
work) tomeasure FEMforcedexpiratory volume in one second) after 6 months of
treatment andannually thereafter
C. Your FEMVhas NOT declined 20% or more from baseline
D. If you have type 1 diabetesgpproval requires that you are using a long acting insulin at
the same time with the regested medication

References:
1. Afrezza package insert. Danbury, MannKind Corporation. ResgdOctober 2018. Accessed July 2021.
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Generic Brand Reviewed Effective Date
INOTERSEN SODIUM | TEGSEDI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERINOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nametNOTERSEN (Tegsa@quires the following rule(s) be met for approval:
A. You have hereditary transthyretimediated amyloidosis (hATTR: a disorder with build
up of atype of protein causing your bgdo not work properly) with polyneuropathy
(widespread nerveain/damage)
B. You are 18 years of age or older
C. The requested medication is prescribed by or given in consultation with a neurologist
(nervedoctor), cardiologist (heart doctor), hATTR speciadismedical geneticist
D. You have stage 1 or 2 polyneuropathy
E. You have a documented diagnosis of hereditary TTR amyloidosis (hAATTR) as confirmed
by ONEof the following:
1. Biopsy (surgical sample) of tissue/organ to confirm amyloid presanif2
chemicaltyping to confirm presence of TTR (Transthyretin) protein
2. DNA genetic sequencing to confirm hATTR mutation

RENEWAL CRITERIA
Our guideline nametNOTERSEN (Tegsad@uiresthe following rule(s) be met for renewal:
A. You have hereditary transthyretimediated amyloidosis (hATTR: a disorder with build
up ofa type of protein causing your body to not work properly) with polyneuropathy
(widespreadherve pain/damage)
B. You havenot progressed to stage 3 polyneuropathy (widespread nerve pain/damage) as
shown by functional decline such as being wheelehairnd or bedridden

References:
1. Tegsedi package insert. Boston, MA. Akcea Therapeutics, Insedépiil 2020. Accessed Jul92L.
2. Macedo AVS, Schwartzmann PV, de Gusmao BM, Melo MDT, €dkth®R. Advances in the Treatment of Cardiac
AmyloidosisCurr Treat Options Onc@020;21(5):36. Published 2020 Apr 23. doi:10.1007/s1-12%4007388
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WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
INTERFERON INTRON A 7123/2021 6/1/2021
ALFA2B

Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOFER RENEWAL CRITERIA SEE BELOW)
Our guideline nametNTERFERON ALEB (Intron A)requiresONEof the following rule(s)
be met for approval:
A. The requested medication is being used to treat one of the following:

Chronic hepatitis C (type of liver inflamnaat)

Hairy cell leukemia (bone marrow cancer that makes too many white blood cells)

Condylomata acuminate (genital warts)

AIDS (acquired immunodeficiency syndromadated Kaposi's sarcoma (cancer in

thosewith weak immune system that causes tumordyoshph nodes/skin)

Chronic hepatitis B (type of liver inflammation)

Non-Hodgkin's lymphoma (cancer that starts in your lymphatic systam

diseasefighting network in the body)

Malignant melanoma (serious type of skin cancer)

8. Chronic phase, Philadelphiaromosome (type of abnormal gene) positive
chronicmyelogenous leukemia (type of blood cell cancer that starts in bone
marrow) who areminimally treated (within 1 year of diagnosis)

9. Follicular lymphoma (type of lymphatic system cancer)

10. Angioblastoma (ceria bloodvessel tumors of the brain)

11.Carcinoid (cancer) tumor

12.Chronic myeloid leukemia (type of cancer that starts in immature white blood
cells)

13.Laryngeal papillomatosis (tumors form along the pathways for
breathing/digestion)

14.Multiple myeloma (plasma datancer)

15.Neoplasm of conjunctivaeoplasm of cornea (eye tumors)

16.Ovarian cancer

17.Polycythemia vera (cancer where bone marrow makes too many red blood cells)

18.Renal cell carcinoma (type of kidney cancer)

19. Skin cancer, thrombocytosis (your body makes too n@atelets)

20. Thrombocytosis (high level of platelets (cells that helps blood clot and stop
bleeding) inyour blood)

21.Vulvar vestibulitis (type of pain around the female sex organ called the vulva)

HwnNPE

o g

~

(Criteria continued on next page)
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RX PLAN
REQUIREMENTISITERFERON ALEB(CONTINUED)

B. If you have chronic hepatitis C, approval also requires:

1. You are infected with genotype 1, 2, 3, 4, 5, or 6 hepatitis C

2. Therapy is being supervised by a gastroenterologist (a doctor who specializes in
conditions of the stomach, intestine and related organs), infectious disease
specialist oa physician specializing in the treatment of hepatitis (such as a
hepatologist)

3. You have a detectable pretreatment HCV (hepatitis C virus) RNA level/viral load
(amouwnt of virus in your blood) of greater than or equal to 50 IU/mL

4. The requested medication will be used with ribavirin or you have a medical
reason whyyou cannot (contraindication)

5. You had a previous trial of or contraindication to (medical reason why you
cannot use) geginterferon product

RENEWAL CRITERIA
Our guideline nametNTERFERON ALEB (Intron A)requires the following rule(s) be met
for renewal:
A. The request is for continuation of current therapy or renewal with Intron A therapy
B. If you arebeing treated for chronic hepatitis C (type of liver inflammation), renewal
also requires:
1. Therapy is being supervised by a gastroenterologist (a doctor who specializes in
conditions of the stomach, intestine and related organs), infectious disease
speciailst ora physician specializing in the treatment of hepatitis (such as a
hepatologist)
2. You have a HCV (hepatitis C virus) RNA level (amount of virus in your blood)
undetectable (less than 50 IU/mL) at 24 weeks

References:
1. Intron A. package insefVhitehouse Station, NJ. Merck & Co, Inc.if&May 2018. Accessed July 2021.
2. Expert Panel on Urological Imaging, Allen BC, Oto A, et al. ACR Appropriateness CriteTiegathustt Surveillance
of Bladder Cancer: 2021 UpdafeAm Coll Radid?021;18(%5):S1265138. doi:10.1016/j.jacr.2021.02.011
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WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
INTERFERON ACTIMMUNE 7/23/2021 6/1/2021
GAMMAIB,

RECOMB.

Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nametNTERFERON GAMMA, RECOMB (Actimmunequires the following
rules be met for approval:
A. You have ONE of the followidgagnoses:

1. Chronic granulomatous disease (CGD: inherited immune system disorder that
occurs whera type of white blood cells that usually helps your body fight
infections does not workroperly)

2. Severe malignant osteopetrosis (SMO: a bone disease thatsekes
abnormally thickand prone to breakage/fracture)

B. If you have chronic granulomatous disease, approval also requires:

1. The medication is prescribed by or given in consultation with a hematologist
(blood doctor),infectious disease specialigoctor that specializes in treating
infections), or immunologistdoctor that specializes in treating and managing
allergies, asthma and immunologitsorders)

C. If you have severe malignant osteopetrosis, approval also requires:

1. The medication is prescrideby or given in consultation with an endocrinologist

(doctor thatspecializes in all things relating to our hormones)

RENEWAL CRITERIA
Our guideline nametNTERFERON GAMMA, RECOMB (Actimmunequires the following
rules be met for renewal:

A. You have QE of the following diagnoses:

1. Chronic granulomatous disease (CGD: inherited immune system disorder that
occurs whera type of white blood cells that usually helps your body fight
infections does not workroperly)

2. Severe malignant osteopetrosis (SMO: abddisease that makes bone
abnormally thickand prone to breakage/fracture)

B. You have shown clinical (medical) benefit compared to baseline (such as reduction in
frequencyand severity of serious infections)

C. You have not received hematopoietic cell transppéion (transplant of stem cells from
bonemarrow, peripheral blood, or umbilical cord blood)

References:
1. Actimmune package insert. Roswell, GA. HZNP USA Ineed®awgust 2015. Accessed July 2021
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ISTRADEFYLLINE NOURIANZ 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nametSTRADEFYLLINE (Nouriaegires the following rule(s) be met for
approval:

A.
B.
C.

You have Parkinson's disease (a nerve system disorder that affects movement)
You are 18 years of age or older
You are experiencing 'OFF' episodes (timmeen medication wears off and you have
movement problems)
Nourianz will be used along with levodopa/carbidopa
You had a previous trial of or contraindication to (medical reason why you cannot use)
TWOParkinson's agents fromWOdifferent drug classes:
1. Dopamine agonists (such as ropinirole, pramipexole, rotigotine)
2. Monoamine oxidasénhibitors (such as selegiline, rasagiline)
3. CatecholO-methyl transferase inhibitors (such as entacapone, tolcapone)

References:
1. Nourianzpackage insert. Bedminster, NJ. Kyowa Kirin IncsB&&ugust 2019. Accessed July 2021
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ITRACONAZOLE TOLSURA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nametTRACONAZOLE (Tolswequires the following rule(s) be met for
approval:
A. You are 18 years of age or older
B. You haveONEof the following fungainfections:
1. Blastomycosis, pulmonary and extrapulmonary (type of fungal infection affecting
in andoutside of the lungs)
2. Histoplasmosis (type of fungal infection), including chronic cavitary pulmonary
disease andlisseminated, nonmeningeal histoplasmosis
3. Aspergillosis, pulmonary and extrapulmonary (type of fungal infection in and
outside of thelungs),ANDyou are intolerant to or refractory to (not responsive
to) amphotericin B therapy
C. Therapy is prescribed by or given in consultation with an Infecticeesadé Specialist
D. You had a previous trial of a generic itraconazole formulation
E. Tolsura is prescribed because you had a poor clinical response to other formulations of
itraconazole due to poor bioavailability (amount of drug in the body that has an effect)

References:
1. Tolsura package insert. Greenville, NC. Mayne Pharmad@®acember 2018. Accessed July 2021.
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IXAZOMIB CITRATE NINLARO 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:

Our guideline nametXAZOMIB (Ninlarojequires the following rule(s) be met for approval:
A. You have multiple myeloma (plasma cell cancer)
B. Therequested medication will be used in combination with lenalidomide and
dexamethasone
C. You have received at least one prior therapy such as bortezomib, carfilzomib,

thalidomide,lenalidomide, melphalan or stem cell transplantation

References:

1. Ninlaropackage insertCambridge, MATakeda Pharmaceutical Company LimiedvsedMarch 2021. Accessed July

2021
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LACTIC ACID/ CITRIC | PHEXXI 7/23/2021 6/1/2021
ACID/
POTASSIUM

BITARTRATE
Edition 1

REQUIREMENTS:
Our guideline nametd ACTIC ACID/CITRIC ACID/POTASSIUM BITARTRATEr&ejumes)
the following rule(s) be met for approval:
A. You are a female patient with reproductive potential using the requested medication for
prevention of pregnancy
B. You are not using vaginal ring products (such as Annovera or Nuvaring) together with
Phexxi
C. You had a previous trial of two contraceptive agents (such as an intrauterine device,
hormonalimplant, injection, patch, or oral products)nless there is a medical reason
you cannot(contraindication)

References:
1. Phexxi package insean Diego, Ca. Evofem, Inc. Revised May 2020. Acdesyg2aR1.
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LAPATINIBITOSYLATHE TYKERB 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nametd APATINIB (Tykerlg@quires the following rule(s) be met for approval:
A. You have advanced or metastatic breast cancer (breast cancer that has progressed or
hasspread to other parts of your body)
B. Your breast cancer is human epidermalwgtio factor receptor 2 (HER2: gene/protein in
breastcancer) positive
C. If you have advanced or metastatic breast cancer, approval also requires:

1. The requested medication will be used in combination with Xeloda
(capecitabine)

2. You have previouskeceived treatment with Herceptin (trastuzumab), an
anthracycling'such as daunorubicin, doxorubicin, epirubicin, idarubicin), AND a
taxane (such apaclitaxel, docetaxel)

D. If you have metastatic breast cancer, approval also requires:

1. Your tumor is hormoneeceptor-positive

2. The requested medication will be used in combination with Femara (letrozole)

3. You are a postmenopausal woman

References:
1. Tykerbpackage insert. East Hanover, New Jersey. Novartis Pharmaceuticals Corporation. Revised December 2018.
Accessed July 2021.
2. Masters GA, Temin S, Azzoli CG, et al. Systemic Therapy for StageSvai@ell Lung Cancer: American Society of
Clinical Oncology Clinical Practice Guideline Update [published correction appears in J Clin Oncol. 2016 Apr
10;34(11):1287]J Clin OncoRk015;33(30):3488515. doi:10.1200/JC0.2015.62.1342
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LAROTRECTINIB VITRAKVI 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline named AROTRECTINIB (Vitrakeuires the following rule(s) be mér
approval:

A. You have a solid tumor (abnormal mass of tissue that usually does not contain cysts or
liquid)

B. Your tumor has a neurotrophic receptor tyrosine kinad&@ RKyene fusion without a
knownacquired resistance mutation (you have a type of enzyiheti R2Say Qi Kl @
mutation)

C. Your tumor is metastatic (spreads to other parts of body) or surgical resection (removal)
is likelyto result in severe morbidity (illness)

D. There are no satisfactory alternative treatments, or your tumor has gotten waftse
treatment

E. Requests for Vitrakvi oral solution also require ONE of the following:

1. You are a pediatric patient (less than 18 years of age)

2. You are unable to take Vitraks@psules due to difficulty swallowing (or
dysphagia)

3. You have other medical need for the oral solution

References:
1. Vitrakvi package insert. Whippany, NJ. Bayer HealthCare Pharmaceuticals Inc. Reviewed March 2021. Accessed
July2021
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NGLUTAMINE {L ENDARI 7123/2021 6/1/2021
GLUTAMINE)

Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: REREWAL CRITERIA SEE BELOW)
Our guideline nametd-GLUTAMINE (ENDARjuires the following rule(s) be met for

approval:

A. You have sickle cell disease (type of red blood cell disorder)

B. You are 5 years of age or older

C. The medication is prescribed by or givarconsultation with a hematologist (blood

doctor specialist)

D. The patient had a trial of or contraindication to hydroxyurea
E. If you are 18 years of age or older, approval also requires ONE of the following:
1. You had at least 2 sickle cell crises in the paat (A sickle cell crises is defined
as a visito an emergency room/medical facility for sickle cell diseadated
pain which was treate@ith a parenterally administered given into the vein,
narcotic or parenterally administerddetorolac, the occuence of chest
syndrome, priapism (prolonged erection of penis)splenic sequestration

[suppressing of spleen])

2. You are having sickleell associated symptoms such as pain or anemia (your
0f22R RRBEAY®Yi2dzZaAK KSI f K& NXWRhich &re 2 R
interfering with activities oflaily living

3. You have a history of or have recurrent acute chest syndrome (ACS: chest pain,
cough fever, low oxygen level)

RENEWAL CRITERIA

Our guideline nametd-GLUTAMINE (Endargquires the following rulefsbet met for renewal:
A. You have sickle cell disease (type of red blood cell disorder)
B. You have maintained or experienced a reduction in acute complications of-satkle
diseasesuch as number of sickle cell crises, hospitalizations, acute chest syngk@se
chest paingcough, fever, low oxygen level)

References:

1. Endari package insert. Torrance, CA. Emmaus Medical, Inc. Revised October 2020. Accessed July 2021.
2. Pham CD, Hua DT. Clinical Guideline Highlights for the Hospitalist: Management afnicGteronic Pain in Sickle

Cell Diseasel Hosp Med2021;16(4):22&29. doi:10.12788/jhm.3556

OSt |
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LEFAMULIN XENLETA 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline named EFAMULIN (Xenletegquires the following rule(s) be met for approval:

A. You have communitacquired bacterial pneumonia (type of lung infection)
B. You are 18 years of age older
C. The infection is caused by any of the following susceptible microorganisms (bacteria
that the drug can kill)Streptococcus pneumoniae, Staphylococcus ayraathicillin-
susceptiblasolates) Haemophilusnfluenzae, Legionella pneumophila, Mycoplasma
pneumoniaepr Chlamydophila pneumoniae
D. You meetONEof the following criteria:
1. The requested medication is prescribed by or given in consultation with an
InfectiousDisease (ID) specialist
2. Antimicrobial suseptibility test (lab test that shows what drugs may kill the
bacteria) isavailable, and the infection site culture results indicate pathogenic
(diseasecausingrganism(s) with a) resistance to at leaW/Ostandard of care
agents for communityacquiredbacterial pneumonia (such as azithromycin,
doxycycline, levofloxacin, moxifloxacamoxicillin, ceftriaxone)ANDb)
susceptibility to Xenleta
3. Antimicrobial susceptibility test (lab test that shows what drugs may kill the
bacteria) isunavailable, and yobad a trial of at leastWOstandard of care
agents (such aazithromycin, doxycycline, levofloxacin, moxifloxacin, amoxicillin,
ceftriaxone, linezolid) focommunityacquired bacterial pneumonia, unless there
is a medical reason why you canrfobntraindcation)
References:

1.
2.

Xenleta package insetting of Prussia, PNabriva Therapeutics US, Inc. Revised March 2021. Accessed July 2021
Lee RA, Centd®M, Humphrey LL, et al. Appropriate Use of Smtirse Antibiotics in Common Infections: Best
Practice Advice From the American College of Physidlamsintern Med2021;174(6):82:827. doi:10.7326/M20

7355
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LENALIDOMIDE REVLIMID 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedENALIDOMIDE (Revlimmquires the followingule(s) be met for
approval:
A. You haveONEof the following diagnoses:
1. Multiple myeloma (plasma cell cancer)
2. Anemia due to a myelodysplastic syndrome (cancer that affects blood cell
production)
3. Mantle cell lymphoma (type of white blood cell cancer)
4. Follicular lymphoma (type of slow growing white blood cell cancer)
5. Marginal zone lymphoma (a rare type of slow growing white blood cell cancer)
B. You are 18 years of age or older
C. If you have anemia due to a myelodysplastic syndrome, approval also requires:
1. You have a deletion 5q (type of gene) abnormality
D. If you have mantle cell ymphoma, approval also requires:
1. You have tried two prior therapies and the cancer returns or gets worse
(relapses oprogresses). One of the therapies tried must be Velcade
(bortezamib) (Note: Velcadenay be covered under the medical benefit and/or
require prior authorization).
E. If you have follicular lymphoma, approval also requires:
1. You have previously been treated for follicular lymphoma
2. The requested medication is being taken @mbination with a rituximab
product (type ofcancer drug)
F. If you have marginal zone lymphoma, approval also requires:
1. You have previously been treated for marginal zone lymphoma
2. The requested medication is being taken in combination with a rituximab
produd

References:
1. Revlimid package insert. Summhit). Celgene Corporation. Revised October 2019. Accaslye2D21.
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LETERMOVIR PREVYMIS 7123/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedETERMOVIR PO (Prevymegjuires the following rule(s) be met for
approval:
A. You are undergoing an allogeneic hematopoietic stem cell transplant (you have cells
transplanted from a matching donor)
B. You are 18 years of age or older
C. Youare CMV (Cytomegalovirusgropositive [R+]
D. Prevymis will be used for prophylaxis (prevention) of cytomegalovirus infection and
disease
E. Prevymis will be started between Day 0 and Day 28-trasisplantation (before or after
engraftment)
F. You are not receinig the medication beyond 100 days pasinsplantation

References:
1. Prevymis package insert. Whitehouse Station, NJ. Merck and Co. Revised March 2019. Accessed July 2021.

Products, documentnd materials provided by Wellfleet, including the material contained ther Pagel58of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



< W E LL FLEET PRIOR AUTHORIZATION GUIDELINES

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
LEVODOPA INBRIJA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline named EVODOPA INHALATIOMb(ija) requires the following rule(s) be met
for approval:
A. You have Parkins@disease (a nerve system disorder that affects movement)
B. Inbrija is being used for intermittent treatment of OFF episodes (times when you have
symptoms return due to medicatiowearing off) associated with Parkin€®mlisease
C. You are currently being treated with carbidopa/levodopa
D. The requested medication is prescribed by or given in consultation with a neurologist
(nervedoctor)
E. You areNOTcurrently taking more than 1600mg tfvodopa per day
F. Your doctor has optimized drug therapy as evidence8®y Hof the following:
1. Change in levodopa/carbidopa dosing strategy or formulation
2. Trial of or contraindication to (medical reason why you cannot use) at Te&€d
Parkinso® agentdrom TWOdifferent classes of the following: dopamine
agonist (suclas ropinirole, pramipexole, rotigotine), monoamine oxidase
inhibitors (MAQI) (such aselegiline, rasagiline), catechOtmethyl transferase
(COMT) inhibitors (such astacapone, tolcapoe), adenosine receptor
antagonist A2A (such as istradefylline)

RENEWAL CRITERIA

Our guideline named EVODOPA INHALATION (Inbrigguires the following rule(s) be met
for renewal approval:

A. You have Parkinson's disease (a nerve system disordeafflieats movement)

B. You had improvement with motor fluctuations during OFF episodes (times when you
havesymptoms return due to medication wearing off) with the use of Inbrija.
Improvements care in speech, facial expression, tremor at rest, action or pastu
tremor of hands, rigidityfinger taps, hand movements, rapid alternating movements of
hands, posture, leg agilitgrising from chair.

References:
1. Inbrija package inserArdsley, NYAcorda Therapeutics, Inc. ResilAugust 2020Accessed October 201.
2. Rughani A, Schwalb JM, Sidiropoulo®t al. Congress of Neurological Surgeons Systematic Review and Evidence
Based Guideline on Subthalamic Nucleus and Globus Pallidus Internus Deep Brain Stimulation for the Treatment of
Patients With Parkinson's Disease: Executive SumrNayrosurgery2018;82(6):753756.
doi:10.1093/neuros/nyy037
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LOFEXIDINE LUCEMYRA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nam&OFEXIDINE (Lucemyrajjuires the following rule(s) be met for
approval:
A. Lucemyra is being used to lessen opioid withdrawal symptoms to help abrupt opioid
discontinuation
B. You are 18 years of age or older
C. You are in a settig with close patient monitoring of Lucemyra (lofexidine) treatment for
amaximum of 18 days
D. Treatment with Lucemyra is being administered as part of an opioid discontinuation
plan thatincludes other withdrawal symptom management medications (sucicas
softeners,sleep aids) and psychosocial support is in place to help prevent relapse

References:
1. Lucemyra package insert. Louisville, KY. US WorldMeds, LLC. Revised XX 2020. Accessed Qctober 2021
2. Society for Adolescent Health and MediciMedication for Adolescents and Young Adults With Opioid Use
Disorder.J Adolesc Healt2021;68(3):63536. doi:10.1016/j.jadohealth.2020.12.129
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LOMITAPIDE JUXTAPID 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:

Our guideline nametd OMITAPIDE (Juxtapithquires the following rule(s) be met for approval:
A. You havéhomozygous familial hypercholesterolemia (type of inherited high cholesterol)
B. Your diagnosis of homozygous familial hypercholesterolemia (type of inherited high

cholesterol)was determined by meetin@NEof the following criteria:
1. Simon Broome diagnosticiteria
2. Dutch Lipid Network criteria with a score of at least 8
3. Aclinical diagnosis based on a history of an untreated LDL (low density
lipoprotein)-cholesterol level greater than 500 mg/dL, in combination with
either (1) xanthoma (conditiowhere fattygrowth develops under the skin)
before 10 years of ag@R(2) evidence oheterozygous familial
hypercholesterolemia (type of inherited high cholesterol) in bp#nrents
C. The requested medication is prescribed by or given in consultation with a cardiologist
(heartdoctor), endocrinologist (hormone doctor), or lipidologist (cholesterol
management doctor)
D. You have an LDL (low density lipoproteioholesterol level greater than or equal to 70
mg/dLwhile on maximally tolerated statin (drug used firolesterol) treatment
E. You previously had a trial of Repatha (evolocumab) unless you do not have functional
LDL (lowdensity lipoprotein) receptors
F. If you are statin tolerant, approval also requires:
1. You meeifONEof the following criteria:
i. You have been tang a higkintensity statin (atorvastatin 480 mg dalily,
rosuvastatin20-40 mg daily) for a duration of at least 8 weeks
ii. You have been taking a maximally tolerated dose of any statin for a
duration of at least 8veeks given you cannot tolerate a higtiensity
statin (atorvastatin 4880 mg dailyrosuvastatin 2040 mg daily)
2. You will continue statin (drug used for cholesterol) treatment in combination
with Juxtapid

(Qriteria continued on next page)
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REQUIREMENTS: LOMITAPIDE (CONT)NUED

G. If you are statin intolerant, approval also requires ONE of the following:

References:

1. Juxtapid package inse@ambridge, MAAegerion Pharmaceuticals, IiRevised December 2019. Accessed October

2.

1. You have an absolute contraindication to (medical reason why you cannot use)

statintherapy (drug used for cholesterol) such as active decompensated liver
disease (you haveymptoms relatd to liver damage), nursing female, pregnancy
or plans to becom@regnant, or hypersensitivity (allergic) reaction

You have complete statin intolerance as defined by severe and intolerable
adverse effectsuch as creatine kinase elevation (a measuremeiiogf much
muscle damage you havgjeater than or equal to 10 times the upper limit of
normal, liver function test elevatiogreater than or equal to 3 times the upper
limit of normal, rhabdomyolysis (musdbkeeakdown), severe muscle weakness
leading to tenporary disability, fall, or inability to usemajor muscle group.
These must have occurred with trials of at least two separate statidshave
improved with the discontinuation of each statin.

Kleindorfer DO, Towfighi A, Chaturvedi S, et al. 2021 Guideline for the Prevention of Stroke in Patients With Stroke
and Transient Ischemic Attack: A Guideline From the Amerieart Association/American Stroke Association
[published online ahead of print, 2021 May 28jroke 2021;STR0000000000000375
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LOMUSTINE GLEOSTINE 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedOMUSTINE (Gleostinequires the following rule(s) be met for

approval:
A. You meetONEof the following:
1. You haveHodgkin's Lymphoma (type of immune system cancer)
2. You have primary and metastatic brain tumors (tumor that has spread to other
parts ofbody) ANDyou have previously received appropriate surgical and/or

radiotherapeuticprocedures
B. If you have primary and ratastatic brain tumors, approval also requires ONE of the

following:
1. The requested medication will be used as a part of the PCV regimen
(procarbazinelomustine, and vincristine)
2. You have had a previous trial of intravenous (IV) carmustine

References:
1. Gleostine package inseitliami, FLNextSource BiotechnologRevised January 2016. Accessed October 2021.

2. Nabors LB, Portnow, Ahluwalia M, et al. Central Nervous System Cancers, Version 3.2020, NCCN Clinical Practice
Guidelines in Oncology.Natl Compr Canc Net®020;18(11):1532570. Published 2020 Nov 2.

doi:10.6004/jnccn.2020.0052
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LORLATINIB LORBRENA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedORLATINIB (Lorbren@quires thefollowing rule(s) be met for
approval:
A. You have metastatic nesmall cell lung cancer (NSCLC: a type of lung cancer that has
spread to other parts of the body)
B. You are 18 years of age or older
C. Your tumors are anaplastic lymphoma kinase (ALK: typaofme)positive which is
shown by an FDA (Federal and Drug Administration) approved test

References
1. Lorbrena package inseflew York, New York. Pfizer, Inc. Revised March 2021. Acc@sgsabr2021.
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LUMACAFTOR/IVACAFT ORKAMBI 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITEHHLAOSEE

Our guideline namedUMACAFTOR/ACAFTOR (Orkamhbéquires the following rule(s) be
met for approval:

A. You are 2 years of age or older

B. You have a diagnosis of cystic fibrosis (inheriteethifeatening disorder that damages
the lungs and digestiveystem)

C. Documentation that you are homozygous (have 2 copies of the same gene) for the
F508del CFTR (type of gene: Cystic fibrosis transmembrane conductance regulator)
mutation

D. The medication is prescribed by or given in consultation with a pulmonologist
(lung/breathingdoctor) or cystic fibrosis expert

RENEWAL CRITERIA
Our guideline namedUMACAFTOR/ACAFTOR (Orkambéquires the following rule(s) be
met for renewal:
A. You have cystic fibrosis (inherited lifereatening disorder that damages the lungsda
digestivesystem)
B. You have shown improvement in clinical (medical) status compared to baseline as
shown byONE of the following:
1. You have improved, maintained, or demonstrated less than expected decline in
FEVX(forced expiratory volume: amount aifir you can exhale in 1 second)
2. You have improved, maintained, or demonstrated less than expected decline in
BMI (bodymass index)
3. You have experienced a reduction in rate of pulmonary exacerbations (you have
lessattacks of breathing problems)

References:
1. Orkambi package insefBoston, MAVertex Pharmaceuticals InReviseddugust 2018Accesse@®ctober2021.
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LUSUTROMBOPAG MULPLETA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedUSUTROMBOPAG (Mulpletajjuires the following rule(s) be met for
approval:

A.
B.
C.

@m

You have thrombocytopenia (low numberpatelets in the blood)

You are 18 years of age or older

The requested medication is prescribed by or given in consultation with a hematologist
(blood specialist), gastroenterologist (digestive tract doctor), hepatologist (liver doctor),
immunologist, or adocrinologist (hormone doctor)

You have chronic liver disease

You are scheduled to undergo a procedure 8 to 14 days after starting Mulpleta
(lusutrombopag) therapy

You have a platelet count of less than 50%d@lIs/L measured within the last 30 days

. You are not receiving other thrombopoietin receptor agonist therapy (drugs that help

makemore blood platelets) such as avatrombopag, romiplostim, eltrombopag

References:

1.
2.

Mulpleta package inserElorham Park, NJ. Shionogi IRevisedluly2018. Accessed October 2021.

Neunert C, Terrell DR, Arnold DM, et al. American Society of Hematology 2019 guidelines for immune
thrombocytopenia [published correction appears in Blood Adv. 2020 Jan 28;4(2Baxad Adv2019;3(23):3829
3866. doi:10.1182/bloodadvances.2019000966
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MEBENDAZOLE EMVERM 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameMEBENDAZOLE (Emvemaguires the following rule(s) be met for
approval:

A. Emverm is being used for the treatmentBfiterobius vermiculari@inworm),trichuris
trichiura (whipworm),ascaris lumbricoide€ommon roundworm)ancylostoma
duodenalglcommonhookworm), omecator americanugAmerican hookworm)

B. You are 2 years of age or older

C. If you haveenterobius vermicularigpinworm), approval also requires:

1. You previously héa trial of ovetthe-counter (OTC) pyrantel pamoate, unless
there is amedical reason why you cannot (contraindication)

D. If you have trichuris trichiura (whipworm) or ascaris lumbricoides (common
roundworm), approval also requires:

1. You have documentation confirming your diagnosisriohuris trichiura
(whipworm) orascaris lumbricoideommon roundworm)

2. You previously had a trial of albendazole (Albenza), unless there is a medical
reason whyyou cannot (contraindication)

E. If you hawe ancylostoma duodenale (common hookworm) or necator americanus
(American hookworm), approval also requires:

1. You have documentation confirming your diagnosiarmafylostoma duodenale
(commonhookworm) ormecator americanugAmerican hookworm)

2. You previousi had a trial of albendazole (Albenza), unless there is a medical
reason whyyou cannot (contraindication) OR you had a trial of etercounter
(OTC) pyrantgdamoate

References:
1. Emverm package inseBridgewater, NJAmnealPharmaceuticals LLRevisedlanuary2019. Accessed October 2021.
2. Wendt S, Trawinski H, Schubert S, Rodloff AC, Mdssner J, Liubbert C. The Diagnosis and Treatment of Pinworm
Infection. Dtsch Arztebl Int. 2019 Mar 29;116(13):213. doi: 10.3238/arztebl®.9.0213.
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MECAMYLAMINE HCL VECAMYL 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameMECAMYLAMINE HYDROCHLORIDE (Veaaoiles the following
rule(s) be met for approval:

A. The requested medication will be used for the management of moderately severe to
severeessential (or primary) hypertension or in uncomplicatedesasf malignant
hypertension

B. You have had a trial of at least three of the following, unless there is a medical reason
why youcannot (contraindication): angiotensin converting enzyme inhibitor (AGE
ACE combination, angiotensin receptor blocker @)or ARB combination, Beta
Blocker, or Calciur@hannel Blocker, such as benazepril, benaze{@irzZ, captopril,
captopritHCTZ, enalaprignalapritHCTZ, fosinopril, fosinopfCTZ, lisinopril, lisinopril
HCTZ, quinapril, ramiprihoexipril, moexipritHCTZ, perindopril erbumine, quinapril,
quinapritHCTZ, trandolapriltandolapril/verapamil, losartan, losartadCTZ, irbesartan,
irbesartanHCTZ, olmesartan)mesartarHCTZ, olmesartaamlodipineHCTZ, valsartan,
valsartanHCTZ, diltiazem HGliltiazemsustained release (generics only), verapamil,
verapamil sustained release (generirdy), atenolol, atenolethlorthalidone,
bisoprolol, bisoproleHCTZ, carvedilol, metoprol@rtrate, nadolol, acebutolol,
betaxolol, labetalol, metoprolol succinate, noegtroloFHCTZpindolol, propranolol,
propranolotHCTZ, sotalol, timolol maleate, or nebivolol.

References:
1. Vecamyl package inseflew York, NY. Vyera Pharmaceuticals, Re@sed July 2018.ccesse®ctober2021
2.  Whelton PK, Carey RM, ArondMs, et al. 2017 ACC/AHA/AAPA/ABC/ACPM/AGS/APhA/ASH/ASPC/NMA/PCNA
Guideline for the Prevention, Detection, Evaluation, and Management of High Blood Pressure in Adults: A Report of
the American College of Cardiology/American Heart Association Task FdCtieioal Practice Guidelines [published
correction appears in J Am Coll Cardiol. 2018 May 15;71(19)}227%.J Am Coll Cardid?018;71(19):e12é248.
doi:10.1016/j.jacc.2017.11.006

Products, documentnd materials provided by Wellfleet, including the material contained ther Pagel68of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



‘ W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
MECASERMIN INCRELEX 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline nameMECASERMIN (Increlenequires the following rule(s) be met for
approval:

A. You have ONE of the following diagnoses:

1. Severe primary insulin growdlike factor 1 deficiency (IGE hormone levels that
promote normal bone and tissue growth and development are extremely low or
undetectable in theblood)

2. Growth hormone gene deletion (not growth hormouweficient short stature)
and developedeutralizing antibodies to growth hormone

B. You are 2 years to less than 18 years of age

C. The requested medication is prescribed by or givecoinsultation with a pediatric
endocrinologist (hormone doctor) or pediatric nephrologist (kidney doctor)

D. You have a height standard deviation score less than or equal@pbasal IGE (insulin
growth-like factor 1) standard deviation score less tharequal to-3.0, and normal or
elevatedgrowth hormone [serum growth hormone level of greater than or equal to
10ngm/mL to at leas? stimuli (insulin, levodopa, arginine, clonidine or glucagon)]

E. Your bone growth plates (epiphyses) are open (as confirmeddiggraph of the wrist
andhand)

RENEWAL CRITERIA
Our guideline nameMECASERMIN (Increleséquires the following rule(s) be met for
renewal:
A. You have shown a response in the first 6 months of insulin gréiketfactorl (IGFL)
therapy(increase in hight, increase in height velocity)

References:
1. Increlex package insei€ambridge, MA. Ipsen Biopharmaceuticals, Revisedecember2019. Accessed October
2021.
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MECHLORETHAMINE | VALCHLOR 10/29/2021 6/1/2021
HCL
Edition 1

REQUIREMENTS:
Our guideline nameMECHLORETHAMINE GEL (Valcrgégnires the following rule(s) be met
for approval:
A, 2dz KIS aalr3asS L! FyR L. YeéoO2ara TFdzyaz2ziaRSa
immunesystem cancer)
B. You had prior skudirected therajy such as corticosteroids, carmustine, topical retinoids
(Targretin, Tazorac), imiquimod, or local radiation therapy

References:
1. Valchlor package insetiselin, NJHelsinn Therapeutics, (U.S.), IRavised January 2028ccessedctober2021.
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MIDOSTAURIN RYDAPT 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameMIDOSTAURIN (Rydapgquires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Newly diagnosed acute myeloid leukemia (AML: type of blood and bone marrow
cancerwith too many white blood cells)
2. Aggreswe systemic mastocytosis (ASM: condition withugdup of a type of
white blood cell)
3. Systemic mastocytosis with associated hematological neoplasrA{ENM type
of bloodcancer)
4. Mast cell leukemia (MCL.: type of white blood cell cancer)
. If you havenewly diagnosed acute myeloid leukemia (AML), approval also requires:
1. You are 18 years of age or older
2. You are FLT3 (type of gene) mutatjpositive as detected by a Food and Drug
Administrationrapproved diagnostic test
3. The requested medication will be us@& combination with standard cytarabine
anddaunorubicin induction and cytarabine consolidation (cancer drugs)
4. The requested medication will not be used by itself to start treatment (single
agentinduction therapy)

References:
1. RydaptPackagénsert East Hanover, NBlovartis Pharmaceuticals CorporatigevsedApril 2021 Accesse®ctober
2021.
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MIFEPRISTONE KORLYM 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nameMIFEPRISTONE (Korlyrajjuires the following rule(s) be met for
approval:
A. You haveendogenous Cushing's syndrome (CS: condition that occurs after having high
levelsof cortisol hormone in the body for a long time)
B. You are 18 years of age or older
C. Therapy is prescribed by or given in consultation with an endocrinologist (doctor who
specidizes in hormones)
D. Your diagnosis has been confirmed by ONE of the following:
1. 24-hour urine free cortisol test (at least 2 or more tests to confirm)
2. Overnight 1mg dexamethasone test
3. Late night salivary cortisol (at least 2 or more tests to confirm)
E. Your hypercortisolism (high levels of cortisol) is not a result of chronic glucocorticoids
(class ofdrugs that consist of steroids)
F. You have type 2 diabetes mellitus (too much sugar in your blood) OR glucose
intolerance (termfor a group of conditions that resuh elevated blood sugar)
G. You have failed surgical treatment for Cushing's syndrome OR you are not a candidate
for surgery

RENEWAL CRITERIA
Our guideline nameMIFEPRISTONE (Korlyrajjuires the following rule(s) be met for
renewal:
A. You haveendogenous Cushing's syndrome (condition that occurs after having high
levels ofcortisol hormone in the body for a long time)
B. You continue to have improvement of glucose tolerance and/or stable glucose tolerance
(suchas reduced hemoglobin A1C [averageoammt of sugar in your blood over the last
2 to 3months], improved fasting glucose)
C. You continue to tolerate Korlym
D. You are not a candidate for surgery or have failed surgery for Cushing's syndrome

References:
1. Korlym package insetlenlo Park, CACorcept Therapeutics IncorporateédevisedNovember 2019Accessed
October2021

2. Nieman LK, Biller BM, Findling JW, et al. Treatment of Cushing's Syndrome: An Endocrine Society Clinical Practice
GuidelineJ Clin Endocrinol MetaB015;100(8):2802831. da:10.1210/jc.20151818
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MIGALASTAT GALAFOLD 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nameMIGALASTAT (GalafoliBquires the following rule(s) be met for
approval:

A.
B.
C.

You have confirmed Fabry disease (rare genetic disease)

You are 18 years of age or older

You have an ameihée (responsive) galactosidase alpha gene (GLA) variant based on in
vitro assay data (data collected from lab test tubes or cultures) that is interpreted by
clinical geneticprofessional as the cause of disease (pathogenic/likely pathogenic)

. The medicatia is prescribed by or given in consultation with a nephrologist (kidney

doctor), cardiologist (heart doctor), or specialist in genetics or inherited metabolic
disorders

You are NOT concurrently using enzyme replacement therapy (Fabrazyme)

You aresymptomatic OR have evidence of injury from33Ja type of cell that builds up)

to the kidney, heart, or central nervous system recognized by laboratory, histological, or
imagingfindings. Evidence of injury includes decreased GFR (measurement of how well
your kidneysare working) for age, persistent alouminuria (buildup of a type of protein),
cerebral white mattetesions on brain MRI (Magnetic resonance imaging), cardiac
fibrosis (scarring of the heart) aontrast cardiac MRI

. You meet ONE of the follong:

1. If you are a female patient: Confirmation of Fabry disease (rare genetic disease)
via genetidest documenting galactosidase alpha gene (GLA) mutation

2. If you are a male patient: Confirmation of Fabry disease via enzyme assay (lab
test) showing you have low amount of alpha galactosidase AGal-A) OR
genetic testdocumenting galactosidase alpha gene (GLA) mutation

(Criteria continued on next page)
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RENEWAL CRITERIA
Our guideline nameMIGALASTATGalafold)requires the following rule(s) be met for renewal:
A. You have Fabry disease (rare genetic disease)
B. You have demonstrated improvement or maintenance/stabilization while on therapy in
at leastONE of the following areas:

1. Symptoms such as pain, hypohidrosis/anhidrosis (little to no sweat), exercise
intolerance,gastrointestinal (Gl) symptoms, angiokeratomas (condition with
small, dark spots on thgkin), abnormal cornea, tinnitus (ringing in the ears), or
hearing loss

2. Imagig such as brain/cardiac MRI (Magnetic resonance imaging), DEXA (Dual
energy Xraybsorptiometry: scan that measures bone density), or renal (kidney)
ultrasound

3. Laboratory or histological testing such as33type of cell that builds up) in
plasma/urine @ renal biopsy

References:
1. Galafold package insef@ranbury, NjAmicus Therapeutics U.gc. Revised September 202B8ccesse@®ctober
2021

2. Yogasundaram H, Kim D, Oudit O, Thompson RB, Weidemann F®u@linical Features, Diagnosis, and
Management of Patients With Andersétabry Cardiomyopathy¥an J Cardio2017;33(7):88897.
doi:10.1016/j.cjca.2017.04.015
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MIGLUSTAT ZAVESCA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameMIGLUSTAT (Zaveseajjuires the following rule(s) be met for approval:
A. You have mild tanoderate type 1 Gaucher disease (rare genetic disorder that affects

organs and tissues)

. You are 18 years of age or older

B
C. The requested medication will be used as monotherapy (used alone)
D

. Enzyme replacement therapy is not a therapeutic option for this pafeue to allergy,

hypersensitivity, or poor venous access)

References:

1. Zavesca package inseBouth San Franisco, CAJanssen Pharmaceutic&evisedDecember 2020Accessedctober

2021.
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MILTEFOSINE IMPAVIDO 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline foMILTEFOSINE (Impavideguires the following rule(s) be met for approval:
A. You are 12 years of age or older
B. You have Leishmaniasis (type of parasite disease) with ONE of the following types of
infection:
1. Visceral leishmaniasis (affects your organs) causdeishmania donovani
2. Cutaneous leishmaniasis (affects your skin layers) caused by ALL of the following:
a. Leishmania braziliensis
b. Leishmania guyanensis
c. Leishmania panamensis
3. Mucosal leishmaniasis (affects inside mouth, throat and nose) caused by
Leishmanidraziliensis
C. Species identification must be confirmed via ONE of the following CDC (Center for
DiseaseControl and Prevention) recommended tests:
1. Stained slides (using tissdrom biopsy specimens, impression smears or dermal
scrapings
2. Culture medium
3. Polymerase chain reaction (lab method to make copies of genes)
4. Serologic testing (testing your blood and body fluids such as rK39 Rapid Test)

References:
1. ImpavidoPackagénsert.Orlando, FL. Profounda, IriRevisedviay 2021. Accessed October 2021
2. Handler MZ, Patel PA, Kapila RQ&bati Y, Schwartz RA. Cutaneous and mucocutaneous leishmaniasis: Differential
diagnosis, diagnosis, histopathology, and managemkiimn Acad DermatoR015;73(6):91:028.
doi:10.1016/j.jaad.2014.09.014
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MINOCYCLINE HCL ARESTIN 10/29/2021 6/1/2021
MICROSPHERES
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: SEE RENEWAL CRITERIA BELOW)

Our guideline nameMINOCYCLINE HCL MICROSPHERES (Aszgtirgs the following
rule(s) be met foapproval:

A.

B.
C.

@ m

You have documentation of confirmed periodontitis (inflammation and infection of the
gums)

You are age 18 years or older

The medication is prescribed by or given in consultation with an oral health care
professional

You do not have a history ofinocycline or tetracycline sensitivity or allergy

You do not have a history of candidiasis (a type of fungal infection) or active oral
candidiasis

The requested medication will be administered by an oral health professional

. The requestednedication will be used as an adjunct (aold therapy) to scaling and

root planingprocedures OR used as part of a periodontal maintenance program which
includes goodral hygiene and scaling and rqaaning

. The requested medication is not being useddoutely abscessed periodontal pocket

(not usedfor shortterm and sudden infection with puled pocket)
The medication is not being used in an immunocompromised individual (your immune
system isveakened), such as those immunocompromised by any ofdt@xing
conditions:

1. Uncontrolled diabetes mellitus

2. Chemotherapy

3. Radiation therapy

4. HIV (human immunodeficiency virus) infection
The medication is not being used in the regeneration of alveolar bone (bone that has
tooth sockets), either in preparation for an conjunction with the placement of
endosseous (dentaiinplants or in the treatment of failing implants

(Criteria continued on next page)

Products, documentnd materials provided by Wellfleet, including the material contained ther Pagel77of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



“0 WELLFLEET

RX PLAN
REQUIREMENTEINOCYCLINE HCL MICROSPHERES (CONTINUED)

RENEWAL CRITERIA
Our guideline nameMINOCYCLINE HCL MICROSPHERES (Aszgtirgs the following
rule(s) be met for renewal:
A. You have documentation of periodontitis (inflammation and infection of the gums)
B. The medication will be used as an adjunct (adtherapy) to sciing and rootplanning
procedures OR used as part of a periodontal maintenance program which includes good
oral hygiene and scaling and root planning

References:
1. Arestin Package inseBridgewater, NValeant Pharmaceuticals International, IRevsedMay 2017. Accessed
October 2021.
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MIPOMERSEN SODIU| KYNAMRO 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline nameMIPOMERSEN SODIUM (Kynanmeguires the following rule(s) be met
for approval:
A. You have homozygous famillalpercholesterolemia (type of inherited high cholesterol)
whichwas determined by meetin@NEof the following criteria:
1. Simon Broome diagnostic criteria (definite)
2. Dutch Lipid Network criteria with a score of at least 8
3. Aclinical diagnosis based on atbig of an untreated LDL (low density
lipoprotein)- cholesterol level greater than 500 mg/dL, in combination with
either (1) xanthoma (fattgrowths underneath the skin) before 10 years of age
OR(2) evidence of heterozygodiamilialhypercholesterolemia (type of inherited
high cholesterol) in both parents
B. The medication is prescribed by or recommended by a cardiologist (heart doctor),
endocrinologist (hormone doctor), or lipidologist (cholesterol management specialist)
C. You have an LOQlow density lipoproteincholesterol level greater than or equal to 70
mg/dLwhile on maximally tolerated drug treatment
D. You previously had a trial of Repatha (evolocumab) unless you do not have functional
LDL (lowdensity lipoprotein) receptors
E. If you ae statin tolerant, approval also requires:
1. You meet ONE of the following:
i. You have been taking a higttensity statin (i.e., atorvastatin 480 mg
daily,rosuvastatin 2040 mg daily) for a duration of at least 8 wee®R
ii. You have been takingraaximally tolerated dose of any statin for a
duration of at least 8veeks and you cannot tolerate a higttensity
statin (i.e., atorvastatin 480 mg dailyrosuvastatin 2640 mg daily)
2. You will continue statin treatment in combination with Kynamro

(Criteria continued on next page)
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F. If you are statin intolerant, approval also requires ONE of the following:

1. You have an absolute contraindication to (medical reason why you cannot use)
statintherapy such as active decompensated liver disease (you have symptoms
related to liverdamage), nursing female, pregnancy or plans to become
pregnant or hypersensitivitieaction

2. You have complete statin intolerance as defined by severe and intolerable
adverse effectsuch as creatine kinase elevation (a measure of how much
muscle damage you havgjeater than or equal to 10 times the upper limit of
normal, liver function test elevatiogreater than or equal to 3 times the upper
limit of normal, rhabdomyaglsis (musclédreakdown), severe muscle weakness
leading to temporary disability, fall, or inability to ugemajor muscle group.
These must have occurred with trials of at least two separate statidshave
improved with the discontinuation of each statin

References:

1. Kynamro Package inse@hicago, IL. Kastle TherapeutigsvisedMarch2019. Accessed October 2021.

2. Grundy SM, Stone NJ, Bailey AL, et al. 2018 AHA/ACC/AACVPR/AAPA/ABC/ACPM/ADA/AGS/APhA/ASPC/NLA/PCNA
Guideline on the Management &lood Cholesterol: A Report of the American College of Cardiology/American Heart
Association Task Force on Clinical Practice Guidelines [published correction appears in Circulation. 2019 Jun
18;139(25):e11821186].Circulation 2019;139(25):€10821143. @i:10.1161/CIR.0000000000000625

3. Karr S. Epidemiology and management of hyperlipideAna.J Manag Car€017;23(9 Suppl):S139148.
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MOMETASONE SINUS IMPLANT
Generic Brand Reviewed Effective Date
MOMETASONE SINUVA 10/29/2021 6/1/2021
FUROATE
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline nametMOMETASONE IMPLANT (Sinwesjuires the following rule(s) be met
for approval:
A. You have nasal polyps (small growths inside the nose)
B. You are 18 years ofja or older
C. Therapy is prescribed by or given in consultation with an otolaryngologist (ear, nose and
throat doctor)
D. You previously had ethmoid sinus surgery (process to remove blockage in your sinuses)
E. You are a candidate for repeat ethmoid sinus surgkry to refractory moderate to
severesymptoms (symptoms return and do not respond to surgery) of nasal
obstruction, nasatongestion or nasal polyps in both ethmoid sinuses
F. You previously had a 9fay trial of ONE intranasal corticosteroid (such as flatoe,
beclomethasone, flunisolide, ciclesonide, mometasone)
G. You have not received 4 implants (2 per nostril) in your lifetime

RENEWAL CRITERIA
Our guideline nameMOMETASONE IMPLANT (Sinuegjuires the following rule(s) be met
for approval:
A. You havenasal polyps (small growths inside the nose)
B. You have ethmoid sinus polyps grade 1 or greater on any side
C. You do not have extensive ethmoid sinus polyp grade (grade 4 on at least one side) or
extensive adhesions/synechiae (scar tissue) (grade 3 or 4)
D. You lave not previously received 4 implants (2 per nostril) in your lifetime

References:
1. SinuvaPackage InserMenlo Park, CAntersect EN;TInc.RevisedApril 2020.Accesse®ctober2021.
2. Rosenfeld RM, Piccirili, Chandrasekhar SS, et al. Clinical practice guideline (update): adult sDiméryngol
Head Neck Sur@015;152(2 Suppl):$339. doi:10.1177/0194599815572097
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Generic Brand Reviewed Effective Date
NILOTINIB HCL TASIGNA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®ILOTINIB (Tasignegquires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:

1. Newly diagnosed Philadelphia chromosopwsitive (Ph+) chronic myeloid
leukemia (CMLa type of blood cell cancer) ahronic phase

2. Philadelphia chromosompositive (Ph+) chronic myeloid leukemia in chronic or
acceleratedphase

B. If you have newly diagnosed Philadelphia chromosoipesitive chronic myeloid
leukemia (type of blood cell cancer) in chronic phase, approval atspuires:

1. You are 1 year of age or older

C. If you have Philadelphia chromosomgositive chronic myeloid leukemia (type of
blood cédl cancer) in chronic or accelerated phase, approval also requires:

1. You are 18 years of age or older

2. You are resistant dntolerant to prior therapy including Gleevec (imatinib)

3. You have a Breakpoint Cluster Region Abelson Murine LeukemisA@JR
mutationalanalysis (a type gene testing) confirming that the following mutations
(a permanent changim your DNA that make upour gene) are NOT present:
T315I, Y253H, E255KRE59V/C/I, or G250E

D. If you have Philadelphia chromosomgositive chronic myeloid leukemia (a type of
blood cell cancer) in chronic phase, approval also requires:

1. You are 1to 17 years of age

2. You are resistat or intolerant to prior therapy with other tyrosine kinase
inhibitors such a&leevec (imatinib), Sprycel (dasatinib), Bosulif (bosutinib)

3. You have a Breakpoint Cluster Region Abelson Murine LeukemisgA@JR
mutationalanalysis (type of gene testing)rdirming that the following
mutations (a permanent change your DNA that make up your gene) are NOT
present: T315l, Y253H, E255KA359V/C/I, or G250E

References:
1. Tasignd@ackage InserEast Hanover, NJ. Novartis PharmaceutiCalgporation Reviseddecember 2020Accessed
April 2021.
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NIMODIPINE SOLUTION
Generic Brand Reviewed Effective Date
NIMODIPINE NYMALIZE 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedlIMODIPINE SOLUTION (Nymaliegjuires the following rule(s) be met

for approval:
A. You have a history of subarachnoid hemorrhage (SAH: bleeding in the space surrounding

your brain) from a ruptured intracranial berry aneurysm (an area of an artery wall in
your brainballooned and burst) within the past 21 days

B. You are 18 years of age or older
C. You are unable to swallow nimodipine oral capsules

References:
1. NymalizePackage InsérAtlanta, G\. Arbor Pharmaceuticals, LLRevisedecember 2020Accessedctober2021.
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Generic Brand Reviewed Effective Date
NIRAPARIB TOSYLAT| ZEJULA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline namedlIRAPARIB (Zejulegquires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:

1. Recurrent (returninggpithelial ovarian cancer (cancer that forms on the surface
of the ovary), fallopian tube cancer, or primary peritoneal cancer (type of
abdominal cancer)

2. Advanced ovarian, epithelial ovarian, fallopian tube, or primary peritoneal
cancer

B. If you have recurrat epithelial ovarian, fallopian tube, or primary peritoneal cancer,
approval also requires:

1. You are 18 years of age or older

2. You are in complete or partial response to your most recent platiased
chemotherapy

3. The requested medication will be used foaintenance treatmenttfeatmentto
preventcancer from coming back after it has disappeared after irthiatapy)

4. The requested medication will be used as monotherapy (used by itself for
treatment)

5. The requested medication is started no later than 8 weakter your most
recent platinumcontainingregimen (treatment)

6. You have completed at least 2 or more lines of platifeased chemotherapy

. If you have advanced ovarian, fallopian tube, or primary peritoneal cancer, approval
alsorequwes.

1. You are 18 yearsf age or older

2. You have been treated with three or more prior chemotherapy regimens
(treatments)

3. Your cancer is associated with homologous recombination deficiency (HRD)
positive statugdefined by ONE of the following:

4. Deleterious (harmful) osuspected deleterious BRCA mutation (type of gene
mutation)

5. Genomic instability and have progressed more than six months after response to
the lastplatinumbased chemotherapy

6. You were selected for treatment based on a Food and Drug Administration
approvedcompanion diagnostic test for Zejula

(Criteria continued on next page)
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D. If you have advanced epithelial ovarian, fallopian tube, or primary peritoneal cancer,

approval also requires:
1. You are 18 years of age alder
2. You are in complete or partial response to fiise platinum based

chemotherapy
3. The requested medication will be used for maintenance treatment

References:
1. Zejula package insefiResearch Triangle Park, NC. GlaxoSmithKtieeisedluly 2021Accesse®ctober2021.

2. Armstrong DK, Alvarez RD, BakkGiammez JN, et al. Ovarian Cancer, Version 2.2020, NCCN Clinical Practice Guidelines
in OncologyJ Natl Compr Canc Net®021;19(2):19226. Published 2021 Feb 2. doi:10.6004/jnccn.2021.0007
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OBETICHOLIC ACID | OCALIVA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®BETICHOLIC ACID (Ocaliggyires the following rule(s) be met for
approval:
A. You have primarpiliary cholangitis (type of liver disease), as confirmed by TWO of the
following criteria:
1. An alkaline phosphatase level (indicator of possible liver/gallbladder problems)
of at leastl.5 times the upper limit of normal
2. The presence of antimitochondriah@bodies (indicator of body attacking its
own cells) at diter (concentration) of 1:40 or higher
3. Histologic evidence of nesuppurative destructive cholangitis and destruction of
interlobularbile ducts (you have lab data that shows you have certain symg
of liver disease)
B. You are 18 years of age and older
C. The medication is prescribed by or given in consultation with a gastroenterologist
(digestivesystem doctor) or hepatologist (liver doctor)
D. You meet ONE of the following:
1. You have had an inadequatesponse to ursodeoxycholic acid (such as Ursodiol,
Urso 250Urso Forte) at a dosage of-1'5 mg/kg/day for at least 1 year and the
requested medicationvill be used in combination with ursodeoxycholic acid
2. You are unable to tolerate ursodeoxycholic aaid #he requested medication
will be usedas monotherapy (only drug used for treatment)
E. You do not have complete biliary obstruction (blockage of bile ducts)

RENEWAL CRITERIA
Our guideline name®BETICHOLIC ACID (Ocaligglires the following rule(s) beaet for
renewal:

A. You have primary biliary cholangitis (type of liver disease)

B. Your alkaline phosphatase levels (indicator of possible liver/gallbladder problems) are
less thanl.67-times the upper limit of normal or have decreased by at least 15% from
basdine while ontreatment with obeticholic acid

C. You have not developed complete biliary obstruction (blockage of bile ducts)

References:
1. OcalivaPackage Inserbew York, N¥ntercept PharmaceuticalRevisedMay 2021 Accessedctober2021.
2. Lindor KD, Bowlus CL, Boyer J, Levy C, Mayo M. Primary Biliary Cholangitis: 2018 Practice Guidance from the American
Association for the Study of Liver Diseastspatology 2019;69(1):394119. doi:10.1002/hep.30145
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OCTREOTID®RAL
Generic Brand Reviewed Effective Date
OCTREOTIDE MYCAPSSA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIALCRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®CTREOTIDE (Mycapssgjuires the following rule(s) be met for
approval:
A. You have acromegaly (a hormonal disorder that develops when the pituitary gland
produces toanuch growth hormone dring adulthood)
B. Therapy is prescribed by or given in consultation with an endocrinologist (doctor who
specializes in hormones)
C. You have responded to and are currently stable on an injectable somatostatin analog
therapy(such as octreotide, lanreotide, pasireotide)

RENEWAL CRITERIA
Our guideline name®CTREOTIDE (Mycapssjuires the following rule(s) be met for
renewal:
A. You have acromegaly (a hormonal disorder that develops when the pituitary gland
produces toanuch growth hormone duringdulthood)
B. You have had reduction, normalization, or maintenance of indikéngrowth factor 1
(IGF1: atype of hormone) levels based on your age and gender
C. You have shown improvement or sustained remission (symptoms have gone away) of
clinicalsymptoms of acromegaly

References:
1. Mycapss packagénsert Cincinnati, OHChiasma lo. Revisedlune 2020Accesse®ctober2021.
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Generic Brand Reviewed Effective Date
OCTREOTIDE ACETA] BYNFEZIA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name®CTREOTIDEQ (Bynfeziajequires the following rule(s) be met for

approval:

A. You have ONE of the following diagnoses:

1. Acromegaly (a disorder in which tipguitary gland produces too much growth
hormone)

2. Severe diarrhea and flushing episodes associated with metastatic carcinoid
tumors (a typeof slow growing cancer that has spread to different parts of the
body)

3. Profuse watery diarrhea associated with vasidae intestinal peptide tumors
(VIPomas: &ype of cancer that starts from hormone producing cells)

. If you have acromegaly, approval also requires:

1. You are 18 years of age or older

2. You had an inadequate response to or cannot be treated Aithof the
following:

i. Surgical resection (removal by surgery)
ii. Pituitary irradiation (radiation therapy directed at the pituitary)
iii. Bromocriptine mesylate at maximally tolerated doses
. If you have severe diarrhea and flushing episodes associated with metastatic carcinoid
tumors, approval also requires:
1. You are 18 years of age or older
. If you have profuse watery diarrhea associated with vasoactive intestinal peptide

tumors (VIPomas), approval also requires:
1. You are 18 years of age or older

(Criteriacontinued on next page)
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RENEWAL CRITERIA
Our guideline name®CTREOTIDEQ (Bynfeziajequires the following rule(s) be met for
renewal:

A. You have ONE of the following diagnoses:

1. Acromegaly (a disorder iwhich the pituitary gland produces too much growth
hormone)

2. Severe diarrhea and flushing episodes associated with metastatic carcinoid
tumors (a typeof slow growing cancer that has spread to different parts of the
body)

3. Profuse watery diarrhea associatedth vasoactive intestinal peptide tumors
(VIPomas: &pe of cancer that starts from hormone producing cells)

B. You have had improvement or sustained remission of your symptoms

References:
1. BynfeziaPackage InserCranbury, NJ. Sun Pharmaceutical Industriec Revisedlanuary 2020Accesse@®ctober
2021
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OMACETAXINE SYNRIBO 10/29/2021 6/1/2021
MEPESUCCINATE

Edition 1

REQUIREMENTS:
Our guideline name®MACETAXINE (Synrilbejjuires the following rule(s) be met for
approval:
A. You have chronic myeloid leukemia (CML: type of blood cell cancer)
B. If the request is for indation therapy, approval also requires:
1. You have previously tried or have a contraindication (a medical reason why you
cannot) totwo of the following therapies: Gleevec, Sprycel, Tasigna, Bosulif, or
Iclusig
2. You have received less than 6 fills of Synribo
C. If the request is NOT for induction therapy, approval also requires:
1. You have achieved a hematologic response (your blood tests show you have
improvement),defined as an absolute neutrophil count [ANC] greai@n or
equal to 1.5 x 10(9)/L, ANRatelets greater than or equal to 100 x 10(9)/L, AND
no blood blasts; OR bone marrdMasts less than 5 percent)

References:
1. Synribo package inse@ranbury, NBun Pharmaceutical Industries, IRevisedlanuary 2R0. Accessedctober
2021.

2. Deininger MW, Shah NP, Altman JK, et al. Chronic Myeloid Leukemia, Version 2.2021, NCCN Clinical Practice
Guidelines in Oncology.Natl Compr Canc Net2020;18(10):1388415. Published 2020 Oct 1.
doi:10.6004/jnccn.2020.0047
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OMADACYCLINE NUZYRA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®MADACYCLINE (Nuzyrajjuires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Communityacquired bacterial pneumonia (CABP: type of lung infection)
2. Acute (severe and suddehacterial skin or skin structure infection (ABSSSI)
B. If you have communityacquired bacterial pneumonia, approval also requires:
1. You are 18 years of age or older
2. The infection is caused by any of the following bacteStaeptococcus
pneumoniae Staphylococus aureugmethicillinsusceptible isolates),
Haemophilus influenzaélaemophilus parainfluenzae, Klebsiella pneumoniae,
Legionella pneumoniae, Mycoplasipaeumoniaepr Chlamydophila
pneumoniae
3. You meet ONE of the following criteria:
a. The requested medit¢®n is prescribed by or given in consultation with
an Infectioudisease (ID) specialist
b. Antimicrobial susceptibility test (lab test that shows what drugs may Kill
the bacteria) isavailable, and the infection site culture results indicate
pathogenic (diseaseausingprganism(s) with 1) resistance to at least TWO
standard of care agents for commundagquiredbacterial pneumonia (such
as azithromycin, doxycycline, levofloxaemgxifloxacin, amoxicillin,
ceftriaxone), AND 2) Nuzyra will vikoagainst the bacteria
c. Antimicrobial susceptibility test (lab test that shows what drugs may Kill
the bacteria) isinavailable, and you have had a trial of or contraindication
(medical reason why yotannot use) to at least TWO standard of care
agents forcommunity-acquired bacterigbhneumonia (such as azithromycin,
doxycycline, levofloxacin, moxifloxacin, amoxiciti@ftriaxone)

(Criteria continued on next page)
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C. If you have acute bacterial skin akin structure infection (ABSSSI), approval also
requires:
1. You are 18 years of age or older
2. The infection is caused by any of the following bacteStaphylococcus aureus
(methicillinsusceptibland-resistant isolates)Staphylococcus lugdunensis,
Strepbcoccus pyogeneStreptococcus anginosus grimgludesS. anginosus, S.
intermediusandS. constellatusEnterococcus faecalis, Enterobacter cloacae,
Klebsiella pneumoniae
3. You meet ONE of the following criteria:
a. The requested medication is prescrébby or given in consultation with an
InfectiousDisease (ID) specialist
b. Antimicrobial susceptibility test (lab test that shows what drugs may kill the
bacteria) isavailable, and the infection site culture results indicate
pathogenidqdiseasecausingprganism(s) with 1) resistance to at least TWO
standard of care agents for acub@cterial skin or skin structure infection
(such as linezolid, clindamycin, doxycyclsidfamethoxazole/trimethoprim,
vancomycin, amoxicillin, nafcillineftriaxone,cephalexin, cefazolin), AND 2)
Nuzyra will work against the bacteria
c. Antimicrobial susceptibility test (lab test that shows what drugs may kill the
bacteria) isunavailable, and you had a trial of or contraindication to at least
TWO standard ofareagents for acute bacterial skin or skin structure
infection (such as linezolid, clindamyaimxycycline,
sulfamethoxazole/trimethoprim, vancomycin, amoxicillin, nafcillin,
ceftriaxone, cephalexin, cefazolin)

References:

1. Nuzyra package inseBosta, MA. Paratek Pharmaceuticals, IRevisedMay 2021 Accessedctober2021.

2. Lee RA, Centd®®M, Humphrey LL, et al. Appropriate Use of Skmtirse Antibiotics in Common Infections: Best
Practice Advice From the American College of Physidamsintern Med2021;174(6):82:827. doi:10.7326/M20
7355

3. Kalil AC, Metersky ML, Klompas M, et al. Mpmmaent of Adults With Hospitalcquired and Ventilateassociated
Pneumonia: 2016 Clinical Practice Guidelines by the Infectious Diseases Society of America and the American Thoracic
Society [published correction appears in Clin Infect Dis. 2017 May ):;6298] [published correction appears in Clin
Infect Dis. 2017 Oct 15;65(8):1435] [published correction appears in Clin Infect Dis. 2017 Nov 29;65(1€)ia161].
Infect Dis 2016;63(5):e6£111. doi:10.1093/cid/ciw353
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OMBITASVIR/ TECHNIVIE 10/29/2021 6/1/2021
PARITAPREVIR/

RITONAVIR

Edition 1

REQUIREMENTS:
Our guideline name®MBITASVIR/PARITAPREVIR/RITONAVIR (Techemyigjes the
following rule(s) be met for approval:

A. You have chronic hepatitis C, genotype 4 without cirrhosis (liver damage) or with
compensatectirrhosis (you do not have symptoms related to lisamage; ChildPugh
A)

B. You are treatment naive (never previously treated) or treatment experienced (previous
treatment with peginterferon/ribavirin)

C. The requested medication will be used with ribavirin, unless you are treatment naive
without cirrhosis (yothave never been previously treated and do not have liver
damage) and you hawan intolerance or contraindication to (medical reason why you
cannot use) ribavirin

D. You are 18 years of age or older

E. You have previously failed a short trial of Harvoni or EpclRgasons for failuraay
include adverse effect, intolerance to therapy, or contraindication to (medical reason
whyyou cannot usepoth drugs

F. You are currently supervised by a gastroenterologist (digestive system doctor),
infectiousdisease specialisphysician specializing in the treatment of hepatitis (such as
a hepatologist)or a specially trained group such as ECHO (Extension for Community
Healthcare Outcomeshodel

G. You have evidence of current hepatitis C virus infection and chronic hepatitissC v
infectionas documented by at least one detectable HCV RNA levels (amount of virus in
your blood)within the past 6 months

A total of 12 weeks of therapy will be approved.

(Criteria continued on next page)
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REQUIREMENTSMBITASVIR/PARITAPREVIR/RITONAVIR (CONTINUED)

The medication will NOT be approved for the following:

A. You are using any of the following medications at the same time while on Technivie:
alfuzosincarbamazepine, phenytoin, phenobarbital, rifampin, ergoitaen
dihydroergotamine, ergonovinenethylergonovine, ethinyl estradiol containing
medications (such as combined ocaintraceptives, NuvaRing, Ortho Evra or Xulane
transdermal patch system), lovastatgimvastatin, pimozide, efavirenz, Revatio,
triazolam,oral midazolam, lopinavir/ritonavirjlpivirine, or salmeterol

B. You have moderate or severe liver impairment (Child Pugh B or Child Pugh C)

C. You are on hemodialysis (process of purifying the blood of a person whose kidneys are
not working normally)

D. Youhave a limited life expectancy (less than 12 months) due tcliven related
comorbidconditions

E. You have previously used (failed a full course of therapy) or are currently using any of
the following regimens:

1. A nucleotide NS5B polymerase inhibitor (type of hepatitis C drug) including
Sovaldisofosbuvir)

2. A combination NS5B polymerase inhibitor/NS5A inhibitor (type of hepatitis C
drug) includingHarvoni (ledipasvir/sofosbuvir)

3. Any HCV protease inhibitor includi®lysio (simeprevir), Victrelis (boceprevir),
and InciveKtelaprevir)

4. Viekira Pak (dasabuvir/ombitasvir/paritaprevir/ritonavir) or Viekira XR

References
1. Technivie package insert. North Chicago, IL. AbbVie Inc. Revised December 2019. Aatebse?021.
2. Ghany MG, Morgan TR; AASD3A Hepatitis C Guidance Panel. Hepatitis C Guidance 2019 Update: American
Association for the Study of Liver Diseab#ectious Diseases Society of America Recommendations for Testing,
Managing, and Treating Hepatitis Gugilnfection. Hepatology. 2020 Feb;71(2)-684

Products, documentnd materials provided by Wellfleet, including the material contained ther Pagel94of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



“0 WELLFLEET

RX PLAN
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Generic Brand Reviewed Effective Date
OSILODROSTAT ISTURISA 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®SILODROSTAT (Isturiszquires the following rule(s) be met for
approval:
A. You have Cushing's disease (CD: a condition due to a tumor pittitary gland
causing arexcess release of the hormone cortisol in the blood)
B. You are 18 years of age or older
C. Therapy is prescribed by or given in consultation with an endocrinologist (doctor who
specializes in hormones)
D. Pituitary (major hormone glandurgery is not an option or has not cured your condition
E. You previously had a trial of oral ketoconazole, unless there is a medical reason you are
cannot(contraindication)

RENEWAL CRITERIA
Our guideline name®SILODROSTAT (Isturis=quires the followiig rule(s) be met for
renewal:

A. You have Cushing's disease (CD: a condition due to a tumor in the pituitary gland
causing arexcess release of the hormone cortisol in the blood)

B. You continue to have improvement of Cushing's disease (such as clinically gielanin
redudion in 24-hour urinary free cortisol and/or improvements in signs and symptoms
of disease)

C. You continue to tolerate treatment with Isturisa

References:
1. Isturisapackage insert. North Chicago, IL. AbbVieRavsedDecember 2019%ccessedctober2021.
2. Nieman LK, Biller BM, Findling JW, et al. Treatment of Cushing's Syndrome: An Endocrine Society Clinical Practice
GuidelineJ Clin Endocrinol MetaB015;100(82807-2831. doi:10.1210/jc.201:3818
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Generic Brand Reviewed Effective Date
PALBOCICLIB IBRANCE 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®ALBOCICLIB (Ibranceguires the following rule(s) be met for approval:
A. You have hormone receptor (HRJsitive, human epidermal growth factor receptor 2
(HER2)negative advanced or metastatic breast cancer (cancerighatthe advanced
stage or that haspread to other parts of the body)
B. You are 18 years of age or older
C. You meet ONE of the following:

1. The requested medication will be used with an aromatase inhibitor (type of
cancer drug suchs anastrozole, letrozoley exemestane) AND you meet ALL of
the following:

i. You are a postmenopausal female OR a male
ii. You have NOT received endocrine (hormeba3ed therapy (such as
letrozole,anastrozole, tamoxifen, fulvestrant, exemestane)
iii. Your disease has NOT worsened afteves cyclirdependent kinase
(CDK) inhibitotherapy (this type of therapy is used to treat cancer by
preventing the cancer cells fromultiplying)

2. The requested medication will be used in combination with Faslodex
(fulvestrant) AND yomeet ALL of the fowing:

i. Your disease has worsened after endocrine (hormone) therapy (such as
letrozole,anastrozole, tamoxifen, fulvestrant, exemestane)

ii. Your disease has NOT worsened after previous egleliendent kinase
(CDK) inhibitotherapy (this type of therapy igsed to treat cancers by

preventing the cancer cells fromultiplying)
References:
1. Ibrance package inseflew York, NY.fRer labs, IncRevsedSeptember 2019Accessectober2021.
2. GradishawJ, Anderson BO, Abraham J, et al. Breast Cancer, Version 3.2020, NCCN Clinical Practice Guidelines in
OncologyJ Natl Compr Canc Net®020;18(4):45278. doi:10.6004/jnccn.2020.0016
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Generic Brand Reviewed Effective Date
PANOBINOSTAT FARYDAK 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name®ANOBINOSTAT (Farydag&gjuires the following rule(s) be met for
approval:
A. You have multiple myeloma (cancer that forms in a type of white blood cell)
B. You have been treated with at least 2 prior regimens including:

1. Velcade (bortezomib)
2. Immunomodulatory mettation such as Thalomid, Revlimid, or Pomalyst. (These

drugsadjust immune responses)
C. The requested medication will be used in combination with Velcade (bortezomib) and

dexamethasone

RENEWAL CRITERIA
Our guideline name®ANOBINOSTAT (Farydag&gjuires the following rule(s) be met for

renewal:
A. You have tolerated the first 8 weeks of therapy without experiencing any severe or

medicallysignificant toxicity

References:
1. Farydak package ied. East Hanover, New Jersey. Novartimrmaceuticals CorporatioRevsedFebruary 2015.
Accesse®ctober2021.

2. Kumar SK, Callander NS, Adekola K, et al. Multiple Myeloma, Version 3.2021, NCCN Clinical Practice Guidelines in
OncologyJ Natl Compr Canc Net2020;18(12):1688.717. Published 2020 Dec 2. doi:10.6004/jnccn.2020.0057
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Generic Brand Reviewed Effective Date
PARATHYROID NATPARA 10/29/2021 6/1/2021
HORMONE

Edition 1

REQUIREMENTS:
Our guideline foPARATHYROID HORMQ#M&uires the following rule(s) be met for approval:
A. You have hypocalcemia secondary to hypoparathyroidism (low blood calcium due to low
levels of a type of hormone)
B. You have previously tried activated vitamin D (calcitriol) and calcium
C. Your hypoparathyroidism (low levels of a type of hormone) is not due to a calcium
sensingeceptor (CSR) mutation (changes in your DNA that make up yoaj gen
D. Your hypoparathyroidism is not considered acute pasgtgical hypoparathyroidism (not
sudden and severe due to surgery in past 30 days)
E. Therapy is prescribed by or given in consultation with an endocrinologist (hormone
specialist)

References:
1. Natpara package inseitexington, MA. ShirBlPS Pharmaceuticals, IiRevisedJune 2020Accessedctober2021.
2. Cooper MS, Gittoes NJ. Diagnosis and management of hypocalcaemia [published correction appears in BMJ. 2008 Jun
28;336(7659): doi: 10.1136/bmaj334].BMJ 2008;336(7656):1298302. doi:10.1136/bm;j.39582.589433.BE
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Generic Brand Reviewed Effective Date
PASIREOTIDE SIGNIFOR 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name@ASIREOTIDE (Signifismjjuires the following rule(s) be met for approval:
A. You have Cushing's disease (CBoradition in which the pituitary gland releases too
much of ahormone called adrenocorticotropic hormone [ACTH])
B. You are 18 years of age or older
C. Therapy is prescribed by or given in consultation with an endocrinologist (doctor who
specializes in hormones)
D. You have undergone pituitary (a major hormone gland) surgery OR pituitary surgery is
not anoption
E. You have previously tried oral ketoconazole, unless there is a medical reason you are
cannot(contraindication)

RENEWAL CRITERIA

Our guideline name®ASIEOTIDE (Signiforg¢quires the following rule(s) be met for renewal:
A. You have Cushing's disease (CD: a condition in which the pituitary gland releases too
much of ahormone called adrenocorticotropic hormone [ACTH])
B. You continue to have improvementof Cisff 3 Q& RA &SI 4SS 064adz0K | & Of
reduction in 24hour urinary free cortisol and/or improvements in signs and symptoms
of yourdisease)
C. You continue to tolerate treatment with Signifor

References:
1. Signifor package inseftast Hanover, NBlovartis Pharmaceuticals CorporatidtevsedJanuary 2020Accessed
Odober 2021.

2. Nieman LK, Biller BM, Findlidg/, et al. Treatment of Cushing's Syndrome: An Endocrine Society Clinical Practice
GuidelineJ Clin Endocrinol MetaB015;100(8):2802831. doi:10.1210/jc.201:3818
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WELLFLEET RX STUDENT FORMULARY

PATIROMER
Generic Brand Reviewed Effective Date
PATIROMER CALCIUN VELTASSA 10/29/2021 6/1/2021
SORBITEX
Edition 1

REQUIREMENTS:
Our guideline name®ATIROMER (Veltassaquires the following rule(s) be met for
approval:
A. You have hyperkalemia (high levels of potassium in blood)
B. Therapy is prescribed by or given in consultation with a nephrologist (kidney doctor) or
cardiologist (heart doctor)
C. The requested medication is NOT being used as an emergreratsnent for life-
threateninghyperkalemia (high levels of potassium in blood)
D. You are NOT currently receiving dialysis
E. You have tried ONE of the following to lower the risks for hyperkalemia:

1. Limit to taking no more than one of the following drugs at giwen time:

I. Angiotensin converting enzyme inhibitor (AC&ich as lisinopril,
benazepril)
ii. Angiotensin receptor blocker (ARB such as valsartan, losartan)

2. Lowering the dose of rertangiotensinaldosterone system (RAAS) inhibitors
(such asACH's, ARB'saldosterone antagonists like spironolactone) has been
considered

F. If your estimated glomerular filtration rate (eGFR) is below 30 mL/min/1.73 m(2),
approval alsarequires:

1. You have tried to treat hyperkalemia with loop diuretics such as bumetanide,
ethacryric acid, furosemide, torsemide

G. If your estimated glomerular filtration rate (eGFR) is 30 mL/min/1.73 m(2) or above
approval also requires:

1. You have tried to treat hyperkalemia with a loop diuretic such as bumetanide,
ethacrynicacid, furosemide, torsemid€R a thiazide diuretic such as
chlorthalidone hydrochlorothiazide, metolazone

H. You have previously tried Lokelma (sodium zirconium cyclosilicate)

References:
1. \eltassaPackage InserRedwood City, CRelypsa, Inc. ResadMay 2021 Accessed Aprid021.
2. Palmer BF, Carrero JJ, Clegg DJ, et al. Clinical Management of Hyperkédgnmi@lin Prac2021;96(3):74462.
doi:10.1016/j.mayocp.2020.06.014
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Generic Brand Reviewed Effective Date
PAZOPANIB VOTRIENT 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®AZOPANIB (Votrientgquires the following rule(s) be met fapproval:
A. You have ONE of the following diagnoses:
1. Advanced renal cell carcinoma (RCC: type of kidney cancer)
2. Advanced soft tissue sarcoma (STS: cancer that starts in soft tissues like muscle,
tendons, fat, lymph vessels, blood vessels, and nerves)
B. If you have advanced soft tissue sarcoma (STS), approval also requires:
1. You had a trial of chemotherapy (cancer treatment such as anthracycline
treatment), unless there is a medical reason why you cannot (contraindication)
2. You do NOT have adipocytic soft issarcoma (type of cancer in fat cells) or
gastrointestinal stromal tumors (GIST: type of cancer that starts in a type of cell

in the digestive system)

References:
1. Votrientpackage insertEast Hanover, NBlovartis PharmaceuticalSorporation. ReisedAugust 2020Accessed
October2021.
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WELLFLEET RX STUDENT FORMULARY

PDES5 INHIBITORS FOR PULMONARY ARTERIAL HYPERTENSION
Edition 1
Generic Brand Reviewed Effective Date
SILDENAFIL REVATIO 10/29/2021 6/1/2021
TADALAFIL ADCIRCA,
ALYQ

**Please use the criteria for the specific drug requested**

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®DES5 INHIBITORS FOR PULMONARY ARTERIAL HYPERTENSION
(Revatio, Adcirca/Alygyequires the following rule(s) be met for approval:

A.

You have pulmonary arterial hypertension (PAH: type of high blood pressure that affects
arteries in the lung and in the heart) World Health Organization (WHO Group |: a way
to classify the severity of disease)
The medication is prescribed by or given in consultation with a cardiologist (heart
doctor) orpulmonologist (lung/breathing doctor)
You havalocumentation showing you have pulmonary arterial hypertension based on
the following lab values by putting a catheter (narrow flexible tube) into the right side of
your heart:

1. Mean pulmonary artery pressure (PAP) of greater than or equal to 25 mmHg

2. Pulmorary capillary wedge pressure (PCWP) less than or equal to 15 mmHg

3. Pulmonary vascular resistance (PVR) greater than 3 Wood units
You have New York Heart Associativorld Health Organization (NYR@HO)
FunctionalClass Il to IV symptoms (a way to classifiy imited you are during physical
activity)
You are NOT concurrently or intermittently taking oral erectile dysfunction agents (such
asCialis, Viagra) or any organic nitrates in any form
You are NOT concurrently taking guanylate cyclase stimulatorss(tliagalso treat
pulmonaryhypertension such as Adempas)

. In addition to the above requirements, the following criteria apply to the specific agents

listed:

1. Request for REVATIO (Sildenafil) ORAL SUSPENSION requires that you are unable

to swallow pills androu have tried crushed sildenafil tablets

(Criteria continued in next page)
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RENEWAL CRITERIA
Our guideline name@&DES5 INHIBITORS FOR PULMONARY ARHYREBRTENSION
(Revatio, Adcirca/Alygyequires the following rule(s) be met for renewal:
A. You have pulmonary arterial hypertension (PAH: type of high blood pressure that affects
arteries in the lungs and in the heart) World Health Organization (WHO) Gr@updy
to classify the severity of disease)
B. You meet ONE of the following criteria:
1. You have shown improvement from baseline in tAmBiute walk distance test
2. You have a stable-@inute walk distance test with a stable or improved World

HealthOrganization functional class
References:
1. Revatio package inseftlew York, NY. Pfizer Inc. Revised February 2018. Accessed October 2021.
2. Adcirca package insert. Indianapolis, IN. Eli Lilly and Company. Revised September 2020. Accessed October 2021.
3. Alyq package inserRarsippany, NJ. Teva Pharmaceutiddészised January 2019. Accessed October 2021.
4. Klinger JR, Elliott CG, Levine DJ, et al. Therapy for Pulmonary Arterial Hypertension in Adults: Update of the CHEST
Guideline and Expert Panel Repfgtiblished correction appears in Chest. 2021 Jan;159(1): %8st
2019;155(3):56%86. doi:10.1016/j.chest.2018.11.030
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PEANUT ALLERGEN POWDHKRP
Generic Brand Reviewed Effective Date
PEANUT (ARACHIS PALFORZIA 10/29/2021 6/1/2021
HYPOGAEALLERGEN
POWDE®NFP
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®EANUT ALLERGEN POWDHERP (Palforziagquires the following
rule(s) be met for approval:
A. You have a peanut allergy confirmed by ONE of the following:
1. If you have undergone a purposeful food challenge: you limoementation of
a positiveskin prick test (wheal diameter of 3 mm or greater) (skin test to check
for peanut allergy) OBeanutspecific immunoglobulin E (IgE level at 0.35 KUA/L
or greater) (blood test thaindicates an allergy to peanuts) within thegp24
months
2. If you have NOT undergone a purposeful food challenge: you have
documentation of gositive skin prick test (wheal diameter of 8 mm or greater)
(skin test to check for peanuailergy) OR peantgpecific immunoglobulin E (IgE
level at 14 kUA/lor greater) (blood testhat indicates an allergy to peanuts)
within the past 24 months
B. You are 4 to 17 years of age
C. Therapy is prescribed by given in consultation with an allergist/immunologist
(allergy/immunesystem doctor)
. You have a clinical history allergic reaction to peanuts
The medication is to be used in conjunction with a peaanaidance diet
You are not currently on peamspecific immunotherapy (such as Viaskin Peanut)

nmo

(Criteria continued on next page)
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REQUIREMENTS: PALFORZDAITTINUED)

RENEWAL CRITERIA
Our guideline name®EANUT ALLERGEN POWDHRP (Palforziagquires the following
rule(s) be met for renewal:
A. You have an allergy to peanuts
B. Therapy is prescribed by or given in consultation wittabergist/immunologist
(allergy/immunesystem doctor)
C. Palforzia will be used together with a pearaitoidance diet
D. You are not currently on peanspecific immunotherapy (such as Viaskin Peanut)
E. You meet ONE of the following:
a. You have a persistent peanutexgy (your peanut allergy has not gone away)
b. If you have undergone a purposeful food challenge: you have documentation of
a persistenipeanut allergy based on a positive skin prick test (wheal diameter of
3 mm or greater) (skitest to check fopeanut allergy) OR peanspecific
immunoglobulin E (IgE level at 0.B3A/L or greater) (blood test that indicates
an allergy to peanuts) within the past 24 months
c. If you have NOT undergone a purposeful food challenge: you have
documentation of gersistant peanut allergy based on a positive skin prick test
(wheal diameter of 8 mm qgreater) (skin test to check for peanut allergy) OR
peanutspecific immunoglobulin E (I¢gvel at 14 KUA/L or greater) (blood test
that indicates an allergy to peanuts) withithe past24 months

References:
1. PalforziaPackage InserBrisbane, CA. Aimmune Therapeutics, Revisedlanuary 2020Accesse®ctober2021.
2. GreenhawtM, Oppenheimer J, Nelson M, et al. Sublingual immunotherapy: A focused allergen immunotherapy
practice parameter update. Ann Allergy Asthma Immunol. 2017;118(32826:2. doi:10.1016/j.anai.2016.12.009
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Generic Brand Reviewed Effective Date
PEGNTERFERON ALF SYLATRON, 10/29/2021 6/1/2021
2B SYLATRON 4
PACK
Edition 1

REQUIREMENTS:
Our guideline name®EGINTERFERON ALEB. (Sylatronyequires the following rule(s) be
met for approval:
A. You meet ONE of the following:
1. You are currently taking Sylatron and have NOT received 5 years of treatment
with Sylatron
2. You have melanoma (skin cancer) with giresence of cancer cells in your lymph
nodes(microscopic or gross nodal involvement), within 84 days of surgical

removal of the cancer
References:
1. Syhtron packagénsert. Whitehouse Station, NMerck & Co IncRevised August 201%ccessedctober2021
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PEGINTERFERON ALFA 2A OR 2B (PEGASYS OR PEGINTRON)

Edition 1

Generic Brand Reviewed Effective Date
PEGINTERFERON PEGASYS, 10/29/2021 6/1/2021
ALFA2A PEGASYS

PROCLICK

PEGINTERFERON PEGINTRON
ALFA2B

REQUIREMENTS:
Our guideline name@®EGINTERFERON ARP/or 2B (Pegasys or Peglintraepuires the
following rule(s) be met for approval:

A. Youhave chronic hepatitis C genotype 1, 2, 3, 4, 5, or 6 (type of liver inflammation
caused byhepatitis C virusRequests for Pegasys will also be approved for diagnosis of
chronichepatitisB.

B. If you have chronic hepatitis B (type of liver inflammation csed by hepatitis B virus),
approval also requires:

1. You are 3 years of age or older

2. The medication is prescribed by or given in consultation with a
gastroenterologis{digestive system doctor), infectious disease specialist (a
doctor specializing in disordecaused by viruses, bacteria, fungi and parasites),
a doctor specializing in the treatmeaf hepatitis such as a hepatologist (liver
doctor), or a specially trained group suche.BHO (Extension for Community
Healthcare Outcomes) model
You do not haveihosis (liver damage)
You have tested positive for HBeAg (hepatitisahtgen)
5. You have evidence of viral replication (the virus has multiplied in your body) with

highserum ALT (high amount of a type of liver enzymes)

B w

(Criteriacontinued on next page)
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C. If you have chronic hepatitis C (type of liver inflammation caused by hepatitis C virus),
approval also requires:

1. You are between 3 and 11 years old

2. The medication is prescribdxy or given in a consultation with a
gastroenterologis{digestive system doctor), infectious disease specialist (a
doctor specializing in disordecawused by viruses, bacteria, fungi and parasites),
or a doctor specializing in titeeatment of hepatitissuch as a hepatologist (liver
doctor)

3. You have other symptoms of hepatitis C (extrahepatic manifestations) such as
cryoglobulinemia (abnormal proteins in the blood), rashes, and
glomerulonephritiginflammation in your kidneys) AND you have advanced
fibrosis (scar tissue in the livethat requires urgent treatment to lower your
risks of getting worse or dying

4. Peginterferon is being used with ribavirin, unless there is a medical reason why
you cannot use ribavirin (contraindication)

5. You have @etectable pretreatment HCV RNA level/viral load (amount of virus in
your blood). The level varies by lab assay (test) but is a level typically greater
than or equal ta25 1U/mL

References:
1. Pegasys package insert. South San Francisco, CA. GenentealtUSdvised March 2021. Accessed October 2021.
2. Pegintron package insert. Whitehouse Station, NJ. Marck Shapr & Dohme Corp. Revised January 2019. Accessed
October 2021.
3. Ghany MG, Morgan TR; AASOSA Hepatitis C Guidance Panel. Hepatitis C Guidanc&Jpdag: American
Association for the Study of Liver Diseab#gctious Diseases Society of America Recommendations for Testing,
Managing, and Treating Hepatitis C Virus Infectitepatology 2020;71(2):68621. doi:10.1002/hep.31060
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PEGVALIASE
Generic Brand Reviewed Effective Date
PEGVALIASE)PZ PALYNZIQ 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name@®EGVALIASE (Palynzieguires the following rules be met for approval:
A. You have phenylketonuria (PKU) (a type of birth defect that causes buildughehacal
calledphenylalanine)
B. You are 18 years of age or older
C. You have uncontrolled blood phenylalanine concentrations greater than 600 micromol/L
on existingmanagement, as confirmed by a measurement in the last 30 days
D. You have previously tried Kuvasapropterin)
E. You are NOT receiving Kuvan (sapropterin) at the same time as Palynziq (pegvaliase)

RENEWAL CRITERIA
Our guideline name®EGVALIASE (PalynzigQuires the following rules be met for renewal:
A. You have a diagnosis piienylketonuria (PKU: type of birth defect that causes buildup
of achemical called phenylalanine)
B. Your phenylalanine levels have dropped by at least 20% from baseline or to a level
under 600micromol/L

References
1. Palynziq pckage InsertNovato, CABioMarin Pharmaceutical InRevised November 2028ccessedctober2021.
2. Vockley J, Andersson HC, Antshel KM, et al. Phenylalanine hydroxylase deficiency: diagnosis and management
guideline [published correction appears in Genet Med. 2014 Apr;16(4):G&6let Med 2014;16(2):18200.
doi:10.1038/gim.2013.157

Products, documentnd materials provided by Wellfleet, including the material contained ther Page209of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



" W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

RX PLAN
WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
PEMIGATINIB PEMAZYRE 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®EMIGATINIB (Pemazymequires the following rule(s) be met for
approval:

A. You have unresectable locally advanced or metastatic cholangiocarcinoma (bile duct
cancerthat has growroutside the organ but has not yet spread to other parts of the
body and cannobe removed by surgery, or bile duct cancer that has spread to other
parts of the body)

B. You are 18 years of age or older

C. You have previously been treated

D. You have a fibroblast gwth factor receptor 2 (FGFR2: type of protein) fusion or other
rearrangement as detected by a Food and Drug Administration (&p#pved test

References:
1. Pemazyre ackagensert Wilmington, DE. Incyte CorporatioRevised February 202Accessed®ctober2021.
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PENTOSAN ELMIRON 10/29/2021 6/1/2021
POLYSULFATE

SODIUM

Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®ENTOSAN POLYSULFATE (Elmequires the following rule(s) be met
for approval:
A. You have a diagnosis of interstit@istitis/bladder (painful bladder condition) pain
syndromeongoing for at least six weeks

RENEWAL CRITERIA
Our guideline name®ENTOSAN POLYSULFATE (Elmequires the following rule(s) be met
for renewal:

A. You have experienced clinicaiprovement from baseline secondary to treatment

References:
1. ElmironPackage InserTitusville, New Jerseyanssen Pharmaceuticalsc. Revised February 202Accessed

October2021.
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PEXIDARTINIB TURALIO 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®EXIDARTINIB (Turali@quires the following rules be met for approval:
A. You have symptomatic tenosynovial giant cell tumor (TGCT: type edarmerous
growthin or around a joint causing tissue damage and reducing function)
B. TGCT is asciated with severe morbidity (disease) or functional limitations
C. TGCT is NOT responsive to improvement with surgery
D. You are 18 years of age or older

References:
1. Turalio package inserBasking Ridge, NJ. Daiichi Sankyo, Inc. Revised AprilA2@28sedctobe2021
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PHENOXYBENZAMINE DIBENZYLINE 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name@HENOXYBENZAMINE (Dibenzyliequires the following rules be met
for approval:
A. You have pheochromocytoma (tumor in your adrenal gland)
B. Therequested drug is used to treat pheochromocytoma before pheochromocytoma
surgeryto remove the tumor
C. The requested drug is prescribed by an endocrinologist (hormone doctor), an endocrine
surgeon (surgeon specializing in removal of glands suaeldrasal glands), or a
hematologist/oncologist (cancer doctor)
D. You must have tried an alpHaselective adrenergic receptor blocker (such as doxazosin,
terazosin, or prazosin), unless there is a medical reason why you cannot
(contraindication)

References:

1. Dibenzyline pckagensert Bradenton, FLWellSpring PharmaceuticaRevsedMarch 2008 Accessedctober2021.

2. Taieb D, Hicks RJ, HinHiéet al. European Association of Nuclear Medicine Practice Guideline/Society of Nuclear
Medicine and Molecular Imaging Procedure Standard 2019 for radionuclide imaging of phaeochromocytoma and
paragangliomaEur J Nucl Med Mol Imaging019;46(10):211-2137. doi:10.1007/s0025019-043981

3. Brunt LM. SAGES Guidelines for minimally invasive treatment of adrenal patif&logyEndos@013;27(11):3957
3959. doi:10.1007/s0046@13-31680

Products, documentnd materials provided by Wellfleet, including the material contained ther Page213of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



“ : W E LL FLEET PRIOR AUTHORIZATION GUIDELINES

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
PIMAVANSERIN NUPLAZID 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline named drug nam&IMAVANSERIN (Nuplazm@quires you to meet the
following rule(s) for approval:
A. You have a diagnosis of psychosis associated with Parkinson's disease (a mental disorder
that causes you to have false beliefs or to hear ortb@ggs that are not really there
and isrelated to a movement disorder)
B. You are at least 18 years old; and
C. The drug is prescribed by a doctor specializing in one of the following areas: neurology
(brain doctor), geriatric medicine (specialty that focusashealth care of elderly
people), obehavioral health (such as a psychiatrist).

RENEWAL CRITERIA

Our guideline name®IMAVANSERIN (Nuplazi@quires that you have experienced an
improvement in psychosis symptoms (mental issues such asbilisés or hearing or seeing
things that are not really there) from baseline during the past 12 months of therapy and you
show a continued need for treatment.

References:
1. NuplazidPackage InserSan Diego, CA. Acadia PharmaceuticaldRegised Novembe2020.Accessedctober2021.

Products, documentnd materials provided by Wellfleet, including the material contained ther Page214of 716
are proprietary to Wellfleet Group, LLC and protected by applicable copyright or trade secret

laws. Information contained within may not be published, distributed, or reprddircpart or

whole, without express written consent of Wellfleet Group, LLC.



‘ W E L L F L E E T PRIOR AUTHORIZATION GUIDELINES

WELLFLEET RX STUDENT FORMULARY

Generic Brand Reviewed Effective Date
PITOLISANT HCL WAKIX 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Our guideline name@ITOLISANT (Wakisgquires the following rule(s) be met for approval:
A. You have one of the following:

1. Excessive daytime sleepiness (EDS) with narcolepsy (ssmeger with extreme
drowsiness)

2. Narcolepsy as demonstrated by cataplexy (sleep disorder with extreme
drowsiness witlsudden anduncontrollable muscle weakness)

B. If you have excessive daytime sleepiness (EDS) with narcolepsy, approval also
requires:

1. You hae narcolepsy that is confirmed I@NEof the following:

2. A Multiple Sleep Latency Test showing a both an average sleep latency of 8
minutes orlessAND2 or more earlyonset rapid eye movement (REM) sleep test
periods

3. A Multiple Sleep Latency Tg8SLT) showing both an average sleep latency of 8
minutes or lesANDone earlyonset rapid eye movement (REM) sleep test
period (SOREMRNDadditionally one SOREMP (within approximately 15
minutes) on golysomnography (type of sleep test) the night prding the
MSLT, with thepolysomnography ruling out nenarcolepsy causes of excessive
daytime sleepiness

4. You have low orexin/hypocretin levels on a cerebrospinal fluid (CSF) assay (test
showing you have low levels of a chemical that helps with stayinge&wa

5. You have excessive daytime sleepiness (EDS) lasting for at least 3 months and
EpworthSleepiness Scale (type of sleepiness test) score of more than 10

6. Therapy is prescribed by or given in consultation with a neurologist (nerve
doctor),psychiatrist (matal health doctor), or specialist in sleep medicine

7. You had a trial of one generic typical stimulant (such as amphetamine sulfate,
methylphenidate, etc.) AND solriamfetol, armodafinil, or modafinil, unless there
is a medicateason why you cannot (contradication)

C. If you have cataplexy with narcolepsy, approval also requires:

1. Wakix is prescribed by or given in consultation with a neurologist (nerve doctor),
psychiatristimental health doctor), or specialist in sleep medicine

2. You have tried TWO of the folWing: venlafaxine, fluoxetine, or a TCA (tricyclic
antidepressant such as clomipramine, imipramine)

(Criteria continued on next page)
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REQUIREMENTEITOLISANICONTINUED)

RENEWAL CRITERIA
Our guideline name@®ITOLISANT (Wakisgquires thefollowing rule(s) be met for renewal:
A. You have ONE of the following:
1. Excessive daytime sleepiness (EDS) with narcolepsy (sleep disorder with extreme
drowsiness)
2. Narcolepsy as demonstrated by cataplexy (sleep disorder with extreme
drowsiness witlsudden and uncontrollable muscle weakness)
B. You meet ONE of the following:
1. You have demonstrated 25% or more improvement in Epworth Sleepiness Scale
(type ofsleepiness test) scores compared to baseline
2. You have shown improvement in cataplexy (sudden arabuotrollable muscle
weaknessyymptoms compared to baseline

References:
1. Wakixpackage InsertPlymouth Meeting, PA. Harmony Biosciences, LLC. Revised Marcih26@4se®ctober
2021.

2. Morgenthaler Tl, KapwWK, Brown T, et al. Practice parameters for the treatment of narcolepsy and other
hypersomnias of central origin [published correction appears in Sleep. 2008 Feb 1;31(2):table of cdblesyps].
2007;30(12):1708.711. doi:10.1093/sleep/30.12.1705
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POMALIDOMIDE POMALYST 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
Our guideline name®OMALIDOMIDE (Pomalysgquires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Multiple myeloma (MM: cancer that forms in your white blood cells)
2. Kaposi sarcoma (KS: cancer that forms from the ieilsur lymph or blood
vessels)
B. If you have multiple myeloma, approval also requires:
1. You are 18 years of age or older
2. The requested medication is used in combination with dexamethasone
3. You have tried at least two drugs including Revlimid (lenalidomiade)ra
proteasomeinhibitor (type of cancer drug such as Velcade [bortezomib], Kyprolis
[carfilzomib], or Ninlardixazomib])
C. If you have Kaposi sarcoma, approval also requires:
1. You are 18 years of age or older
2. You meet ONE of the following:
3. You have acquigtimmunodeficiency syndrome (AlD@)ated Kaposi sarcoma
after failing highly active antiretroviral therapy (HAART: medications used to
treat humanimmunodeficiency virus [HIV])

4. You are human immunodeficiency virus (Hi€yative
References:
1. Pomalyst pckaganserts.Summit, NJ. Celgene Corporation. Revised November. 2@2@sse@®ctober2021.
2. Kumar SK, Callander NS, Adekglat al. Multiple Myeloma, Version 3.2021, NCCN Clinical Practice Guidelines in
OncologyJ Natl Compr Canc Net®020;18(12):1688.717. Published 2020 Dec 2. doi:10.6004/jnccn.2020.0057
3. Reid E, Suneja G, Ambinder RF, et al.-R@&&ed Kaposi Sarcoméersion 2.2019, NCCN Clinical Practice Guidelines
in OncologyJ Natl Compr Canc Net®2019;17(2):174189. doi:10.6004/jnccn.2019.0008
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PREDNISONE RAYOS 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
Our guideline name®REDNISONE DELANRHDEASE TABS (Rayeglires the
following rule(s) be met for approval:
A. The request is for a Food and Drug Administratpproved indication
B. You had a previous trial @NEof the following, unless there is a medicaason why
you cannot (contraindication): generic prednisone, prednisolone, or methylprednisolone
C. You have had a subclinical response (not a full response) or treatment failure of generic
prednisone, prednisolone, or methylprednisolone

RENEWAL CRITERIA
Our guideline name®REDNISONE DELANRHDEASE TABS (Rayeglires the
following rule(s) be met for renewal approval:
A. The request is for a Food and Drug Administratpproved indication
B. You have had a clinical benefit from using Rayos (such as impeavéminflammatory
condition from baseline)
C. You cannot be tapered off (slowly lowering the dose to stop use) corticosteroid (Rayos)

References:
1. Rayos pckageansert.Deerfield, [lHorizon. Therapeutics USA, IRevisedMarch 2021 Accessedctober2021.
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Edition 1
Generic Brand Reviewed Effective Date
EMTRICITABINE/ TRUVADA 10/29/2021 6/1/2021
TENOFOVIR DISOPRC
FUMARATE
EMTRICITABINE/ DESCOVY
TENOFOVIR
ALAFENAMIDE
FUMARATE
TENOFOVIR DISOPR({ VIREAD
FUMARATE
EMTRICITABINE EMTRIVA

REQUIREMENTS:
Our guideline name®REEXPOSURE PROPHYLAXIS ZERO COST SHARE @YtR:RIhie
following rule(s) be met for approval:

A. The requested prexposure prophylaxis (PrEP) medication is FDA (Food and Drug
Administration) approved for PrEP or recommended by the CDC (Centersdas®i
Controland Prevention) PrEP Guidelines

B. If the request is for a singisource brand (no generic available) PrEP medication that
has nopreferred generic drugs or therapeutically equivalent (drugs with similar effect)
drugs availableapprovalalso requires:

1. Your doctor has provided documentation confirming the requested drug is
consideredmedically necessary for you (considerations may include severity of
side effects and abilitio adhere to appropriate use)

C. Your doctor has provided documentan supporting ONE of the following:

1. Two preferred medications are medically inappropriate for you (or one if only
one agent iavailable)

2. You have tried or have a documented medical contraindication (medical reason
why youcannot take a medication) to twpreferred medications (or one if only
one agent iavailable)

3. The requested medication is considered medically necessary for you
(considerations mainclude severity of side effects and ability to adhere to

appropriate use)

References:

1. Truvada package insert. Foster City, CA. Gilead Sciences, Inc. Revised Juhec2826dDctober2021.
Descovy package inseRoster City, CAGilead Sciences, InRevisedecember 2019%ccessed October 2021.
Viread package inseiftoster City, CAslead Sciences, InRevisedApril 2019 Accessed October 2021.
Emtriva package inserfFoster City, CAilead Sciences, InRevisedDecember 2018Accessed October 2021.
Centers for Disease Control and Prevention: US Public Health Service: Preexpmsioytapis for the prevention of
HIV infection in the United States2017 Update: a clinical practice guideline. Published March 2018.

apwn
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PYRIMETHAMINE DARAPRIM 10/29/2021 6/1/2021
Edition 1

REQUIREMENTS:
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA, SEE BELOW)
Our guideline foPYRIMETHAMINE (Daraprineguires the following rule(s) be met for
approval:
A. Therequest is ONE of the following:
1. Acute treatment of toxoplasmosis (sudden and severe type of parasite infection)
2. Chronic maintenance therapy for toxoplasmosis
3. Primary prophylaxis of toxoplasmosis (prevention of a type of parasite infection)
4. Congenital toxoplasmosis (the infection was passed on to you as a baby from
your mother)
B. If you are being treated for acute toxoplasmosis, approval also requires:
1. The medication is prescribed by or given in consultation with an infectious
disease specialigdoctor that specializes in treating infections)
C. If you are being treated for chronic maintenance for toxoplasmosis, approval also
requires:
1. You are also infected with human immunodeficiency virus (HIV: a virus that
weakens yourmmune system with a pasdte infection)
2. You have successfully completed treatment for acute toxoplasmosis for at least 6
weekstreatment duration
3. The medication is prescribed by or given in consultation with an infectious
disease specialigtioctor that specializes in treatingfections)
D. If you are being treated for primary prophylaxis of toxoplasmosis, approval also
requires:
1. You are also infected with human immunodeficiency virus (HIV)
2. The medication is prescribed by or given in consultation with an infectious
disease specialigdoctor that specializes in treating infections)
3. You had a previous trial of Bactrim (sulfamethoxazole and trimethoprim), unless
there is amedication reason why cannot (contraindication)
4. You tested positive fofoxoplasma gond(a type of parasite) Imomoglobulins
(IgG) (i.e.you had a current or past infection witfoxoplasma gondii)
5. Your CD4 count (an indicator of how weak your immune sysgisless than
100cells/mm?

(Criteria continued on next page)
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E. If you have congenital toxoplasmosis, approval also requires:
1. The medication is prescribed by or given in consultation with a neonatologist
(doctor thatspecializes in sick and premature newborn infants) or pediatric
(children and adolescents)fectious disease specialist

RENEWAL CRITERIA

NOTEFor the diagnosis of congenital toxoplasmosis, please refer to Initial Criteria section.
Our guideline foPYRIMETHAMINE (Darapringpuires the following rule(s) be met for
renewal:
A. Therequest is ONE of the following:
1. Acute treatment of toxoplasmosis (sudden and severe type of parasite infection)
2. Chronic maintenance therapy for toxoplasmosis
3. Primary prophylaxis of toxoplasmosis (prevention of a type of parasite infection)
B. If you are beimg treated for acute toxoplasmosis, renewal also requires:
1. You have persistent clinical disease (headache, neurological symptoms, or fever)
and persistent radiographic disease (one or more mass lesions on brain imaging)
C. If you are being treated for chronimaintenance of toxoplasmosis OR primary
prophylaxis for toxoplasmosis, renewal also requires:
1. You are also infected with human immunodeficiency virus (HIV: a virus that
weakens yourmmune system with a parasite infection)
2. Your CD4 count (an indicator ad\Ww weak your immune system is) is less than
200cells/mm?
3. You are currently taking ART (argtroviral therapy)

References:
1. Daraprim package insemlew York, New York. Turing Pharmaceuticals Re@sed June 201Accessedctober
2021.
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