PRIOR AUTHORIZATION POLICY
ABILIFY® (aripiprazole) ODT / oral solution
Effective Date:
Policy Number:
Product Identifier (s)
Abilify® (aripiprazole) ODT
GPI 59250015007220
GPI 59250015007230
Abilify® (aripiprazole) oral solution
GPI 59250015002020
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for aripiprazole (ABILIFY®) ODT / oral solution require a prior authorization and
will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●
●
●

Prescribed for ONE (1) of the following:
o Schizophrenia OR
o Bipolar I Disorder OR
o Adjunctive treatment of Major Depressive Disorder (MDD) OR
o Irritability associated with Autistic Disorder OR
o Tourette’s Syndrome
Member is unable to swallow tablets.
A trial of risperidone (RISPERDAL) ODT or solution was ineffective, contraindicated, or not tolerated.
A trial of olanzapine (ZYPREXA) ODT or solution was ineffective, contraindicated, or not tolerated.

Dosing must adhere to the following:
● Schizophrenia: 10-15 mg orally daily
● Bipolar I Disorder: 15-30 mg orally daily
● Major Depressive Disorder (MDD): 2-15 mg orally daily
● Irritability associated with Autistic Disorder: 15 mg orally daily
● Tourette’s Syndrome: 5-20 mg orally daily

Continuing Therapy- Approve for 1 year
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● Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval)
● Member is still unable to swallow tablets
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
9/30/2021

PRIOR AUTHORIZATION POLICY
ABRAXANE (paclitaxel)
Effective Date: 1/1/2022
Policy Number: 071
Product Identifier (s)
ABRAXANE (paclitaxel)

GPI 21500012201920
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ABRAXANE (paclitaxel) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●
●

ABRAXANE is available in 100 mg vials.
○ If requested dose is within 10% of the nearest vial size, dose should be rounded down.
■ Yes - Dose will be rounded down to nearest vial size.
■ No - Dose will not be rounded down to nearest vial size. Please provide clinical
rationale below.
_____________________________________________________________________
_____________________________________________________________________
Prescribed by, or in consultation with, an Oncologist or Hematologist
Member has a diagnosis of ONE (1) of the following:
○ Metastatic breast cancer, after failure of combination chemotherapy for metastatic disease or
relapse within 6 months of adjuvant chemotherapy
■ Prior therapy included an anthracycline or an anthracycline is clinically
contraindicated
○ Locally advanced or metastatic non-small cell lung cancer (NSCLC), as first-line treatment in
combination with carboplatin, in a member who is not a candidate for curative surgery or
radiation therapy
○ Metastatic adenocarcinoma of the pancreas as first-line treatment, in combination with
gemcitabine
○ Any indication supported by a recommendation from the National Comprehensive Cancer
Network (NCCN) of ONE (1) of the following categories:
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■

■

■

Category 1: based upon high-level evidence, there is uniform NCCN consensus that
the intervention is appropriate
● Diagnosis is provided: _____________________________
Category 2A: based upon lower-level evidence, there is uniform NCCN consensus
that the intervention is appropriate
● Diagnosis is provided: _____________________________
Category 2B: based upon lower-level evidence, there is NCCN consensus that the
intervention is appropriate
● Diagnosis is provided: _____________________________

Continuing Therapy- Approve for 1 year
●

Member is being monitored, has not experienced progression, and it is appropriate to continue therapy
with paclitaxel (ABRAXANE).

Policy History
___________________________________________________________
Type of Revision
Summary of Changes
Revision Date
Policy Created
10/26/2021
P and T Approval Rate
12/11/2021
Next Anticipated Review
10/26/2022
Date

PRIOR AUTHORIZATION POLICY
Acne agents
Effective Date:

Policy Number:

Product Identifier (s)
Acne agents
adapalene gel
GPI 90050003004010
adapalene cream
GPI 90050003003710
DIFFERIN OTC GEL 0.1%
GPI 90050003004010
EPIDUO FORTE GEL
GPI 90059902034030
tretinoin gel
GPI 90050030004010
tretinoin cream
GPI 90050030003703; 90050030003705; 90050030003710
tretinoin gel
GPI 90050030004015; 90050030204015; 90050030204030
adapalene gel
GPI 90050003004030
adapalene/benzoyl peroxide gel 0.1-2.5%
GPI 90059902034020
EPIDUO FORTE GEL
GPI 90059902034020
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Acne agents require a prior authorization and will be screened for medical
necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

Member has a diagnosis of ONE (1) of the following:
o Acne Vulgaris
o Acne Rosacea
o Actinic Keratosis
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Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:
o

Acne Vulgaris

o

Acne Rosacea

o Actinic Keratosis

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
9/30/2021

PRIOR AUTHORIZATION POLICY
ACTEMRA® SC (tocilizumab)
Effective Date:

Policy Number:

Product Identifier (s)
Tocilizumab Subcutaneous Soln Prefilled Syringe 162 Mg/0.9ml
GPI 6650007000E520
GPI 6650007000D520
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for tocilizumab SC (ACTEMRA® SC) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Rheumatoid Arthritis
● Prescribed by a Rheumatology Specialist.
● Member has a diagnosis of Rheumatoid Arthritis (RA).
● Trials of TWO (2) of the following were ineffective, not tolerated, or ALL untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ upadacitinib (RINVOQ)
○ tofacitinib (XELJANZ/XELJANZ XR)
Diagnosis B: Polyarticular Juvenile Idiopathic Arthritis (PJIA)
● Prescribed by a Rheumatology Specialist.
● Member has a diagnosis of Polyarticular Juvenile Idiopathic Arthritis (PJIA).
● Trials of TWO (2) of the following were ineffective, contraindicated, or not tolerated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ tofacitinib (XELJANZ/XELJANZ XR)
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Diagnosis C: Systemic Juvenile Idiopathic Arthritis (SJIA)
● Prescribed by a Rheumatologist.
● Member has a diagnosis of Systemic Juvenile Idiopathic Arthritis (SJIA).
Diagnosis D: Giant Cell Arteritis (GCA)
● Prescribed by, or in consultation with, a Rheumatologist.
● Member has a diagnosis of giant cell arteritis (GCA) positively confirmed by ONE (1) of the following:
○ Temporal artery biopsy
○ Doppler ultrasound
○ Magnetic resonance angiography (MRA)
○ Positron emission tomography (PET)
● Member meets ONE (1) of the following:
○ GCA has relapsed while on methotrexate and corticosteroids
○ Corticosteroids and methotrexate are unable to achieve remission
○ Member has experienced unacceptable side effects with corticosteroids
Diagnosis E: Moderate-to-severe active Adult-Onset Still’s Disease (AOSD)
● Prescribed by a Rheumatologist.
● Member has a diagnosis of moderate-to-severe, active, adult-onset Still’s disease (AOSD).
● A trial of anakinra (KINERET) was ineffective, contraindicated, or not tolerated.
Diagnosis F: Systemic Sclerosis-associated Interstitial Lung Disease (SSc-ILD)
● Prescribed by a Pulmonologist or Rheumatologist
● Member has a diagnosis of Systemic Sclerosis-Associated Interstitial Lung Disease (SScILD) with
documentation of ALL of the following provided with the request (documentation is required to be
submitted for an approval)
○ High-resolution computed tomography (HRCT) scan
○ Pulmonary function tests (PFT), including forced vital capacity (FVC) and diffusing capacity
for carbon monoxide (DLCO)
● Member is 18 years of age or older.
● A trial of mycophenolate was ineffective, contraindicated, or not tolerated.
Dosing must adhere to the following:
Diagnosis

Weight

Dosing

Quantity Limit (per 28
days)

RA

<100kg
≥100kg

162 mg every other week
162 mg every week

2 syringes (1.8 mL)
4 syringes* (3.6 mL)

GCA

any

162 mg every week

4 syringes* (3.6 mL)

SSc-ILD

any

162 mg every week

4 syringes* (3.6 mL)

PJIA

<30 kg

162 mg every 3 weeks
162 mg every 2 weeks

2 syringes (1.8 mL)
2 syringes (1.8 mL)

162 mg every 2 weeks
162 mg every week

2 syringes (1.8 mL)
4 syringes* (3.6 mL)

≥30 kg
SJIA

<30 kg
≥30 kg
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AOSD

any

n/a (off label use)

2 syringes (1.8 mL)

Continuing Therapy- Approve for 1 year
●
●

For Giant Cell Arteritis,
o Member requires continued use of subcutaneous tocilizumab (ACTEMRA SC) to prevent
relapse of giant cell arteritis (GCA)
For Rheumatoid Arthritis, Polyarticular Juvenile Idiopathic Arthritis (PJIA), Systemic Juvenile
Idiopathic Arthritis (SJIA), Moderate-to-severe active Adult-Onset Still’s Disease (AOSD), OR
Systemic Sclerosis-associated Interstitial Lung Disease (SSc-ILD)
o Documentation of a positive clinical response is provided with the request (documentation is
required to be submitted for an approval).

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/1/2021

PRIOR AUTHORIZATION POLICY
ACTIMMUNE® (interferon gamma-1b)
Effective Date:

Policy Number:

Product Identifier (s)
ACTIMMUNE® interferon gamma-1b
GPI 21700060702020
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ACTIMMUNE® (interferon gamma-1b) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed by, or in consultation with, an Immunologist, Hematologist or Genetic Specialist.
Member is diagnosed with ONE (1) of the following:
o Chronic Granulomatous Disease (CGD)
o Severe Malignant Osteopetrosis (SMO)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:
o Chronic Granulomatous Disease (CGD)
o Severe Malignant Osteopetrosis (SMO)

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/1/2021

PRIOR AUTHORIZATION POLICY
ADCETRIS (brentuximab vedotin)
Effective Date: 1/1/2022
Policy Number: 073
Product Identifier (s)
ADCETRIS (brentuximab vedotin)
GPI 21355020202120
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ADCETRIS (brentuximab vedotin) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●
●

ADCETRIS is available in 50 mg vials.
○ If requested dose is within 10% of the nearest vial size, dose should be rounded down.
■ Yes - Dose will be rounded down to nearest vial size.
■ No - Dose will not be rounded down to nearest vial size. Please provide clinical
rationale below.
_____________________________________________________________________
_____________________________________________________________________
Prescribed by, or in consultation with, an Oncologist or Hematologist
Prescribed for ONE (1) of the following:
○ Prescribed for the treatment of an adult with previously untreated Stage III or IV classical
Hodgkin lymphoma (cHL), in combination with doxorubicin, vinblastine, and dacarbazine
○ Prescribed for the treatment of an adult with classical Hodgkin lymphoma (cHL) at high risk of
relapse or progression as post-autologous hematopoietic stem cell transplantation (auto-HSCT)
consolidation
○ Prescribed for the treatment of an adult with classical Hodgkin lymphoma (cHL) after failure of
autologous hematopoietic stem cell transplantation (auto-HSCT) or after failure of at least two
(2) prior multi-agent chemotherapy regimens in a member who is not an auto-HSCT candidate
○ Prescribed for the treatment of an adult with previously untreated systemic anaplastic large cell
lymphoma (sALCL) or other CD30-expressing peripheral T-cell lymphomas (PTCL), including

PRIOR AUTHORIZATION POLICY
○
○

○

angioimmunoblastic T-cell lymphoma and PTCL not otherwise specified, in combination with
cyclophosphamide, doxorubicin, and prednisone
Prescribed for the treatment of an adult with systemic anaplastic large cell lymphoma (sALCL)
after failure of at least one (1) prior multi-agent chemotherapy regimen
Prescribed for the treatment of an adult with primary cutaneous anaplastic large cell lymphoma
(pcALCL) or CD30-expressing mycosis fungoides (MF) in a member who has received prior
systemic therapy
Any indication supported by a recommendation from the National Comprehensive Cancer
Network (NCCN) of ONE (1) of the following categories:
■ Category 1: based upon high-level evidence, there is uniform NCCN consensus that
the intervention is appropriate
● Diagnosis is provided: _________________________________
■ Category 2A: based upon lower-level evidence, there is uniform NCCN consensus
that the intervention is appropriate
● Diagnosis is provided: _________________________________
■ Category 2B: based upon lower-level evidence, there is NCCN consensus that the
intervention is appropriate
● Diagnosis is provided: _________________________________

Continuing Therapy- Approve for 1 year
●

Member is being monitored, has NOT experienced progression, and it is appropriate to continue therapy
with brentuximab vedotin (ADCETRIS).

Policy History

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review
Date

Summary of Changes

Revision Date
10/26/2021
12/11/2022
10/26/2021

PRIOR AUTHORIZATION POLICY
ADEMPAS® (riociguat)
Effective Date:

Policy Number:

Product Identifier (s)
ADEMPAS® (riociguat)
GPI 40134050000310
GPI 40134050000320
GPI 40134050000330
GPI 40134050000340
GPI 40134050000350
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ADEMPAS® (riociguat) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Recurrent Chronic Thromboembolic Pulmonary Hypertension (CTEPH) (World Health
Organization [WHO] Group 4)
● Prescribed by, or in consultation with, a Cardiologist or Pulmonologist.
● Diagnosis confirmed by right heart catheterization (unless member is less than (<) 18 years of age).
● Indicate ONE (1) of the following:
○ Prior surgical treatment for CTEPH
○ CTEPH is inoperable
Diagnosis B: Pulmonary Arterial Hypertension (PAH) (WHO Group 1)
● Prescribed by, or in consultation with, a Cardiologist or Pulmonologist.
● Diagnosis confirmed by right heart catheterization (unless member is less than (<) 18 years of age).
● A trial of ONE (1) of the following endothelin receptor antagonists (ERAs) was ineffective,
contraindicated, or not tolerated:
○ ambrisentan (LETAIRIS)
○ bosentan (TRACLEER)
○ macitentan (OPSUMIT)
● A trial of ONE (1) of the following phosphodiesterase-5 inhibitors was ineffective, contraindicated, or
not tolerated:
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○
○

tadalafil (ADCIRCA)
sildenafil (REVATIO)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:
o Recurrent Chronic Thromboembolic Pulmonary Hypertension (CTEPH) (World Health
Organization [WHO] Group 4)
o Pulmonary Arterial Hypertension (PAH) (WHO Group 1)

Quantity Limit
●

3 tablets per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/1/2021

PRIOR AUTHORIZATION POLICY
Adlyxin (lixisenatide)
Effective Date: 10/25/21
Policy Number: 006
Product Identifier (s)
Adlyxin (lixisenatide)
GPI 2717005600F420
____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Adlyxin (lixisenatide) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 12 months
●
●

Prescribed for the treatment of an adult with Type 2 Diabetes Mellitus.
Trials of ALL of the following were ineffective, contraindicated, or not tolerated:
o exenatide (BYETTA)
o exenatide (BYDUREON)
o semaglutide (OZEMPIC)
o dulaglutide (TRULICITY)
o liraglutide (VICTOZA)

Continuing Therapy- Approve for 12 months
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for Type 2 Diabetes Mellitus.

Quantity Limit
Medication

Maximum Dosing

Package Size(s)

Quantity Limit

Adl

20mcg daily

Starter pack - 2 pens (1
pen of 10mcg, 1 pen of
20mcg), 14 doses per pen,

2 prefilled pens (6mL) /
21 days
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3mL each Maintenance
pack - 2 pens of 20mcg,
14 doses per pen, 3mL
each

Policy History

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/1/2021
10/25/2022
10/1/2022

PRIOR AUTHORIZATION POLICY
ADZENYS XR-ODT, ADZENYS ER SUSP, DYANAVEL XR SUSP (amphetamine extendedrelease)
Effective Date:

Policy Number:

Product Identifier (s)
Adzenys ER (amphetamine ER) 1.25 mg/mL solution
GPI 6110001000G110
Adzenys XR-ODT (amphetamine ER) ODT
GPI 6110001000H410
GPI 6110001000H420
GPI 6110001000H430
GPI 6110001000H440
GPI 6110001000H450
GPI 6110001000H460
Dyanavel XR (amphetamine ER suspension) 2.5 mg/mL
GPI 6110001000G120
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for amphetamine extended-release (ADZENYS XR-ODT, ADZENYS ER SUSP,
DYANAVEL XR SUSP) require a prior authorization and will be screened for medical necessity
and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the treatment of attention-deficit disorder with hyperactivity (ADHD).
A trial of ADDERALL XR CAPSULES was ineffective, contraindicated, or not tolerated.

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for the treatment of attention-deficit disorder with
hyperactivity (ADHD).
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Quantity Limit
Drug Name/Strength

Quantity Limit per Day

Adzenys XR-ODT (amphetamine ER dispersible)
3.1mg , 6.3mg, 9.4mg, 12.5mg, 15.7mg, 18.8mg

1 tablet per day

Adzenys ER (amphetamine ER) 1.25 mg/mL solution

15 mL per day

Dyanavel XR (amphetamine extended release)

8 mL per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/1/2021

PRIOR AUTHORIZATION POLICY
AFINITOR™ /AFINITOR DISPERZ™ (everolimus)
Effective Date:

Policy Number:

Product Identifier (s)
everolimus (Afinitor) oral tablet
GPI 21532530000310
GPI 21532530000320
GPI 21532530000325
GPI 21532530000330
everolimus (Afinitor DISPERZ) oral tablet
GPI 21532530007310
GPI 21532530007320
GPI 21532530007340
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for everolimus (AFINITOR/AFINITOR DISPERZ) require a prior authorization
and will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
REQUESTS FOR AFINITOR TABLETS:
● Prescribed by, or in consultation with, an Oncology Specialist.
● Prescribed for the treatment of ONE (1) of the following:
○ A postmenopausal woman with advanced hormone receptor positive (HR+), HER2- negative
breast cancer in combination with exemestane after failure of treatment with letrozole or
anastrozole
○ An adult with progressive neuroendocrine tumors of pancreatic origin (PNET)
○ An adult with progressive well-differentiated, non-functional neuroendocrine tumors (NET) of
gastrointestinal or lung origin that are unresectable, locally advanced or metastatic
○ An adult with advanced renal cell carcinoma (RCC) after failure of treatment with sunitinib or
sorafenib
○ An adult with non-cancerous kidney tumors (renal angiomyolipomas) or tuberous sclerosis
complex (TSC) not requiring immediate surgery

PRIOR AUTHORIZATION POLICY
○

An adult or pediatric member (1 year of age or older) with TSC who has subependymal giant
cell astrocytoma (SEGA) that requires therapeutic intervention but cannot be curatively
resected

REQUESTS FOR AFINITOR DISPERZ TABLETS FOR ORAL SUSPENSION:
● Member must meet ONE of the following
○ Prescribed for the treatment of an adult or a pediatric member (1 year of age or older) with
tuberous sclerosis complex (TSC) who has subependymal giant cell astrocytoma (SEGA) that
requires therapeutic intervention but cannot be curatively resected AND prescribed by, or in
consultation with, an Oncology Specialist.
○ Prescribed as adjunctive treatment for an adult or pediatric member (2 years of age or older)
with TSC-associated partial onset-seizures AND prescribed by, or in consultation with, an
Oncology Specialist or Neurologist.
■ Member must have a trial of TWO (2) anti-epileptic drugs that were ineffective,
contraindicated, or not tolerated.
Dosing must adhere to the following:
● Breast cancer, neuroendocrine tumors (NET), renal cell carcinoma (RCC), tuberous sclerosis complex
(TSC)-associated Renal Angiomyolipoma: 10 mg PO Daily; do not chew or crush
● TSC-associated subependymal giant cell astrocytoma (SEGA): 4.5 mg/m2 PO daily; adjust dose to
attain trough concentrations of 5-15 ng/mL
● TSC-associated Partial-Onset Seizures: 5 mg/m2 PO daily; adjust dose to attain trough concentrations of
5-15 ng/mL
AFINITOR tablets and AFINITOR DISPERZ should not be combined to achieve a total daily dose.

Continuing Therapy- Approve for 1 year
●
●
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval)
Member is being monitored and has NOT experienced progression on everolimus (AFINITOR /
AFINITOR DISPERZ).
Member continues to use for ONE (1) of the following diagnoses:
o Treatment of breast cancer, neuroendocrine tumors (NET), renal cell carcinoma (RCC),
tuberous sclerosis complex (TSC)-associated Renal Angiomyolipoma
o Treatment of TSC-associated subependymal giant cell astrocytoma (SEGA)
o Adjunctive treatment of TSC-associated partial onset-seizures

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/1/2021

PRIOR AUTHORIZATION POLICY
Aimovig (erenumab)
Effective Date: 10/25/21
Policy Number: 009
Product Identifier (s)
Aimovig (erenumab)
GPI 6770202010D520
GPI 6770202010D540
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Aimovig (erenumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
●
●

●
●

●

Prescribed for the prevention of migraine
Prescriber meets any one (1) of the following:
o Prescriber is, or has consulted, a Neurologist
o United Council for Neurologic Subspecialties (UCNS)-certified headache medicine specialist
o Member of the American Headache Society
o Member of the National Headache Foundation
o Member of the International Headache Society
o Has a Certificate of Added Qualification in Headache Medicine
o American Board of Headache Management Certified
Member has four (4) or more migraine days per month for at least the previous three (3) months
Member has tried and failed, is intolerant to, or is contraindicated from trying a minimum three (3)
month trial from TWO (2) of the following drug classes
o Anticonvulsants (such as topiramate, sodium valproate, etc.)
o Vasoactive agents (such as propranolol, metoprolol, etc.)
o Antidepressants (such as amitriptyline, venlafaxine, etc.)
Member will NOT continue to receive onabotulinumtoxinA (BOTOX) injections for migraine

Continuing Therapy- Approve for 12 months

PRIOR AUTHORIZATION POLICY
●
●
●
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for prevention of migraine
erenumab (AIMOVIG) will NOT be used concomitantly with onabotulinumtoxinA (BOTOX) injections
for migraine
erenumab (AIMOVIG) was initially approved by the current or previous plan
OR If therapy was initiated using manufacturer samples or any other mechanism, indicate ALL of the
following:
o Prescriber meets any one (1) of the following:
▪ Prescriber is, or has consulted, a Neurologist
▪ United Council for Neurologic Subspecialties (UCNS)-certified headache medicine
specialist
▪ Member of the American Headache Society
▪ Member of the National Headache Foundation
▪ Member of the International Headache Society
▪ Has a Certificate of Added Qualification in Headache Medicine
▪ American Board of Headache Management Certified
o Member had four (4) or more migraine days per month for at least three (3) months prior to
starting treatment with erenumab (AIMOVIG)
o Member has tried and failed, is intolerant to, or is contraindicated from trying a minimum three
(3) month trial from TWO (2) of the following drug classes
▪ Anticonvulsants (such as topiramate, sodium valproate, etc.)
▪ Vasoactive agents (such as propranolol, metoprolol, etc.)
▪ Antidepressants (such as amitriptyline, venlafaxine, etc.)

Quantity Limit
Aimovig syringe

Policy History

3 injections per 90 days

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/2/2021
10/25/2021
10/2/2022

PRIOR AUTHORIZATION POLICY
Ajovy (fremanezumab)
Effective Date: 10/25/2021
Policy Number: 010
Product Identifier (s)
Ajovy (fremanezumab)
GPI 6770203020D520
GPI 6770203020E520
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Ajovy (fremanezumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
●
●

●
●

●

Prescribed for the prevention of migraine
Prescriber meets any one (1) of the following:
o Prescriber is, or has consulted, a Neurologist
o United Council for Neurologic Subspecialties (UCNS)-certified headache medicine specialist
o Member of the American Headache Society
o Member of the National Headache Foundation
o Member of the International Headache Society
o Has a Certificate of Added Qualification in Headache Medicine
o American Board of Headache Management Certified
Member has four (4) or more migraine days per month for at least the previous three (3) months
Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
o erenumab (AIMOVIG)
o galcanezumab (EMGALITY)
Member will NOT continue to receive onabotulinumtoxinA (BOTOX) injections for migraine

Continuing Therapy- Approve for 12 months

PRIOR AUTHORIZATION POLICY
●
●
●
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for prevention of migraine
fremanezumab (AJOVY) will NOT be used concomitantly with onabotulinumtoxinA (BOTOX)
injections for migraine
fremanezumab (AJOVY) was initially approved by the current or previous plan
OR If therapy was initiated using manufacturer samples or any other mechanism, indicate ALL of the
following:
o Prescriber meets any one (1) of the following:
▪ Prescriber is, or has consulted, a Neurologist
▪ United Council for Neurologic Subspecialties (UCNS)-certified headache medicine
specialist
▪ Member of the American Headache Society
▪ Member of the National Headache Foundation
▪ Member of the International Headache Society
▪ Has a Certificate of Added Qualification in Headache Medicine
▪ American Board of Headache Management Certified
o Member had four (4) or more migraine days per month for at least three (3) months prior to
starting treatment with fremanezumab (AJOVY)
o Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
▪ erenumab (AIMOVIG)
▪ galcanezumab (EMGALITY)
o Member will NOT continue to receive onabotulinumtoxinA (BOTOX) injections for migraine

Quantity Limit
Ajovy syringe

3 injections per 90 days

Policy History

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review
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Summary of Changes

Revision Date
10/2/2021
10/25/2021
10/2/2022

PRIOR AUTHORIZATION POLICY
ALDURAZYME (laronidase)
Effective Date: 1/1/2022
Policy Number: 074
Product Identifier (s)
ALDURAZYME (laronidase)

GPI 30906550002020
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ALDURAZYME (laronidase) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

●

Prescribed by a medical geneticist or other prescriber specialized in the treatment of MPS I
Member is 6 months of age or older
Member has a diagnosis of mucopolysaccharidosis (MPS) I confirmed by documentation of ONE (1) of
the following (documentation must be submitted with the request):
○ Genetic mutation in the IDUA gene
○ Deficient activity of α-L-iduronidase enzyme
Member has a diagnosis of ONE (1) of the following forms of MPS I:
○ Hurler
○ Hurler-Scheie
○ Scheie with moderate to severe symptoms

Continuing Therapy- Approve for 1 year
●

Documentation of positive response to treatment with laronidase (ALDURAZYME) is provided with the
request (documentation must be submitted with the request).

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review
Date

Summary of Changes

Revision Date
10/26/2021
12/11/2021
10/26/2022

PRIOR AUTHORIZATION POLICY
ALECENSA (alectinib)
Effective Date:

Policy Number:

Product Identifier (s)
ALECENSA (alectinib)
GPI 21530507100120
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for alectinib (ALECENSA) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed by, or in consultation with, an Oncologist
Member has metastatic, non-small cell lung cancer (NSCLC)
Cancer is Anaplastic Lymphoma Kinase (ALK)-positive as detected by an FDA-approved test
(documentation must be submitted with this request)

Continuing Therapy- Approve for 1 year
●

Member is being monitored and has NOT experienced progression on alectinib (ALECENSA) and it is
appropriate for them to continue therapy.

Quantity Limit
Alecensa 150mg capsules

Policy History

240 per 30 days

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
ALINIA (nitazoxanide)
Effective Date:
Policy Number:
Product Identifier (s)

ALINIA (nitazoxanide) 500 mg tablet
GPI 16400060000330
ALINIA (nitazoxanide) 100 mg/5 mL suspension
GPI 16400060001920
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for nitazoxanide (ALINIA) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 2 weeks
Diagnosis A: Treatment of Giardiasis
● Metronidazole is ineffective, contraindicated, or not tolerated
Diagnosis B: Treatment of Cryptosporidiosis
Quantity Limits:
● For adults: 6 tablets per 3 days per fill
● For children ages 1 - 11 years: 60 mL per 3 days per fill

Continuing TherapyMust be reevaluated for Initial Approval

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
Allergen Extracts
Effective Date:

Policy Number:

Product Identifier (s)
Allergen Extracts
Grastek (Timothy grass pollen allergen extract) sublingual tablet
GPI 20100048000740
Ragwitek (Short ragweed pollen allergen extract) sublingual tablet
GPI 20100060200720
Oralair (Grass mixed pollens allergen extract) sublingual tablet
GPI 20109905200720, 20109905200720
_____________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Allergen Extracts require a prior authorization and will be screened for medical
necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

●
●
●
●

Member has a diagnosis of Immunotherapy for treatment of grass pollen-induced allergic rhinitis with
or without conjunctivitis
Member has diagnosis of grass-pollen induced allergic rhinitis confirmed by ONE (1) of the following:
o Positive skin test
o In-vitro testing for pollen-specific immunoglobulin class E (IgE) antibodies for corresponding
specific allergen cross-reactive pollens, if appropriate
Prescribed by, or in consultation with, an Allergist, Immunologist, or Ear-Nose-Throat (ENT) Physician
Member has tried at least ONE (1) intranasal corticosteroid spray that was ineffective, contraindicated
or not tolerated
Member has tried at least ONE (1) oral or intranasal antihistamine that was ineffective, contraindicated
or not tolerated
Medication will NOT be using in combination with another sublingual or subcutaneous immunotherapy
regimen

Continuing Therapy- Approve for 1 year

PRIOR AUTHORIZATION POLICY
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to be used as immunotherapy for treatment of grass polleninduced allergic rhinitis with or without conjunctivitis.

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
ALUNBRIG (brigatinib)
Effective Date:

Policy Number:

Product Identifier (s)
ALUNBRIG TAB 90MG, 180MG
GPI 21530510000350
ALUNBRIG TAB 30MG
GPI 21530510000330
ALUNBRIG TAB 90MG, 180MG
GPI 21530510000365
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for brigatinib (ALUNBRIG) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed by, or in consultation with, an Oncologist
Member has a diagnosis of metastatic non-small cell lung cancer (NSCLC)
Documentation of anaplastic lymphoma kinase (ALK)-positive disease as detected by a United States
Food and Drug Administration (FDA)-approved test is provided with the request (documentation is
required to be submitted for an approval)

Continuing Therapy- Approve for 1 year
●

Member is being monitored, has NOT experienced disease progression, and it is appropriate to continue
therapy with brigatinib (ALUNBRIG)

Quantity Limit
Medication

Standard Limit

Exception Limit*

FDA-recommended dosing

PRIOR AUTHORIZATION POLICY
Alunbrig 30 mg
tablets

120 per 30 days

150 per 30 days

●

Alunbrig 90 mg
tablets

53 per 30 days

Not applicable

●

Alunbrig 180 mg
tablets

30 per 30 days

60 per 30 days

Alunbrig Initiation
Pack [180 mg
tablets (#23), 90 mg
tablets (#7)]

30 per 30 days

Not applicable

Policy History
Type of Revision
Policy Created

●

90 mg once daily for the first 7
days; if tolerated, increase to
180 mg once daily
The following dosage
adjustments may be necessary:
○ 120 mg daily
○ 90 mg daily
○ 60 mg daily
Up to a maximum of twice the
dose may be necessary when
coadministered with certain
CYP inducers

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
AMCINONIDE LOTION/ OINTMENT
Effective Date:

Policy Number:

Product Identifier (s)

AMCINONIDE LOTION
GPI 90550010004105
AMCINONIDE OINTMENT
GPI 90550010004205
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for AMCINONIDE LOTION/ OINTMENT require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

Patient has tried, failed, or was intolerant to ONE (1) less potent formulary alternative (medium or high
potency) topical steroid such as:
o betamethasone valerate
o triamcinolone
o mometasone furoate
o desoximetasone

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for treatment of corticosteroid-responsive skin
disorder.

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
AMITIZA (lubiprostone) 8mcg, 24mcg capsule
Effective Date:

Policy Number:

Product Identifier (s)

AMITIZA (lubiprostone)
GPI 52450045000110
GPI 52450045000120
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for lubiprostone (AMITIZA) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

Prescribed for the treatment of ONE (1) of the following:
o Chronic Idiopathic Constipation (CIC) in an adult member and a trial of plecanatide
(TRULANCE) was ineffective, contraindicated, or not tolerated
o Irritable Bowel Syndrome with Constipation (IBS-C) in a woman 18 years of age or older and
a trial of plecanatide (TRULANCE) was ineffective, contraindicated, or not tolerated
o Opioid-Induced Constipation (OIC) in an adult member with chronic, non-cancer pain,
including a member with chronic pain related to prior cancer or its treatment who does not
require frequent (e.g. weekly) opioid dosage escalation and a trial of naloxegol (MOVANTIK)
was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:
o Chronic Idiopathic Constipation (CIC) in an adult member
o Irritable Bowel Syndrome with Constipation (IBS-C) in a woman 18 years of age or older
o Opioid-Induced Constipation (OIC) in an adult member with chronic, non-cancer pain,
including a member with chronic pain related to prior cancer or its treatment who does not
require frequent (e.g. weekly) opioid dosage escalation

PRIOR AUTHORIZATION POLICY
Quantity Limit
2 capsules per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
Androgens: Transdermal Testosterone Products
Effective Date:

Policy Number:

Product Identifier (s)
AXIRON SOLN

GPI 23100030002020

ANDRODERM PATCH

GPI 23100030008503

ANDRODERM PATCH

GPI 23100030008510

ANDROGEL 1% 25MG

GPI 23100030004025

ANDROGEL 1% 50MG, TESTIM GEL
1%

GPI 23100030004030

ANDROGEL 1.62% 2.5GM

GPI 23100030004047

ANDROGEL 1.62% 1.25GM

GPI 23100030004044

ANDROGEL PUMP 1.62%

GPI 23100030004050

ANDROGEL PUMP 1%

GPI 23100030004040

testosterone gel 1% 50mg

GPI 23100030004030

testosterone soln

GPI 23100030002020

testosterone gel 1% pump

GPI 23100030004040

testosterone gel pump 1.62%

GPI 23100030004050

testosterone gel 1.62% 1.25gm

GPI 23100030004044

testosterone gel 1.62% 2.5gm

GPI 23100030004047

testosterone gel 1% 25mg

GPI 23100030004025

PRIOR AUTHORIZATION POLICY
TESTOSTERONE GEL PUMP

GPI 23100030004040

ANDRODERM PATCH

GPI 23100030008505

ANDRODERM PATCH

GPI 23100030008515

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Androgens: Transdermal Testosterone Products require a prior authorization and
will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Member has a diagnosis of primary or secondary hypogonadism (ICD 10 Codes: E29.1, E23.0) and does
NOT have age-related hypogonadism
Member has symptoms of hypogonadism
TWO (2) morning testosterone levels on separate days fall below the normal range for a healthy adult
male
o Test 1: Date ____/____/_______ (within last 12 months) _Total Testosterone _Free
Testosterone
▪ Test 1: Time: _________ (am) Level: ________________ Reference Range:
____________________
o Test 2: Date ____/____/_______ (within last 24 months) _Total Testosterone _Free
Testosterone
▪ Test 2: Time: _________ (am) Level: ________________ Reference Range:
____________________

Continuing Therapy- Approve for 1 year
●
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for primary or secondary hypogonadism (ICD 10
Codes: E29.1, E23.0) and NOT age-related hypogonadism
Member has been established on testosterone replacement therapy

PRIOR AUTHORIZATION POLICY
●

At least ONE (1) morning testosterone level from the last 12 months has been provided
o Test 1: Date ____/____/_______ (within last 12 months) _Total Testosterone _Free
Testosterone
o Test 1: Time: _________ (am) Level: ________________ Reference Range:
____________________

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
ANDROID/TESTRED, METHITEST (methyltestosterone)
Effective Date:

Policy Number:

Product Identifier (s)
ANDROID/TESTRED, METHITEST (methyltestosterone)

ANDROID/TESTRED CAP
GPI 23100020000105
METHITEST TAB
GPI 23100020000310
METHYLTESTOSTERONE CAP
GPI 23100020000105
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for methyltestosterone (ANDROID/TESTRED, METHITEST) require a prior
authorization and will be screened for medical necessity and appropriateness using the criteria
listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Patient has tried and failed or was intolerant to injectable testosterone
Patient has tried and failed or was intolerant to BOTH topical androgens:
o ANDROGEL
o ANDRODERM

●

This drug is limited to a 30 day supply

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
APOKYN (apomorphine)
Effective Date:

Policy Number:

Product Identifier (s)
APOKYN (apomorphine)
GPI 7320301010E220

_____________________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for apomorphine (APOKYN) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed by, or in consultation with, a Neurologist
Member has a diagnosis of Parkinson’s disease
Member experiences continued “off” episodes despite treatment with carbidopa/levodopa in
combination with EACH of the following agents:
o rasagiline (AZILECT)
o entacapone (COMTAN)
o safinamide (XADAGO)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Parkinson’s disease

Quantity Limit
●

30 cartridges/30 days

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
APTIOM (eslicarbazepine acetate)
Effective Date:

Policy Number:

Product Identifier (s)
APTIOM (eslicarbazepine acetate)
GPI 72600024100320,
72600024100330, 72600024100340,
72600024100360

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for eslicarbazepine acetate (APTIOM) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed for the treatment of partial-onset seizures.
Prescribed by, or in consultation with, a Neurologist or Epilepsy Specialist.
Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
o lacosamide (VIMPAT)
o topiramate

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Parkinson’s disease.

Quantity Limit
●
●

200mg, 400mg: 1 tablet per day
600mg, 800mg: 2 tablets per day

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
ARIKAYCE (amikacin liposome inhalation suspension)
Effective Date:

Policy Number:

Product Identifier (s)
ARIKAYCE amikacin liposome inhalation suspension
GPI 07000010121830

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for amikacin liposome inhalation suspension (ARIKAYCE) require a prior
authorization and will be screened for medical necessity and appropriateness using the criteria
listed below:
Initial Approval Criteria- Approve for 6 months
●
●
●

Member has a diagnosis of Mycobacterium avium complex (MAC) lung disease
Prescribed by, or in consultation with, an Infectious Disease Specialist or Pulmonologist
Member failed to achieve negative sputum cultures after 6 consecutive months of multidrug regimen
therapy

Continuing Therapy
●

Member must be reevaluated for initial approval criteria

Quantity Limit
●

1 vial per day

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
ASTAGRAF XL / ENVARSUS XR (tacrolimus extended-release)
Effective Date:

Policy Number:

Product Identifier (s)
tacrolimus extended-release (ASTAGRAF XL / ENVARSUS XR)

ENVARSUS XR
GPI 994040800075
ASTAGRAF XL 0.5 MG
99404080007005
ASTAGRAF XL 1 MG
99404080007010
ASTAGRAF XL 5 MG
99404080007020
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for tacrolimus extended-release (ASTAGRAF XL / ENVARSUS XR) require a
prior authorization and will be screened for medical necessity and appropriateness using the
criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the prophylaxis of organ rejection in an adult or pediatric kidney transplant member in
combination with other immunosuppressants
A trial of tacrolimus immediate-release (IR) was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for prophylaxis of organ rejection in an adult or
pediatric kidney transplant member in combination with other immunosuppressants.

PRIOR AUTHORIZATION POLICY
Policy History
___________________________________________________________
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
Atypical Antipsychotic: FANAPT (iloperidone)
Effective Date:

Policy Number:

Product Identifier (s)
FANAPT (iloperidone)

GPI 59070035000310, 59070035000320, 59070035000340, 59070035000360, 59070035000380,
59070035000385, 59070035000390
FANAPT TITRATION PACK (iloperidone)
GPI 59070035006320
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Atypical Antipsychotic: iloperidone (FANAPT) require a prior authorization and
will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Member has a diagnosis of schizophrenia
Trials of TWO (2) of the following were ineffective or not tolerated:
o aripiprazole (ABILIFY)
o ziprasidone (GEODON)
o risperidone (RISPERDAL)
o quetiapine (SEROQUEL)
o olanzapine (ZYPREXA)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval) and continues to use for diagnosis of schizophrenia.

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
Atypical Antipsychotic: INVEGA paliperidone extended-release
Effective Date:

Policy Number:

Product Identifier (s)
(INVEGA) paliperidone extended-release
GPI 59070050007510
GPI 59070050007520
GPI 59070050007530
GPI 59070050007505

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Atypical Antipsychotic: paliperidone extended-release (INVEGA) require a prior
authorization and will be screened for medical necessity and appropriateness using the criteria
listed below:
Initial Approval Criteria- Approve for 1 year
●

●

Member has a diagnosis of ONE (1) of the following:
o Schizophrenia
o Schizoaffective disorder
o Acute manic or mixed episodes in bipolar I disorder
Trials of TWO (2) of the following were ineffective or not tolerated:
o aripiprazole (ABILIFY)
o ziprasidone (GEODON)
o risperidone (RISPERDAL)
o quetiapine (SEROQUEL)
o olanzapine (ZYPREXA)

Dosing must adhere to the following:
● 3-12 mg orally daily

PRIOR AUTHORIZATION POLICY
Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:
o Schizophrenia
o Schizoaffective disorder
o Acute manic or mixed episodes in bipolar I disorder

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
Atypical Antipsychotic: brexpiprazole (REXULTI)
Effective Date:

Policy Number:

Product Identifier (s)
REXULTI (brexpiprazole)

GPI 59250020000310, 59250020000320, 59250020000330, 59250020000340, 59250020000350,
59250020000360
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Atypical Antipsychotic: brexpiprazole (REXULTI) require a prior authorization
and will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●

Member has a diagnosis of ONE (1) of the following:
o Schizophrenia
o Adjunctive treatment of Major Depressive Disorder (MDD) with an inadequate response to
antidepressant therapy during the current episode
Trials of TWO (2) of the following were ineffective or not tolerated:
o aripiprazole (ABILIFY)
o ziprasidone (GEODON)
o risperidone (RISPERDAL)
o quetiapine (SEROQUEL)
o olanzapine (ZYPREXA)

Dosing must adhere to the following:
● Schizophrenia: 1-4 mg orally once daily per day based on response and tolerability.
● Major Depressive Disorder (MDD): 0.5-1 mg orally once daily in combination with antidepressants;
may titrate up to max daily dose of 3 mg per day.

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:

PRIOR AUTHORIZATION POLICY
o
o

Schizophrenia
Adjunctive treatment of Major Depressive Disorder (MDD) with an inadequate response to
antidepressant therapy during the current episode

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
Atypical Antipsychotic: SAPHRIS (asenapine)
Effective Date:

Policy Number:

Product Identifier (s)
SAPHRIS (asenapine)

GPI 59155015100710, 59155015100720, 59155015100730
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Atypical Antipsychotic: asenapine (SAPHRIS) require a prior authorization and
will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●

Member has a diagnosis of ONE (1) of the following:
o Schizophrenia
o Bipolar I Disorder
Trials of TWO (2) of the following were ineffective or not tolerated:
o aripiprazole (ABILIFY)
o ziprasidone (GEODON)
o risperidone (RISPERDAL)
o quetiapine (SEROQUEL)
o olanzapine (ZYPREXA)

Dosing must adhere to the following:
● Schizophrenia: 5-10 mg sublingually twice daily.
● Bipolar I Disorder, monotherapy: 5-10 mg sublingually twice daily.
● Bipolar I Disorder, adjunctive treatment with lithium or valproate: 5 mg sublingually twice daily; may
increase to 10 mg twice daily based on clinical response.

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:
o Schizophrenia

PRIOR AUTHORIZATION POLICY
o

Bipolar I Disorder
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Summary of Changes
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10/2/2021

PRIOR AUTHORIZATION POLICY
Atypical Antipsychotic: VRAYLAR (cariprazine)
Effective Date:

Policy Number:

Product Identifier (s)
VRAYLAR (cariprazine)

VRAYLAR CAP
GPI 59400018100120, 59400018100130, 59400018100140, 59400018100150
VRAYLAR PACK
GPI 5940001810B220
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for AAtypical Antipsychotic: cariprazine (VRAYLAR) require a prior authorization
and will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●

Member has a diagnosis of ONE (1) of the following:
o Schizophrenia
o Acute treatment of manic or mixed episodes associated with bipolar I disorder
o Depressive episodes associated with bipolar I disorder (bipolar depression)
Trials of TWO (2) of the following were ineffective or not tolerated:
o aripiprazole (ABILIFY)
o ziprasidone (GEODON)
o risperidone (RISPERDAL)
o quetiapine (SEROQUEL)
o olanzapine (ZYPREXA)

Dosing must adhere to the following:
● Schizophrenia & acute treatment of manic or mixed episodes associated with bipolar I disorder: 1.5 mg
orally once daily; may increase in 1.5 mg or 3 mg increments up to a max daily dose of 6 mg.
● Depressive episodes associated with bipolar I disorder (bipolar depression): 1.5 mg orally once daily;
may increase to maximum recommended dosage of 3 mg once daily on day 15.

Continuing Therapy- Approve for 1 year

PRIOR AUTHORIZATION POLICY
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:
o Schizophrenia
o Acute treatment of manic or mixed episodes associated with bipolar I disorder
o Depressive episodes associated with bipolar I disorder (bipolar depression)

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
AUSTEDO (deutetrabenazine)
Effective Date:

Policy Number:

Product Identifier (s)

deutetrabenazine (AUSTEDO) 6 mg tablet
GPI 62380030000310
deutetrabenazine (AUSTEDO) 9 mg tablet
GPI 62380030000320
deutetrabenazine (AUSTEDO) 12 mg tablet
GPI 62380030000330
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for deutetrabenazine (AUSTEDO) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Tardive Dyskinesia
● Prescribed by, or in consultation with, a Psychiatrist or Neurologist
● Member has a functional disability due to tardive dyskinesia
● Member has failed to respond to a change or is unable to switch current antidopaminergic therapy
Diagnosis B: Chorea associated with Huntington’s Disease
● Prescribed by, or in consultation with, a Psychiatrist or Neurologist
● A trial of tetrabenazine (XENAZINE) was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following diagnoses:
o Tardive Dyskinesia
o Chorea associated with Huntington’s Disease

Quantity Limit

PRIOR AUTHORIZATION POLICY
●

4 tablets per day

Policy History
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___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
Avsola (infliximab)
Effective Date: 12/11/21
Policy Number: 79
Product Identifier (s)
Avsola (infliximab)
GPI 52505040132120
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Avsola (infliximab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 12 months (Rheumatoid Arthritis, Psoriatic Arthritis,
Reactive Arthritis, Ankylosing Spondylitis, Adult Crohn’s Disease, Pediatric Crohn’s Disease)
or 8 weeks (Ulcerative Colitis) or 3 months (Plaque Psoriasis)
Diagnosis A: Rheumatoid Arthritis (RA)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Rheumatoid Arthritis (RA)
● Trials of TWO (2) of the following were ineffective, not tolerated OR all untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ upadacitinib (RINVOQ)
○ tofacitinib (XELJANZ/XELJANZ XR)
● Dosing will be limited to 10 mg/kg every 4 weeks after induction
Diagnosis B: Psoriatic Arthritis (PsA)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Psoriatic Arthritis (PsA)
● Trials of TWO (2) of the following were ineffective, not tolerated OR all untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)

PRIOR AUTHORIZATION POLICY

●

○ ixekizumab (TALTZ)
○ apremilast (OTEZLA)
○ ustekinumab (STELARA)
○ tofacitinib (XELJANZ/XELJANZ XR)
Dosing will be limited to 5 mg/kg every 6 weeks after induction

Diagnosis C: Reactive Arthritis
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Reactive Arthritis
● Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
● Dosing will be limited to 5 mg/kg every 6 weeks after induction
Diagnosis D: Ankylosing Spondylitis (AS)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Ankylosing Spondylitis (AS)
● Trials of TWO (2) of the following were ineffective, not tolerated OR all untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ ixekizumab (TALTZ)
● Dosing will be limited to 5 mg/kg every 6 weeks after induction
Diagnosis E: Adult Crohn’s Disease (CD)
● Prescribed by a Gastroenterology Specialist
● Member has a diagnosis of moderately to severely active Crohn’s Disease (CD)
● Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
○ adalimumab (HUMIRA)
○ ustekinumab (STELARA)
● Dosing will be limited to 10 mg/kg every 8 weeks after induction
Diagnosis F: Pediatric Crohn’s Disease (CD)
● Prescribed by a Gastroenterology Specialist
● Member has a diagnosis of moderately to severely active Crohn’s Disease (CD)
● Member is 6 years of age or older
● A trial of adalimumab (HUMIRA) was ineffective, contraindicated, or not tolerated
● Dosing will be limited to 5 mg/kg every 8 weeks after induction
Diagnosis G: Ulcerative Colitis (UC)
● Prescribed by a Gastroenterology Specialist
● Member has a diagnosis of moderately to severely active Ulcerative Colitis (UC)
● Trials of TWO (2) of the following were ineffective, contraindicated, or not tolerated:
○ adalimumab (HUMIRA)
○ ustekinumab (STELARA)
○ tofacitinib (XELJANZ/XELJANZ XR)
● Dosing will be limited to 5 mg/kg at 0, 2, and 6 weeks

PRIOR AUTHORIZATION POLICY

Diagnosis H: Plaque Psoriasis (PP)
● Prescribed by a Dermatologist
● Member has a diagnosis of ONE (1) of the following (indicate at least one):
○ Moderate-to-severe Plaque Psoriasis (PP) (greater than or equal to [≥] 10% body surface
involved)
■ Member has significant functional disability
○ Debilitating palmoplantar psoriasis
● Trials of TWO (2) of the following were ineffective, not tolerated OR all untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ apremilast (OTEZLA)
○ ustekinumab (STELARA)
○ risankizumab (SKYRIZI)
○ ixekizumab (TALTZ)
● Dosing will be limited to 5 mg/kg at 0, 2, and 6- weeks during induction, then every 8 weeks thereafter

Continuing Therapy- Approve for 12 months
●

●

●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Rheumatoid Arthritis
○ Psoriatic Arthritis
○ Reactive Arthritis
○ Ankylosing Spondylitis
○ Adult Crohn’s Disease
○ Pediatric Crohn’s Disease
○ Ulcerative Colitis
○ Plaque Psoriasis
Ulcerative Colitis
○ Prescribed by a Gastroenterology Specialist
○ Member has demonstrated a significant improvement in their condition
○ Documentation (written explanation accepted) of improvement within the past year is submitted
with the request (documentation is required for an approval)
○ Dosing will be limited to 5 mg/kg every 8 weeks
Plaque Psoriasis
○ Prescribed by a Dermatologist
○ Member has demonstrated a significant improvement in their condition
○ Documentation (written explanation accepted) of improvement within the past year is submitted
with the request (documentation is required for an approval)
○ Dosing will be limited to 5 mg/kg every 8 weeks

Policy History

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/26/2021
12/11/2021
10/26/2022

PRIOR AUTHORIZATION POLICY
AYVAKIT (avapritinib)
Effective Date:

Policy Number:

Product Identifier (s)

avapritinib (AYVAKIT) 25 mg tablet
GPI 21490009000310
avapritinib (AYVAKIT) 50 mg tablet
GPI 21490009000315
avapritinib (AYVAKIT) 100 mg tablet
GPI 21490009000320
avapritinib (AYVAKIT) 200 mg tablet
GPI 21490009000330
avapritinib (AYVAKIT) 300 mg tablet
GPI 21490009000340
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for avapritinib (AYVAKIT) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed by, or in consultation with, an Oncologist
Member has a diagnosis of unresectable or metastatic gastrointestinal stromal tumor (GIST)
Documentation of a platelet-derived growth factor receptor alpha (PDGFRA) exon 18 mutation is
provided with the request (documentation is required to be submitted for an approval)

Continuing Therapy- Approve for 1 year
●

●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for treatment of adults with unresectable or
metastatic GIST harboring a platelet-derived growth factor receptor alpha (PDGFRA) exon 18 mutation,
including PDGFRA D842V mutations.
Member is being monitored.

PRIOR AUTHORIZATION POLICY

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/2/2021

PRIOR AUTHORIZATION POLICY
BALVERSA (erdafitinib)
Effective Date:

Policy Number:

Product Identifier (s)

erdafitinib (BALVERSA) 3 mg tablet
GPI 21532225000320
erdafitinib (BALVERSA) 4 mg tablet
GPI 21532225000325
erdafitinib (BALVERSA) 5 mg tablet
GPI 21532225000330
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for erdafitinib (BALVERSA) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

●

Prescribed by, or in consultation with, an Oncologist
Member has a diagnosis of locally advanced or metastatic urothelial carcinoma
Documentation of the presence of susceptible Fibroblast Growth Factor Receptor 3 (FGFR3) or
Fibroblast Growth Factor Receptor 2 (FGFR2) genetic alterations as detected by an FDAapproved test is
provided with the request (documentation is required to be submitted for an approval)
Indicate ONE (1) of the following:
o Progression occurred during or following platinum-containing chemotherapy, including within
12 months of neoadjuvant or adjuvant chemotherapy
o Member is platinum-ineligible

Continuing Therapy- Approve for 1 year

PRIOR AUTHORIZATION POLICY
●

●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of metastatic urothelial carcinoma or
locally advanced, susceptible FGFR3 or FGFR2 genetic alterations, and progression during or following
at least 1 line of prior platinum-containing chemotherapy, including within 12 months of neoadjuvant or
adjuvant platinum-containing chemotherapy.
Member is being monitored.

Quantity Limit
Balversa 3 mg tablet, 3 tablets per day
Balversa 4 mg tablet, 2 tablets per day
Balversa 5 mg tablet, 1 tablet per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
BANZEL (rufinamide)
Effective Date:

Policy Number:

Product Identifier (s)
BANZEL (rufinamide)

BANZEL SUSP
GPI 72600065001820
BANZEL TAB
GPI 72600065000320, 72600065000330
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for rufinamide (BANZEL) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Member has a diagnosis of Lennox-Gastaut Syndrome (LGS)
Prescribed by a Neurologist

●

Member is currently taking greater than or equal to (≥) one (1) anti-epileptic drug (AED) at
a stable dose, which will be continued with rufinamide

●

A trial of greater than or equal to (≥) one (1) AED was ineffective, contraindicated, or not
tolerated

Dosing must adhere to the following:
● Pediatric Member: 10 mg/kg/day in two equally divided doses, with increases in 10 mg/kg/day
increments every other day to a maximum dose of 45 mg/kg/day or 3,200 mg
● Adult Member: 400-800 mg/day in two equally divided doses, with an increase of 400-800 mg/day
every other day up to a maximum of 3,200 mg/day

Continuing Therapy- Approve for 1 year

PRIOR AUTHORIZATION POLICY
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Lennox-Gastaut Syndrome (LGS).

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
BARACLUDE (entecavir solution)
Effective Date:

Policy Number:

Product Identifier (s)
BARACLUDE (entecavir solution)

GPI 12352030002020
BARACLUDE (entecavir tablet)
GPI 12352030000320, 12352030000320, 12352030000330
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for entecavir solution (BARACLUDE) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

●

Member has a diagnosis of chronic Hepatitis B Virus (HBV) infection
Member has evidence of active viral replication
Member meets ONE (1) of the following:
o Evidence of persistent elevations in serum aminotransferases (alanine aminotransferase (ALT)
or aspartate aminotransferase (AST))
o Histologically active disease
Member is unable to swallow oral tablets

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of chronic Hepatitis B Virus (HBV)
infection.

Quantity Limit

PRIOR AUTHORIZATION POLICY
●
●
●

BARACLUDE SOLUTION 630 ml per 30 days
BARACLUDE TAB 0.5 MG 30 per 30 days
BARACLUDE TAB 1 MG 30 per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
BENLYSTA SC (subcutaneous belimumab_
Effective Date:

Policy Number:

Product Identifier (s)

Benlysta (belimumab) 200 mg/mL autoinjector
GPI 9942201500D520
Benlysta (belimumab) 200 mg/mL prefilled syringe
GPI 9942201500E520
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for subcutaneous belimumab (BENLYSTA SC) require a prior authorization and
will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
Diagnosis A: Systemic Lupus Erythematosus (SLE)
● Prescribed by, or in consultation with, a Rheumatologist or Dermatologist
● Member has a diagnosis of active, autoantibody-positive, systemic lupus erythematosus (SLE) and is
receiving standard therapy
● Documentation of ONE (1) of the following is provided with the request (documentation is required to
be submitted for an approval):
o Anti-double stranded DNA (anti-dsDNA) positive
o Low complement C3 or C4 proteins
● Treatment currently requires daily use of corticosteroids, unless ineffective, contraindicated or not
tolerated
● Trials of TWO (2) of the following are ineffective, contraindicated or not tolerated:
o azathioprine
o hydroxychloroquine
o methotrexate
o mycophenolate mofetil
● Member does NOT have severe active central nervous system (CNS) lupus
● Medication will NOT be given in combination with other biologics

PRIOR AUTHORIZATION POLICY

Diagnosis B: Active Lupus Nephritis (LN)
● Prescribed by, or in consultation with, a Rheumatologist or Nephrologist
● Member is an adult with a diagnosis of active lupus nephritis (LN) and is receiving standard therapy
● Member does NOT have severe active central nervous system (CNS) lupus
● Medication will NOT be given in combination with other biologics

Continuing Therapy- Approve for 1 year
Diagnosis A: Systemic Lupus Erythematosus (SLE)
● Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Systemic Lupus Erythematosus
(SLE).
● Prescribed by, or in consultation with, a Rheumatologist or Dermatologist
● Member does NOT have severe active central nervous system (CNS) lupus
● Medication will NOT be given in combination with other biologics
Diagnosis B: Active Lupus Nephritis (LN)
● Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Active Lupus Nephritis (LN).
● Prescribed by, or in consultation with, a Rheumatologist or Nephrologist
● Member does NOT have severe active central nervous system (CNS) lupus
● Medication will NOT be given in combination with other biologics

Quantity Limit
●
●

BENLYSTA 200 MG/ML PFS
BENLYSTA 200 MG/ML AIJ

Policy History
Type of Revision
Policy Created

4 per 28 days
4 per 28 days

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
BENZNIDAZOLE
Effective Date:

Policy Number:

Product Identifier (s)

BENZNIDAZOLE TAB 100 MG
GPI 15000003000340
BENZNIDAZOLE TAB 12.5 MG
GPI 15000003000320
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for BENZNIDAZOLE require a prior authorization and will be screened for medical
necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 3 months
●
●
●
●
●

Prescribed for the treatment of Chagas Disease (American trypanosomiasis)
Prescribed by, or in consultation with, an Infectious Disease Specialist
Serologically confirmed Trypanosoma cruzi infection
Member does NOT have congestive heart failure (Kuschnir Class III) due to Chagas cardiomyopathy
Member is 50 years of age or younger

Continuing Therapy●

Authorization must undergo initial approval criteria review.

Quantity Limit
●

Max of 60 day supply.

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
BEVESPI AEROSPHERE (glycopyrrolate and formoterol fumarate), and UTIBRON
NEOHALER (indacaterol and glycopyrrolate)
Effective Date:

Policy Number:

Product Identifier (s)

BEVESPI AEROSPHERE (glycopyrrolate and formoterol fumarate)
GPI 44209902543220
UTIBRON NEOHALER (indacaterol and glycopyrrolate)
GPI 44209902600110
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for glycopyrrolate and formoterol fumarate (BEVESPI AEROSPHERE), indacaterol
and glycopyrrolate (UTIBRON NEOHALER) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the treatment of Chronic Obstructive Pulmonary Disease (COPD)
Trials of ALL of the following were ineffective, contraindicated, or not tolerated:
o fluticasone propionate and salmeterol (ADVAIR)
o umeclidinium and vilanterol (ANORO ELLIPTA)
o fluticasone furoate and vilanterol (BREO ELLIPTA)
o ipratropium bromide and albuterol sulfate (COMBIVENT)
o tiotropium bromide and olodaterol (STIOLTO RESPIMAT)
o fluticasone furoate, umeclidinium, and vilanterol (TRELEGY ELLIPTA)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Chronic Obstructive Pulmonary
Disease (COPD).

PRIOR AUTHORIZATION POLICY
Quantity Limit
●

1 inhaler per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
BEVYXXA (betrixaban)
Effective Date:

Policy Number:

Product Identifier (s)

Bevyxxa (betrixaban) 40 mg capsule
GPI 83370018200120
Bevyxxa (betrixaban) 80 mg capsule
GPI 83370018200140
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for betrixaban (BEVYXXA) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 course of therapy
●
●
●

Prescribed for the prophylaxis of venous thromboembolism in an adult hospitalized for an acute medical
illness and at risk of thromboembolic complications
Member was assessed for risk of thromboembolic complications and was initiated on betrixaban
(BEVYXXA) while immobilized in the hospital
Member will NOT be used for more than 42 days total

Continuing Therapy- N/A
●

Authorization must meet initial approval criteria.

Policy History
Type of Revision

___________________________________________________________
Summary of Changes

Revision Date

PRIOR AUTHORIZATION POLICY
Policy Created

10/3/2021

PRIOR AUTHORIZATION POLICY
Exception to Coverage Not Covered Diabetic Glucose Meters and Supplies
Effective Date:

Policy Number:

Product Identifier (s)

Not available
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Not Covered Diabetic Glucose Meters and Supplies require a prior authorization
and will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

●

Patient is using an insulin pump
o Insulin Pump Name (required): ____________________________________
Patient’s glucose meter has connectivity with insulin pump
o Glucose Meter Name (required): ___________________________________
o Test Strips Name (required): ______________________________________
Patient utilizes the connectivity feature

Continuing Therapy
●

Member must meet initial approval criteria.

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
BOSULIF (bosutinib)
Effective Date:

Policy Number:

Product Identifier (s)

BOSULIF (bosutinib)
GPI 21531812000320, 21531812000340, 21531812000327
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for bosutinib (BOSULIF) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed by, or in consultation with, an Oncologist or Hematologist
Prescribed for ONE (1) of the following:
o Newly diagnosed chronic phase Philadelphia chromosome-positive (Ph+) chronic myeloid
leukemia (CML) in an adult
o Chronic, accelerated, or blast phase Ph+ CML with resistance or intolerance to prior therapy in
an adult

Continuing Therapy- Approve for 1 year
●

Member is being monitored and has NOT experienced progression on bosutinib (BOSULIF)
and it is appropriate for them to continue therapy

Quantity Limit
●
●
●

BOSULIF TAB 100 MG 90 per 30 days
BOSULIF TAB 400 MG 30 per 30 days
BOSULIF TAB 500 MG 30 per 30 days

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
encorafenib (BRAFTOVI), binimetinib (MEKTOVI)
Effective Date:

Policy Number:

Product Identifier (s)

Braftovi (encorafenib) 50 mg capsules
GPI 21532040000120
Braftovi (encorafenib) 75 mg capsules
GPI 21532040000130
Mektovi (binimetinib) 15 mg tablet
GPI 21533520000320
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for encorafenib (BRAFTOVI), binimetinib (MEKTOVI) require a prior
authorization and will be screened for medical necessity and appropriateness using the criteria
listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Metastatic Melanoma
● Request is for encorafenib (BRAFTOVI) and binimetinib (MEKTOVI) combination therapy
● Prescribed by, or in consultation with, an Oncologist
● Member has a diagnosis of unresectable or metastatic melanoma with a BRAF V600E or V600K
mutation
● Documentation of the presence of an approved mutation as detected by a United States Food and Drug
Administration (FDA)-approved test is provided with the request (documentation is required to be
submitted for an approval)
Diagnosis B: Metastatic Colorectal Cancer
● Request is for encorafenib (BRAFTOVI) ONLY
● Prescribed by, or in consultation with, an Oncologist
● Member has a diagnosis of metastatic colorectal cancer with a BRAF V600E mutation
● Documentation of the presence of an approved mutation as detected by a United States Food and Drug
Administration (FDA)-approved test is provided with the request (documentation is required to be
submitted for an approval)
● Member has progressed on previous treatment

PRIOR AUTHORIZATION POLICY
●
●

Medication will be used in combination with cetuximab (ERBITUX)
Medication will NOT be used in combination with binimetinib (MEKTOVI)

Dosing must adhere to the following:
● Metastatic Melanoma:
○ encorafenib (BRAFTOVI): Six (6) capsules per day.
○ binimetinib (MEKTOVI): Six (6) capsules per day.
● Metastatic Colorectal Cancer:
○ encorafenib (BRAFTOVI): Four (4) capsules per day.

Continuing Therapy- Approve for 1 year
Diagnosis A: Metastatic Melanoma
● Request is for encorafenib (BRAFTOVI) and binimetinib (MEKTOVI) combination therapy
● Member is being monitored, has NOT experienced disease progression, and it is appropriate to continue
with encorafenib (BRAFTOVI) and binimetinib (MEKTOVI) combination therapy for metastatic
melanoma
Diagnosis B: Metastatic Colorectal Cancer
● Request is for encorafenib (BRAFTOVI) ONLY
● Member is being monitored, has NOT experienced disease progression, and it is appropriate to continue
therapy with encorafenib (BRAFTOVI) for metastatic colorectal cancer

Quantity Limit
Metastatic Melanoma:
● encorafenib (BRAFTOVI): Six (6) capsules per day.
● binimetinib (MEKTOVI): Six (6) capsules per day.
Metastatic Colorectal Cancer:
● encorafenib (BRAFTOVI): Four (4) capsules per day.

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
BRUKINSA (zanubrutinib)
Effective Date:

Policy Number:

Product Identifier (s)
zanubrutinib (BRUKINSA) 80 mg capsule
GPI 21532195000120

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for zanubrutinib (BRUKINSA) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed by, or in consultation with, an Oncologist or Hematologist
Member has a diagnosis of mantle cell lymphoma (MCL)
Disease is relapsed/refractory to at least one (1) prior line of therapy

Continuing Therapy- Approve for 1 year
●

Member is being monitored, has NOT experienced progression, and it is appropriate to
continue therapy with zanubrutinib (BRUKINSA).

Quantity Limit
●

4 capsules per day

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
C1-Esterase Inhibitors
Effective Date: 02/28/2022
Policy Number: 041
Product Identifier (s)
Berinert (C1-esterase inhibitors)
GPI 85802022006420
Haegarda (C1-esterase inhibitors)
GPI 85802022002130
GPI 85802022002140
Cinryze (C1-esterase inhibitors)
GPI 85802022002120
Ruconest (C1-esterase inhibitors)
GPI 85802022102130
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for C1-Esterase Inhibitors require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
DIAGNOSIS A: Prophylaxis of acute attacks of HAE- FOR HAEGARDA AND CINRYZE ONLY
● Prescribed by, or in consultation with, an Allergist or Immunologist
● Member has a confirmed diagnosis of Hereditary Angioedema (HAE)
● Body weight and requested dose is clinically appropriate
○ Requested Dose: __________________________________________________________
○ Body Weight: __________________
○ Date of Weight Measurement: _________________
● Medication will be self-administered
● Member has a history of ONE (1) of the following:
○ Two (2) or more attacks per month
○ Disabled for five (5) or more days per month due to HAE
○ History of laryngeal attacks
○ Access to, or treatment with, on-demand therapy is inadequate

PRIOR AUTHORIZATION POLICY

Diagnosis B: Acute attacks of HAE- FOR BERINERT AND RUCONEST ONLY
● Prescribed by, or in consultation with, an Allergist or Immunologist
● Member has a confirmed diagnosis of Hereditary Angioedema (HAE)
● Member must meet ONE of the following
○ A trial of icatibant (FIRAZYR) was ineffective, contraindicated, or not tolerated
○ Medication is being used for both prophylaxis and breakthrough acute attacks
● Body weight and requested dose is clinically appropriate
○ Requested Dose: __________________________________________________________
○ Body Weight: __________________
○ Date of Weight Measurement: _________________
● Indicate ONE (1) of the following:
○ Medication will be self-administered
○ Medication is required to be on hand for acute treatment
Dosing must adhere to the following:
● BERINERT - 20 units/kg prn (as needed)
● CINRYZE - 1,000 units twice weekly
● HAEGARDA - 60 units/kg twice weekly
● RUCONEST - 50 units/kg (max 4,200 units/dose)

Continuing Therapy
●
●

For Prophylaxis of acute attacks of HAE
○ Member has experienced a significant reduction in frequency of hereditary angioedema attacks
since starting therapy.
For Acute Attacks of HAE
○ Member must undergo initial approval criteria for medication.

Policy History

Type of Revision
Policy Created
P and T Approval Date
Review Date

___________________________________________________________

Next Anticipated Review Date

Summary of Changes

For Acute Attacks for HAE:
Member must try/fail Firazyr.

Revision Date
10/4/2021
02/28/2022
02/25/2022
02/25/2023

PRIOR AUTHORIZATION POLICY
CABLIVI (caplacizumab)
Effective Date:

Policy Number:

Product Identifier (s)
caplacizumab (CABLIVI)
GPI 85151020806420

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for caplacizumab (CABLIVI) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 30 days
●
●
●
●

Prescribed by a Hematologist
Member has a diagnosis of acquired thrombotic thrombocytopenic purpura
Member is 18 years of age or older
Member received at least ONE (1) plasma exchange treatment with immunosuppressive therapy and
caplacizumab (CABLIVI) in the hospital

Dosing must adhere to the following:
● First day of treatment: 11 mg bolus intravenous injection, followed by an 11 mg subcutaneous injection
after completion of plasma exchange.
● Subsequent treatment during daily plasma exchange: 11 mg subcutaneous injection once daily.
● Treatment after plasma exchange period: 11 mg subcutaneous injection once daily continuing for 30
days following the last daily plasma exchange and up to an additional 28 days thereafter, if necessary.

Continuing Therapy- Approve for 28 days

PRIOR AUTHORIZATION POLICY
●
●
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of acquired thrombotic
thrombocytopenic purpura.
Documentation of ADAMTS13 (a disintegrin and metalloproteinase with a thrombospondin type 1
motif, member 13) levels less than (<) 10% is provided with the request (documentation is required to be
submitted for an approval).
Prescriber will monitor levels every 7 days and discontinue when clinically appropriate.

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY
CABOMETYX (cabozantinib)
Effective Date:

Policy Number:

Product Identifier (s)
cabozantinib (CABOMETYX)

GPI 21533010100340, 21533010100320, 21533010100330
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for cabozantinib (CABOMETYX) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
DIAGNOSIS A: Advanced Renal Cell Carcinoma (RCC)
● Prescribed by, or in consultation with, an Oncologist
● Member has a diagnosis of advanced renal cell carcinoma (RCC)
DIAGNOSIS B: Hepatocellular Carcinoma (HCC)
● Prescribed by, or in consultation with, an Oncologist
● Member has a diagnosis of hepatocellular carcinoma (HCC)
● Member has been previously treated with sorafenib (NEXAVAR)

Continuing Therapy- Approve for 1 year
●

Member is being monitored and has NOT experienced disease progression and it is appropriate to
continue therapy with cabozantinib (CABOMETYX)

Quantity Limit

PRIOR AUTHORIZATION POLICY
●
●
●

CABOMETYX TAB 20 MG 30 per 30 days
CABOMETYX TAB 40 MG 30 per 30 days
CABOMETYX TAB 60 MG30 per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY
CALQUENCE (acalabrutinib)
Effective Date:

Policy Number:

Product Identifier (s)
acalabrutinib (CALQUENCE)
GPI 21532103000120

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for acalabrutinib (CALQUENCE) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed by an Oncologist or Hematologist
Prescribed for ONE (1) of the following:
○ Chronic Lymphocytic Leukemia (CLL) / Small Lymphocytic Lymphoma (SLL)
○ Mantle Cell Lymphoma (MCL)
Member has relapsed after or is refractory to at least one (1) prior therapy

Continuing Therapy- Approve for 1 year
●

Member is being monitored and has NOT experienced progression on acalabrutinib
(CALQUENCE) and it is appropriate for them to continue therapy

Quantity Limit
●

2 capsules per day

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY
CAPRELSA (vandetanib)
Effective Date:

Policy Number:

Product Identifier (s)
vandetanib (CAPRELSA)

Caprelsa (vandetanib) 100 mg tablet
GPI 21534085000320
Caprelsa (vandetanib) 300 mg tablet
GPI 21534085000340
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for vandetanib (CAPRELSA) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed for the treatment of symptomatic or progressive Medullary Thyroid Cancer in a member with
unresectable, locally advanced or metastatic disease
Prescribed by, or in consultation with, an Oncology Specialist
Vandetanib (CAPRELSA) is a restricted distribution medication. This drug is limited to a thirty (30) day
supply.

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of symptomatic or progressive
Medullary Thyroid Cancer in a member with unresectable, locally advanced or metastatic disease.

Quantity Limit

PRIOR AUTHORIZATION POLICY
●
●

CAPRELSA TAB 100 MG 60 per 30 days
CAPRELSA TAB 300 MG 30 per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY
CARBAGLU (carglumic acid)
Effective Date:

Policy Number:

Product Identifier (s)
carglumic acid (CARBAGLU)

GPI 30908230000320
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for carglumic acid (CARBAGLU) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed by an Endocrinologist.
Prescribed for adjunctive treatment of acute hyperammonemia and maintenance therapy of chronic
hyperammonemia due to the deficiency of the hepatic enzyme N-acetylglutamate synthase (NAGS) in
adult and pediatric patients.

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of adjunctive treatment of acute
hyperammonemia and maintenance therapy of chronic hyperammonemia due to the deficiency of the
hepatic enzyme N-acetylglutamate synthase (NAGS) in adult and pediatric patients.

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY

PRIOR AUTHORIZATION POLICY
CAROSPIR (spironolactone)
Effective Date:

Policy Number:

Product Identifier (s)
spironolactone (CAROSPIR)
GPI 37500020001820

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for spironolactone (CAROSPIR) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●

Prescribed for ONE (1) of the following:
○ New York Heart Association (NYHA) Class III-IV heart failure
○ Hypertension
○ Edema due to cirrhosis
Member is unable to swallow tablets

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ New York Heart Association (NYHA) Class III-IV heart failure
○ Hypertension
○ Edema due to cirrhosis

Policy History

__________________________________________________________ _

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY
CEQUA (cyclosporine ophthalmic solution)
Effective Date:

Policy Number:

Product Identifier (s)
cyclosporine ophthalmic solution (CEQUA)
GPI 86720020002040

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for cyclosporine ophthalmic solution (CEQUA) require a prior authorization and
will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed to increase tear production in a member with keratoconjunctivitis sicca (dry eye)
A trial of RESTASIS was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of keratoconjunctivitis sicca (dry eye).

Quantity Limit
●

2 vials per day (0.25 mL single use vial)

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY
CERDELGA (eliglustat)
Effective Date:

Policy Number:

Product Identifier (s)
eliglustat (CERDELGA)
GPI 82700040600120

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for eliglustat (CERDELGA) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●

●

Prescribed by a medical geneticist or other prescriber who specializes in the treatment of Gaucher
disease
Member has a diagnosis of Gaucher disease type 1
Diagnosis confirmed via documentation of deficient activity of β-glucocerebrosidase enzyme
(documentation is required to be submitted for approval)
Documentation of CYP2D6 metabolizer status (documentation is required to be submitted for approval)
shows member is:
○ An extensive metabolizer (limited to 2 capsules per day)
○ An intermediate metabolizer (limited to 2 capsules per day)
○ A poor metabolizer (limited to 1 capsule per day)
Member will NOT use in combination with imiglucerase (CEREZYME)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Gaucher disease type 1.

Quantity Limit

PRIOR AUTHORIZATION POLICY
●

CERDELGA CAP 84 MG 60 per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY
(CHOLBAM) cholic acid
Effective Date:

Policy Number:

Product Identifier (s)
cholic acid (CHOLBAM)

GPI 527000250001
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for cholic acid (CHOLBAM) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 3 months
●
●

Prescribed by, or in consultation with, a Hepatologist or Pediatric Gastroenterologist
Prescribed for ONE (1) of the following:
○ Bile acid synthesis disorder due to single enzyme defect (documentation of enzyme defect
required)
○ Adjunctive treatment of peroxisomal disorder, in a member who exhibits manifestations of
liver disease, steatorrhea, or complications from decreased fat soluble vitamin absorption
(documentation of peroxisomal disorder required)

Continuing Therapy- Approve for 1 year
●

Documentation of stable or improved liver function is provided (documentation
required)

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/4/2021

PRIOR AUTHORIZATION POLICY
tadalafil (CIALIS)
Effective Date:

Policy Number:

Product Identifier (s)
tadalafil (CIALIS)
GPI 403040800003

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for tadalafil (CIALIS) require a prior authorization and will be screened for medical
necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●

Member has a diagnosis of Benign Prostatic Hyperplasia (BPH)
Prescribed by, or in consultation with, a Urologist
A minimum 30-day trial of an alpha blocker was ineffective, contraindicated, or not tolerated
(Documentation required)
○ Alpha blocker tried: _______________________________________________
A minimum 90-day trial of an androgen hormone inhibitor was ineffective, contraindicated, or not
tolerated (Documentation required)
○ Androgen hormone inhibitor tried: __________________________________

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Benign Prostatic Hyperplasia
(BPH).

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Quantity Limit
●

1 tablet per day

Type of Revision
Policy Created

Summary of Changes

Revision Date
10/5/2021

PRIOR AUTHORIZATION POLICY
Cimzia® (certolizumab)
Effective Date: 03/25/2022
Policy Number: 052
Product Identifier (s)

Cimzia® (certolizumab) injection
GPI 52505020106420, GPI 52505020106440
Cimzia® (certolizumab) starter injection kit
GPI 52505020106460
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Cimzia® (certolizumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year [exception 3 months for plaque psoriasis]
Diagnosis A: Rheumatoid Arthritis (RA)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Rheumatoid Arthritis (RA)
● Trials of TWO (2) of the following were ineffective, not tolerated, or ALL untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ upadacitinib (RINVOQ)
○ tofacitinib (XELJANZ/XELJANZ XR)
○ Trials of BOTH tocilizumab (ACTEMRA) AND adalimumab (HUMIRA) were
ineffective
○ Not tolerated ALL untried alternatives are contraindicated
DIAGNOSIS B: Psoriatic Arthritis (PsA)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Psoriatic Arthritis (PsA)
● Trials of TWO (2) of the following were ineffective, not tolerated, or ALL untried alternatives are
contraindicated:
○ etanercept (ENBREL)

PRIOR AUTHORIZATION POLICY

○ adalimumab (HUMIRA)
○ apremilast (OTEZLA)
○ ustekinumab (STELARA)
○ ixekizumab (TALTZ)
○ tofacitinib (XELJANZ/XELJANZ XR)
○ ALL untried alternatives are contraindicated
DIAGNOSIS C: Ankylosing Spondylitis (AS)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Ankylosing Spondylitis (AS)
● Trials of TWO (2) of the following were ineffective, not tolerated, or ALL untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ ixekizumab (TALTZ)
○ ALL untried alternatives are contraindicated
DIAGNOSIS D: Active Non-Radiographic Axial Spondyloarthritis
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of active non-radiographic axial spondyloarthritis
● At least ONE (1) of the following objective signs of inflammation are present:
○ C-reactive protein levels above the upper limit of normal (ULN)
○ Evidence of sacroiliitis on magnetic resonance imaging (MRI)
● There is no definitive radiographic evidence of structural damage on sacroiliac (SI) joints
● Trials of two (2) or more non-steroidal anti-inflammatory drugs (NSAIDs) were ineffective or not
tolerated
DIAGNOSIS E: Crohn’s Disease (CD)
● Prescribed by a Gastroenterology Specialist
● Member has a diagnosis of moderately-to-severely active Crohn’s disease (CD)
○ A trial of adalimumab (HUMIRA) was ineffective, contraindicated, or not tolerated
DIAGNOSIS F: Plaque Psoriasis (PP)
● Prescribed by a Dermatologist
● Member has a diagnosis of moderate-to-severe Plaque Psoriasis (PP)
● Trials of TWO (2) of the following were ineffective, not tolerated, or ALL untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ apremilast (OTEZLA)
○ risankizumab (SKYRIZI)
○ ustekinumab (STELARA)
○ ixekizumab (TALTZ)
○ ALL untried alternatives are contraindicated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Rheumatoid Arthritis (RA)
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●

○ Psoriatic Arthritis (PsA)
○ Ankylosing Spondylitis (AS)
○ Active Non-Radiographic Axial Spondyloarthritis
○ Crohn’s Disease (CD)
○ Plaque Psoriasis (PP)
Plaque Psoriasis
○ Prescribed by a Dermatologist
○ Member has demonstrated a significant improvement in their condition
○ Documented (written explanation accepted) improvement within the past year submitted with
this request (documentation is required to be submitted for an approval)

Quantity Limit
●
●
●

Standard maintenance treatment: Quantities of up to 2 injections (1 box) per 28 days
Rheumatoid Arthritis, Psoriatic Arthritis, Ankylosing Spondylitis, Non-Radiographic Axial
Spondyloarthritis, Crohn’s Disease: 6 injections (1 starter kit) for the first 28 days, followed by the
standard maintenance treatment limit
Plaque Psoriasis: 6 injections (1 starter kit) for the first 28 days, followed by 4 injections (2 boxes) per
28 days (This is an exception from the standard formulary quantity limit)

Policy History

Type of Revision
Policy Created
P and T Approval Date
Review Date

___________________________________________________________

Next Anticipated Review Date

Summary of Changes

For RA, PsA, AS, CD, PPMedications to be tried/failed
updated.

Revision Date
10/5/2021
03/25/2022
2/25/2022
2/25/2023

PRIOR AUTHORIZATION POLICY
Cinqair (reslizumab)
Effective Date: 12/11/21
Policy Number: 89
Product Identifier (s)
Cinqair (reslizumab)
GPI 44604460002020
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Cinqair (reslizumab) require a prior authorization and will be screened for medical necessity and
appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
●
●
●
●
●

●

●

Prescribed by, or in consultation with, an Allergist, Immunologist, or Pulmonologist
Member is 18 years of age or older
Member has a diagnosis of severe asthma
Member has a diagnosis of eosinophilic asthma with a baseline blood eosinophil concentration greater
than or equal to (≥) 150 cells/µL
○ Baseline blood eosinophil concentration: ________________________
Member has a history of greater than or equal to (≥) 2 asthma exacerbations requiring treatment with
systemic corticosteroids or emergency department visit or hospitalization for treatment of asthma within
the past year despite adherent utilization of a medium or high dose inhaled corticosteroid (ICS) in
combination with a long-acting beta agonist (LABA) and either a leukotriene receptor antagonist or
tiotropium
Prescriber attests to ALL of the following:
○ Member adherence to controller medications
○ Member is a non-smoker or is adherent to an attempt at smoking cessation
○ Member will NOT be using in combination with omalizumab (XOLAIR), dupilumab
(DUPIXENT), or other interleukin-5 (IL-5) agents
Member’s current weight is provided
○ Weight: ____________________ Date of Measurement: ____________________

Continuing Therapy- Approve for 12 months

PRIOR AUTHORIZATION POLICY
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of migraine.

Quantity Limit
●
●
●
●
●
●

< 33 kg (< 73 lbs): 1 vial
34-66 kg (74-145 lbs): 2 vials
67-100 kg (146-220 lbs): 3 vials
101-133 kg (221-293 lbs): 4 vials
134-166 kg (294-366 lbs): 5 vials
167-200 kg (367-440 lbs): 6 vials

Policy History

Type of Revision
Policy Created

___________________________________________________________

P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/28/2021
12/11/2021
10/28/2022

PRIOR AUTHORIZATION POLICY
COMETRIQ (cabozantinib)
Effective Date:

Policy Number:

Product Identifier (s)

COMETRIQ KIT
GPI 21533010106480
GPI 21533010106470
GPI 21533010106460
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for COMETRIQ (cabozantinib) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed by, or in consultation with, an Oncology Specialist
Member has a diagnosis of progressive, metastatic medullary thyroid cancer

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of progressive, metastatic medullary
thyroid cancer.

Quantity Limit
●

1 tablet per day

PRIOR AUTHORIZATION POLICY
Policy History
___________________________________________________________
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/7/2021

PRIOR AUTHORIZATION POLICY
Continuous Glucose Monitors (CGMs)
Effective Date:

Policy Number:

Product Identifier (s)

DEXCOM G6 TRANSMITTER
GPI 97202012066300
DEXCOM G6 SENSOR
GPI 97202012046300
DEXCOM G6 RECEIVER
GPI 97202012026200
FREESTYLE LIBRE SENSOR (10-DAY), FREESTYLE LIBRE SENSOR (14-DAY),
FREESTYLE LIBRE 2 SENSOR
GPI 97202012046300
FREESTYLE LIBRE RECEIVER, FREESTYLE LIBRE 2 RECEIVER
GPI 97202012026200
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Continuous Glucose Monitors (CGMs) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Member has a diagnosis of ONE (1) of the following:
○ Type 1 diabetes
○ Type 2 diabetes
Member is using insulin
Member meets ONE (1) of the following:
○ Member demonstrated hypoglycemia unawareness
○ Undetected hypoglycemia poses an occupational safety risk
○ Member has suboptimal diabetes control and meets ONE (1) of the following:
■ Member is unable to test capillary glucose readings due to a physical or cognitive
limitation
■ Member has widely fluctuating glucose levels
■ Member fails to test with sufficient frequency

PRIOR AUTHORIZATION POLICY
○

●
●
●
●
●

Member is expected to benefit from ongoing continuous glucose monitor (CGM) use based
upon a professional CGM trial
○ Member is pregnant
Member is currently under the care of a Certified Diabetes Educator (CDE) and/or a provider with
expertise in diabetes management
Member will be instructed in use of the CGM products
Provider has assessed the member’s motivation and willingness to properly utilize the CGM
Provider believes that CGM use may lead to considerable improvement in glycemic control and/or
significant reduction in risk of symptomatic or unrecognized hypoglycemia
Other situations in which CGM use will be considered medically necessary will be evaluated by
exception. Please provide rationale and/or documentation of any extenuating circumstance requiring use
of CGM. Indicate clinical rationale below:
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________

Continuing Therapy- Approve for 1 year
●

●

Member meets ONE (1) of the following:
○ Member continues to demonstrate hypoglycemia unawareness
○ Undetected hypoglycemia continues to pose an occupational safety risk
○ Member is expected to have suboptimal diabetes control without continuous glucose monitor
(CGM) use and meets ONE (1) of the following:
■ Member is unable to test capillary glucose readings due to a physical or cognitive
limitation
■ Member has widely fluctuating glucose levels
■ Member is unlikely to test with sufficient frequency
○ Member experienced considerable benefit from CGM use and would be expected to continue to
benefit from ongoing use
Member experienced considerable improvement in glycemic control and/or significant reduction in risk
of symptomatic or unrecognized hypoglycemia

Policy History
Quantity Limit
●
●
●
●
●
●

___________________________________________________________

1 Dexcom G6 Transmitter per 90 days
3 Dexcom G6 Sensors per 28 days
1 Dexcom G6 Receiver per year
3 Freestyle Libre (10-Day) Sensors per 30 days
2 Freestyle Libre (14-Day) or Freestyle Libre 2 sensors per 28 days
1 Freestyle Libre or Freestyle Libre 2 Receiver per year

Type of Revision

Summary of Changes

Revision Date

PRIOR AUTHORIZATION POLICY
Policy Created

10/7/2021

PRIOR AUTHORIZATION POLICY
Contraceptives (Medical Necessity)
Effective Date:

Policy Number:

Product Identifier (s)
Contraceptives (Medical Necessity)

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Contraceptives (Medical Necessity) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

Contraceptive is prescribed for a medical diagnosis other than the prevention of pregnancy

●

Indicate Primary Diagnosis: _________________________________ ICD 10 Code: ___________

●

Contraceptive Name: ____________________________________________________________

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for a medical diagnosis other than the prevention of
pregnancy.

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/8/2021

PRIOR AUTHORIZATION POLICY
COPIKTRA (duvelisib)
Effective Date:
Policy Number:
Product Identifier (s)
COPIKTRA (duvelisib)

GPI 21538030000120
GPI 21538030000130
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for COPIKTRA (duvelisib) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

●

Prescribed by, or in consultation with, a Hematologist or Oncologist
Member has a diagnosis of ONE (1) of the following:
○ Relapsed or refractory chronic lymphocytic leukemia (CLL) or small lymphocytic lymphoma
(SLL)
○ Relapsed or refractory follicular lymphoma (FL)
At least two (2) prior therapies were ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Member is being monitored and has NOT experienced progression on duvelisib
(COPIKTRA) and it is appropriate for them to continue therapy

Quantity Limit
●

2 capsules per day

PRIOR AUTHORIZATION POLICY
Policy History
___________________________________________________________
Quantity Limit
● 2 capsules per day
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/8/2021

PRIOR AUTHORIZATION POLICY
CORLANOR (ivabradine)
Effective Date:
Policy Number:
Product Identifier (s)
CORLANOR (ivabradine)

CORLANOR (ivabradine) TAB
GPI 40700035100320
GPI 40700035100330
CORLANOR (ivabradine) SOLN
GPI 40700035102020
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for CORLANOR (ivabradine) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●

Member has a diagnosis of stable, symptomatic heart failure
Prescribed by, or in consultation with, a Cardiology Specialist
Member is in sinus rhythm
Indicate ONE (1) of the following:
○ Member is greater than or equal to (≥) 6 months of age and less than (<) 18 years of age AND
member meets all of the following:
■ Heart failure due to dilated cardiomyopathy (DCM)
■ NYHA/ROSS Class II to IV heart failure
■ Left ventricular ejection fraction (LVEF) less than or equal to (≤) 45%
■ Elevated heart rate (HR) greater than or equal to (≥):
● 105 beats per minute (bpm) (member 6-12 months of age)
● 95 bpm (member 1-3 years of age)
● 75 bpm (member 3-5 years of age)
● 70 bpm (member 5-18 years of age)
○ Member is 18 years of age or older AND member meets all of the following:
■ NYHA Class II-IV or ACCF/AHA Class C, D chronic heart failure
■ Baseline OR current left ventricular ejection fraction (LVEF) less than or equal to (≤)
35%
■ Resting heart rate (HR) greater than or equal to (≥) 70 beats per minute (bpm)
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■

Indicate ONE (1) of the following:
● Member is on a maximally tolerated dose of a beta blocker (e.g. atenolol,
bisoprolol, carvedilol, or metoprolol)
● A trial of beta blockers was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of stable, symptomatic heart failure.

Quantity Limit
●
●

2 capsules per day
15 mL solution per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/8/2021

PRIOR AUTHORIZATION POLICY
COSENTYX (secukinumab)
Effective Date:
Policy Number:
Product Identifier (s)

COSENTYX INJ (2-PACK)
GPI 9025057500D530
GPI 9025057500E530
COSENTYX INJ (1-PACK)
GPI 9025057500D520
GPI 9025057500E520
GPI 9025057500E510
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for COSENTYX (secukinumab) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year (except for 3 months for plaque psoriasis)
DIAGNOSIS A: Psoriatic Arthritis (PsA)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Psoriatic Arthritis (PsA)
● Trials of ALL of the following were ineffective, not tolerated or ALL untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ apremilast (OTEZLA)
○ ixekizumab (TALTZ)
○ ustekinumab (STELARA)
○ tofacitinib (XELJANZ/XELJANZ XR)
DIAGNOSIS B: Ankylosing Spondylitis (AS)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Ankylosing Spondylitis (AS)
● Trials of ALL of the following were ineffective, not tolerated or ALL untried alternatives are
contraindicated:
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○
○
○

etanercept (ENBREL)
adalimumab (HUMIRA)
ixekizumab (TALTZ)

DIAGNOSIS C: Non-radiographic Axial Spondyloarthritis (nr-axSpA)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of active Non-radiographic Axial Spondyloarthritis (nr-axSpA)
● Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
○ ixekizumab (TALTZ)
○ certolizumab (CIMZIA)
DIAGNOSIS D: Plaque Psoriasis (PP)
● Prescribed by a Dermatologist
● Member has a diagnosis of moderate to severe Plaque Psoriasis (PP)
● Trials of ALL of the following were ineffective, not tolerated or ALL untried alternatives are
contraindicated:
○ etanercept (ENBREL)
○ adalimumab (HUMIRA)
○ apremilast (OTEZLA)
○ ixekizumab (TALTZ)
○ ustekinumab (STELARA)
○ risankizumab (SKYRIZI)

Continuing Therapy- Approve for 1 year
●

●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Psoriatic Arthritis (PsA)
○ Ankylosing Spondylitis (AS)
○ Non-radiographic Axial Spondyloarthritis (nr-axSpA)
○ Plaque Psoriasis (PP)
Plaque Psoriasis
○ Prescribed by a Dermatologist
○ Member has demonstrated a significant improvement in their condition
○ Documented (written explanation accepted) improvement within the past year submitted with
this request (documentation is required to be submitted for approval)

Quantity Limit
●

5 pens per first month of use, 1 pen per 28 days thereafter

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/8/2021

PRIOR AUTHORIZATION POLICY
COTELLIC (cobimetinib), ZELBORAF (vemurafenib)
Effective Date:
Policy Number:
Product Identifier (s)
COTELLIC (cobimetinib)
GPI 21533530200320

ZELBORAF (vemurafenib)
GPI 21532080000320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for COTELLIC (cobimetinib), ZELBORAF (vemurafenib) require a prior
authorization and will be screened for medical necessity and appropriateness using the criteria
listed below:
Initial Approval Criteria- Approve for 1 year
DIAGNOSIS A: Metastatic Melanoma
● Prescribed by, or in consultation with, an Oncologist
● Member has a diagnosis of unresectable or metastatic melanoma
● Documentation of a BRAF V600E or V600K mutation is provided with the request (documentation is
required to be submitted for an approval)
●

Note: While vemurafenib (ZELBORAF) is United States Food and Drug Administration (FDA)approved for monotherapy use in this indication, combination BRAF/MEK inhibitor therapy is
preferred.

DIAGNOSIS B: Erdheim-Chester Disease (ECD)
● Request is for vemurafenib (ZELBORAF) ONLY
● Prescribed by, or in consultation with, an Oncologist or Hematologist
● Member has a diagnosis of Erdheim-Chester disease (ECD)
● Documentation of a BRAF V600 mutation is provided with the request (documentation is required to be
submitted for an approval)
● vemurafenib (ZELBORAF) will NOT be used in combination with cobimetinib (COTELLIC)

PRIOR AUTHORIZATION POLICY
Continuing Therapy- Approve for 1 year
●

●
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Metastatic Melanoma
○ Erdheim-Chester Disease (ECD)
Metastatic Melanoma
○ Member is being monitored, has NOT experienced progression, and it is appropriate to continue
therapy with vemurafenib (ZELBORAF)/cobimetinib (COTELLIC)
Erdheim-Chester Disease (ECD)
○ Member is being monitored, has NOT experienced progression, and it is appropriate to continue
therapy with vemurafenib (ZELBORAF)

Quantity Limit
●

●

Cotellic: 3 tablets per day
Zelboraf: 8 tablets per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/8/2021

PRIOR AUTHORIZATION POLICY
DALIRESP (roflumilast)
Effective Date:
Policy Number:
Product Identifier (s)
DALIRESP (roflumilast)
GPI 44450065000310
GPI 44450065000320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DALIRESP (roflumilast) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Member has severe Chronic Obstructive Pulmonary Disease (COPD) associated with chronic bronchitis
Member has a history of at least one (1) exacerbation in the past year while on optimized therapy

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of severe Chronic Obstructive
Pulmonary Disease (COPD) associated with chronic bronchitis.

Quantity Limit
●

1 tablet per day

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/8/2021

PRIOR AUTHORIZATION POLICY
DARAPRIM (pyrimethamine)
Effective Date:
Policy Number:
Product Identifier (s)
DARAPRIM (pyrimethamine)
GPI 13000040000310

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DARAPRIM (pyrimethamine) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 3 weeks (Treatment of toxoplasmosis) or 3 months
(Primary prophylaxis of Toxoplasma gondii encephalitis in HIV; Treatment of Toxoplasma
gondii encephalitis in a HIV-infected member)
Diagnosis A: Treatment of toxoplasmosis
● Documentation of serologic test confirming diagnosis (documentation required)
● Member is immunocompromised and/or pregnant
● pyrimethamine (DARAPRIM) will be used with a sulfonamide in combination with leucovorin
Diagnosis B: Primary prophylaxis of Toxoplasma gondii encephalitis in a human immunodeficiency virus (HIV)infected member
● Member is Toxoplasma-seropositive with a CD4 count less than (<) 100 cells/µL CD4 Count:
_______________ (documentation required)
● Indicate ONE (1) of the following:
○ Member is on stable antiretroviral therapy (ART)
○ Member is unable to use ART and rationale is provided:
_________________________________________________________
● Member cannot tolerate trimethoprim-sulfamethoxazole (TMP-SMX)
● Member has attempted a sulfa desensitization protocol
● Primary prophylaxis will be discontinued once a CD4 count greater than (>) 200 cells/µL has been
maintained for three (3) months

PRIOR AUTHORIZATION POLICY

Diagnosis C: Treatment of Toxoplasma gondii encephalitis in a HIV-infected member
● Documentation of serologic test confirming diagnosis (documentation required)
● Indicate ONE (1) of the following:
○ Member is on stable antiretroviral therapy (ART)
○ Member is unable to use ART and rationale is provided:
_________________________________________________________
● Treatment will be discontinued after six (6) weeks, unless response is incomplete
Diagnosis D: Secondary prophylaxis/chronic maintenance of Toxoplasma gondii encephalitis in a HIV-infected
member
● Documentation of serologic test confirming previous T. gondii diagnosis (documentation required)
● Member has been treated for T. gondii encephalitis
● Indicate ONE (1) of the following:
○ Member is on stable antiretroviral therapy (ART)
○ Member is unable to use ART and rationale is provided:
________________________________________________________________
● Member has ONE (1) of the following within the prior six (6) months:
○ Evidence of T. gondii encephalitis signs or symptoms
○ A CD4 count less than (<) 200 cells/µL CD4 Count: _______________ (documentation
required)
● Secondary prophylaxis will be discontinued once a CD4 count greater than (>) 200 cells/µL has been
maintained for six (6) months without signs or symptoms of T. gondii encephalitis

Continuing Therapy- Approve for 5 weeks (toxoplasmosis) or 3 months (prophylaxis of
Toxoplasma gondii encephalitis in HIV; Treatment of Toxoplasma gondii encephalitis in a HIVinfected member)
●

●

●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Treatment of toxoplasmosis
○ Primary prophylaxis of Toxoplasma gondii encephalitis in a human immunodeficiency virus
(HIV)-infected member
○ Treatment of Toxoplasma gondii encephalitis in a HIV-infected member
○ Secondary prophylaxis/chronic maintenance of Toxoplasma gondii encephalitis in a HIVinfected member
Treatment of toxoplasmosis
○ Provider has assessed the member to reduce dose 50% to maintenance dosing after 1 to 3 weeks
of treatment
○ Provider will discontinue treatment after 4 to 5 weeks of maintenance dosing
Primary prophylaxis of Toxoplasma gondii encephalitis in a human immunodeficiency virus (HIV)infected member
○ Member has experienced a CD4 count less than (<) 200 cells/µL within the past three (3
months) CD4 Count: _______________ (documentation required)
○ Indicate ONE (1) of the following:
■ Member is on stable antiretroviral therapy (ART) OR Member is unable to use ART
and rationale is provided:
_________________________________________________________
■ Member cannot tolerate trimethoprim-sulfamethoxazole (TMP-SMX) AND Member
has attempted a sulfa desensitization protocol

PRIOR AUTHORIZATION POLICY
■

●

Primary prophylaxis will be discontinued once a CD4 count greater than (>) 200
cells/µL has been maintained for three (3) months
Treatment of Toxoplasma gondii encephalitis in a HIV-infected member
○ Member response to initial treatment is incomplete
○ Documentation of serologic test confirming diagnosis (documentation required)
○ Indicate ONE (1) of the following:
■ Member is on stable antiretroviral therapy (ART)
■ Member is unable to use ART and rationale is provided:
________________________________________________________

Quantity Limit
●

4 tablets per month

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/8/2021

PRIOR AUTHORIZATION POLICY
DESCOVY (emtricitabine and tenofovir alafenamide)
Effective Date:
Policy Number:
Product Identifier (s)
DESCOVY (emtricitabine and tenofovir alafenamide)
GPI 12109902290320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DESCOVY (emtricitabine and tenofovir alafenamide) require a prior
authorization and will be screened for medical necessity and appropriateness using the criteria
listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the treatment of human immunodeficiency virus (HIV) infection
○ OR Prescribed for pre-exposure prophylaxis of HIV infection
Member is unable to take emtricitabine/tenofovir disoproxil fumarate (TRUVADA) due to ONE (1) of
the following:
○ Documentation is provided of a renal adverse event or decreases in bone mineral density
experienced while on emtricitabine/tenofovir disoproxil fumarate (TRUVADA)
(Documentation is required to be submitted for an approval)
○ Documentation is provided of an estimated creatinine clearance between 30 and 60 mL per
minute (Documentation is required to be submitted for an approval)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Treatment of human immunodeficiency virus (HIV) infection
○ Pre-exposure prophylaxis of HIV infection

Quantity Limit

PRIOR AUTHORIZATION POLICY
●

1 tablet per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
DIACOMIT (stiripentol)
Effective Date:
Policy Number:
Product Identifier (s)

DIACOMIT CAP
GPI 72600070000120
GPI 72600070000130
DIACOMIT POWDER PACK
GPI 72600070003020
GPI 72600070003030
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DIACOMIT (stiripentol) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●

Member has a diagnosis of Dravet syndrome
Prescribed by a Neurologist
Trial of clobazam (ONFI) and valproic acid (DEPAKOTE) combination therapy did not result in
sufficient control of seizures
Medication will be used in combination with clobazam

Continuing Therapy- Approve for 1 year
●

Treatment with stiripentol (DIACOMIT) led to a meaningful reduction in seizure frequency
and/or severity

Quantity Limit
●

Diacomit 250 mg capsule

PRIOR AUTHORIZATION POLICY
●
●
●

○ 360 per 30 days
Diacomit 500 mg capsule
○ 180 per 30 day
Diacomit 250 mg powder for oral suspension
○ 360 per 30 days
Diacomit 500 mg powder for oral suspension
○ 180 per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
DOJOLVI (triheptanoin)
Effective Date:
Policy Number:
Product Identifier (s)
DOJOLVI (triheptanoin)
GPI 82405010200320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DOJOLVI (triheptanoin) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

●

Prescribed by, or in consultation with, a medical Geneticist or other provider specialized in treating
long-chain fatty acid oxidation disorders
Member has a diagnosis of long-chain fatty acid oxidation disorder
Diagnosis confirmed by at least TWO (2) of the following:
○ Newborn blood screening/acylcarnitine profile
○ Molecular/genetic test
○ Fibroblast test
Member had trial of medium chain triglycerides supplement (MCT oil) with a history of at least ONE
(1) of the following manifestations of long-chain fatty acid oxidation disorders, while on therapy:
○ Chronic hypertonia
○ Recurrent muscle weakness
○ Recurrent episodes of rhabdomyolysis
○ Recurrent hypoglycemia
○ Difficult to treat or recurrent cardiomyopathy

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of long-chain fatty acid oxidation
disorder.

PRIOR AUTHORIZATION POLICY
Quantity Limit
●

2 bottles (500 mL/bottle) per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
DOPTELET (avatrombopag)
Effective Date:
Policy Number:
Product Identifier (s)
DOPTELET (avatrombopag)
GPI 82405010200320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DOPTELET (avatrombopag) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year (Chronic Immune Thrombocytopenia) or single 5day fill within 1 month of approval (Thrombocytopenia due to Chronic Liver Disease (CLD))
Diagnosis A: Chronic Immune Thrombocytopenia (ITP)
● Prescribed by, or in consultation with, a Hematologist
● Member relapsed or is refractory to at least one (1) prior treatment for chronic ITP
● Platelet count is less than (<) 30,000/µL
Diagnosis B: Thrombocytopenia due to Chronic Liver Disease (CLD)
● Prescribed for increasing platelet count prior to a scheduled procedure
● Platelet count is less than (<) 50,000/µL and is current (within 2 weeks)
○ Platelet Count: _____________________ Date of Measurement: ___________________

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Chronic Immune Thrombocytopenia (ITP)
○ Thrombocytopenia due to Chronic Liver Disease (CLD)

Quantity Limit

PRIOR AUTHORIZATION POLICY
●

●

Chronic Immune Thrombocytopenia (ITP) - 2 tablets per day
Thrombocytopenia due to Chronic Liver Disease (CLD) - 3 tablets per day and 5 days per fill

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
Prudoxin, Zonalon (doxepin)
Effective Date:
Policy Number:
Product Identifier (s)
DOXEPIN CREAM, PRUDOXIN CREAM, ZONALON CREAM
GPI 90220015103710

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Prudoxin, Zonalon (doxepin) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

Prescribed for the short-term management (up to 8 days) of moderate pruritus in an adult with atopic
dermatitis or lichen simplex chronicus

Continuing Therapy- Approve for 1 year
●

Medication must undergo initial authorization criteria.

Quantity Limit
●

1 tube (30 g or 45 g) per 8 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY

PRIOR AUTHORIZATION POLICY
MARINOL (dronabinol)
Effective Date:
Policy Number:
Product Identifier (s)
MARINOL (dronabinol)
GPI 50300030000110
GPI 50300030000115
GPI 50300030000120

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for MARINOL (dronabinol) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

Member is using th medication for ONE of the following reasons:
○ Used for the treatment of anorexia associated with weight loss in patients with acquired
immune deficiency syndrome (AIDS)
○ For nausea and vomiting associated with cancer chemotherapy in patients who have failed to
respond adequately to conventional antiemetic treatments
■ Therapy tried:________________________ Dates and
Dose:__________________________
■ Therapy tried:________________________ Dates and
Dose:__________________________
■ Therapy tried:________________________ Dates and
Dose:__________________________

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Treatment of anorexia associated with weight loss in patients with acquired immune deficiency
syndrome (AIDS)

PRIOR AUTHORIZATION POLICY
○

For nausea and vomiting associated with cancer chemotherapy in patients who have failed to
respond adequately to conventional antiemetic treatments

Quantity Limit
●

●

Treatment of anorexia associated with weight loss in patients with acquired immune deficiency
syndrome (AIDS): 2 capsules per day
For nausea and vomiting associated with cancer chemotherapy in patients who have failed to respond
adequately to conventional antiemetic treatments: 6 capsules per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
DUAKLIR PRESSAIR (aclidinium bromide and formoterol fumarate)
Effective Date:
Policy Number:
Product Identifier (s)
DUAKLIR PRESSAIR (aclidinium bromide and formoterol fumarate)
GPI 44209902268030

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DUAKLIR PRESSAIR (aclidinium bromide and formoterol fumarate) require a
prior authorization and will be screened for medical necessity and appropriateness using the
criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the maintenance treatment of a member with chronic obstructive pulmonary disease
(COPD)
Trials of ALL of the following were ineffective, contraindicated, or not tolerated:
○ fluticasone propionate and salmeterol (ADVAIR)
○ umeclidinium and vilanterol (ANORO ELLIPTA)
○ fluticasone furoate and vilanterol (BREO ELLIPTA)
○ ipratropium bromide and albuterol sulfate (COMBIVENT)
○ tiotropium bromide and olodaterol (STIOLTO RESPIMAT)
○ fluticasone furoate, umeclidinium, and vilanterol (TRELEGY ELLIPTA)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for maintenance treatment of a member with
diagnosis of chronic obstructive pulmonary disease (COPD).

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Quantity Limit
●

1 inhaler per month

Type of Revision
Policy Created

Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
DUPIXENT (dupilumab)
Effective Date:
Policy Number:
Product Identifier (s)
DUPIXENT (dupilumab)
GPI 9027302000E520
GPI 9027302000D220
GPI 9027302000E515

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DUPIXENT (dupilumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval CriteriaDiagnosis A: Chronic Rhinosinusitis with Nasal Polyposis - Approve for 4 months
● Member is 18 years of age or older
● Prescribed by, or in consultation with, an Allergist, Immunologist, or Otolaryngologist
● Member has a diagnosis of chronic rhinosinusitis with nasal polyposis, lasting at least 12 weeks
● Bilateral nasal polyposis confirmed with sinus computed tomography (CT) scan
● A trial of an oral corticosteroid was ineffective, contraindicated, or not tolerated
● A trial of a nasal corticosteroid spray was ineffective, contraindicated, or not tolerated
● Documentation of moderate to severe symptoms of nasal congestion, blockage, or obstruction (such as
loss of smell, rhinorrhea, or facial pain) is provided with the request (documentation is required to be
submitted for an approval)
Diagnosis B: Atopic Dermatitis- Approve for 4 months
● Member is 6 years of age or older
● Prescribed by, or in consultation with, an Allergist, Immunologist, or Dermatologist
● Member has a diagnosis of chronic severe atopic dermatitis (eczema) at baseline
● Indicate ONE (1) of the following:
○ Greater than or equal to (≥) 10% body surface area (BSA) affected
■ Indicate % BSA: ________________________
○ Documentation of severity in sensitive areas is provided with the request (documentation is
required to be submitted for an approval)

PRIOR AUTHORIZATION POLICY
●

●

●

Level of severity via ONE (1) of the following is provided:
○ SCORAD with a score greater than (>) 40
■ Indicate SCORAD score: ______________________
○ Eczema Area and Severity Index (EASI) score greater than (>) 21
■ Indicate EASI score: ______________________
○ Documentation of continued disease severity and impaired activities of daily living while on
most successful treatment regimen is provided with the request (documentation is required to
be submitted for an approval)
Documentation that trials of BOTH of the following classes of medications were ineffective,
contraindicated, or not tolerated is provided with the request (documentation is required to be submitted
for an approval):
○ Medium to very high potency topical steroid
○ Topical calcineurin inhibitor
Documentation that a trial of ONE (1) of the following therapies was ineffective or not tolerated is
provided with the request (documentation is required to be submitted for an approval):
○ narrow band UVB phototherapy
○ azathioprine
○ cyclosporine
○ methotrexate
○ mycophenolate mofetil
○ ALL therapies listed above were contraindicated (including relative contraindications)

Diagnosis C: Asthma- Approve for 6 months
● Member is 12 years of age or older
● Prescribed by, or in consultation with, an Allergist, Immunologist, or Pulmonologist
● Member has a diagnosis of moderate or severe asthma
● Indicate ONE (1) of the following:
○ Eosinophilic asthma with a baseline blood eosinophil concentration greater than or equal to (≥)
150 cells/µL
■ Baseline blood eosinophil concentration: ________________________
○ Oral corticosteroid dependent asthma requiring daily doses of greater than or equal to (≥) 5 mg
prednisone (or equivalent)
● Member has a history of greater than or equal to (≥) 2 asthma exacerbations requiring treatment with
systemic corticosteroids or emergency department visit or hospitalization for treatment of asthma within
the past year despite adherent utilization of a medium or high dose inhaled corticosteroid (ICS) in
combination with a long-acting beta agonist (LABA) and either a leukotriene receptor antagonist or
tiotropium
● Prescriber attests to ALL of the following:
○ Member adherence to controller medications
○ Member is a non-smoker or is adherent to an attempt at smoking cessation
○ Member will NOT be using in combination with omalizumab (XOLAIR) or other interleukin-5
(IL-5) agents

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Chronic Rhinosinusitis with Nasal Polyposis

PRIOR AUTHORIZATION POLICY
○
○

Atopic Dermatitis
Asthma

Quantity Limit
●

●

Chronic Rhinosinusitis with Nasal Polyposis: 2 injections per 28 days
Atopic Dermatitis & Asthma: 2 injections per 28 days after an initial loading dose of 2 injections for the
first 14 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
DURLAZA (aspirin extended-release)
Effective Date:
Policy Number:
Product Identifier (s)
DURLAZA (aspirin extended-release)
GPI 85150010007020

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for DURLAZA (aspirin extended-release) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Patient has tried and failed or did not tolerate OTC aspirin
Member must be using for ONE of the following:
○ To reduce the risk of death and myocardial infarction (MI) in patients with chronic coronary
artery disease (CAD)
○ Patients with a history of (MI) or unstable angina pectoris or with chronic stable angina
○ To reduce the risk of death and recurrent stroke in patients who have had an ischemic stroke or
transient ischemic attack

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following:
○ To reduce the risk of death and myocardial infarction (MI) in patients with chronic coronary
artery disease (CAD)
○ Patients with a history of (MI) or unstable angina pectoris or with chronic stable angina
○ To reduce the risk of death and recurrent stroke in patients who have had an ischemic stroke or
transient ischemic attack

Quantity Limit

PRIOR AUTHORIZATION POLICY
●

1 capsule per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
Emgality (galcanezumab)
Effective Date: 10/25/21
Policy Number: 107
Product Identifier (s)
Emgality (galcanezumab)
GPI 6770203530E515
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Emgality (galcanezumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
●
●

●

Member has a diagnosis of episodic cluster headache
Prescriber meets ONE (1) of the following:
○ Prescriber is, or has consulted, a Neurologist
○ United Council for Neurologic Subspecialties (UCNS)-certified headache medicine specialist
○ Member of the American Headache Society
○ Member of the National Headache Foundation
○ Member of the International Headache Society
○ Has a Certificate of Added Qualification in Headache Medicine
○ American Board of Headache Management Certified
A trial of verapamil for preventative treatment of cluster headache during cluster episodes was
ineffective, not tolerated, or contraindicated

Continuing Therapy- Approve for 12 months
●
●

Member has experienced a meaningful improvement in frequency and/or severity of headaches during
cluster episode with use of galcanezumab (EMGALITY)
galcanezumab (EMGALITY) was initially approved by the current or previous plan

PRIOR AUTHORIZATION POLICY
○

OR If therapy was initiated using manufacturer samples or any other mechanism, indicate ALL
of the following:
■ Member has a diagnosis of episodic cluster headache
■ Prescriber meets any one (1) of the following:
● Prescriber is, or has consulted, a Neurologist
● United Council for Neurologic Subspecialties (UCNS)-certified headache
medicine specialist
● Member of the American Headache Society
● Member of the National Headache Foundation
● Member of the International Headache Society
● Has a Certificate of Added Qualification in Headache Medicine
● American Board of Headache Management Certified
■ A trial of verapamil for preventative treatment of cluster headache during cluster
episodes was ineffective, not tolerated, or contraindicated

Quantity Limit
Emgality (galcanezumab) 100 mg/ml

Policy History

Three 100mg/mL injections per fill; up to 6 fills per
year (18 total injections per year)

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review
Date

Summary of Changes

Revision Date
10/8/2021
10/25/2021
10/8/2022

PRIOR AUTHORIZATION POLICY
Emgality (galcanezumab)
Effective Date: 10/25/21
Policy Number: 108
Product Identifier (s)
Emgality (galcanezumab)
GPI 6770203530D520
GPI 6770203530E520
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Emgality (galcanezumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
●
●

●
●

●

Prescribed for the prevention of migraine
Prescriber meets ONE (1) of the following:
○ Prescriber is, or has consulted, a Neurologist
○ United Council for Neurologic Subspecialties (UCNS)-certified headache medicine specialist
○ Member of the American Headache Society
○ Member of the National Headache Foundation
○ Member of the International Headache Society
○ Has a Certificate of Added Qualification in Headache Medicine
○ American Board of Headache Management Certified
Member has four (4) or more migraine days per month for at least the previous three (3) months
A minimum 3-month trial of TWO (2) of the following drug classes was ineffective, not tolerated, or
contraindicated:
○ Anticonvulsants (such as topiramate, sodium valproate, etc.)
○ Vasoactive agents (such as propranolol, metoprolol, etc.)
○ Antidepressants (such as amitriptyline, venlafaxine, etc.)
Member will NOT continue to receive onabotulinumtoxinA (BOTOX) injections for migraine

PRIOR AUTHORIZATION POLICY
Continuing Therapy- Approve for 12 months
●
●
●

Member has experienced a meaningful improvement in frequency and/or severity of migraine
galcanezumab (EMGALITY) will NOT be used concomitantly with onabotulinumtoxinA (BOTOX)
injections for migraine
galcanezumab (EMGALITY) was initially approved by the current or previous plan
○ OR If therapy was initiated using manufacturer samples or any other mechanism, indicate ALL
of the following:
■ Prescribed for the prevention of migraine
■ Prescriber meets any one (1) of the following:
● Prescriber is, or has consulted, a Neurologist
● United Council for Neurologic Subspecialties (UCNS)-certified headache
medicine specialist
● Member of the American Headache Society
● Member of the National Headache Foundation
● Member of the International Headache Society
● Has a Certificate of Added Qualification in Headache Medicine
● American Board of Headache Management Certified
■ Member had four (4) or more migraine days per month for at least three (3) months
prior to starting treatment with galcanezumab (EMGALITY)
■ A minimum 3-month trial of TWO (2) of the following drug classes was ineffective,
not tolerated, or contraindicated:
● Anticonvulsants (such as topiramate, sodium valproate, etc.)
● Vasoactive agents (such as propranolol, metoprolol, etc.)
● Antidepressants (such as amitriptyline, venlafaxine, etc.)

Quantity Limit
Emgality (galcanezumab) 120 mg/ml

Policy History

●
●

One 120mg/mL injection per 28 days
Loading dose is 2 x 120 mg/mL injections,
which may be approved for a single use upon
request.

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review
Date

Summary of Changes

Revision Date
10/8/2021
10/25/2021
10/8/2022

PRIOR AUTHORIZATION POLICY
Enbrel (etanercept)
Effective Date: 10/25/21
Policy Number: 110
Product Identifier (s)
Enbrel (etanercept)
GPI 66290030002120, GPI 6629003000E525, GPI 66290030002015, GPI 6629003000E530
GPI 6629003000D530, GPI 6629003000E230
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Enbrel (etanercept) require a prior authorization and will be screened for medical
necessity and appropriateness using the criteria listed below:
Initial Approval Criteria
Diagnosis A: Rheumatoid Arthritis (RA)- Approve for 1 year
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Rheumatoid Arthritis (RA)
● Member has tried of one (1) or more conventional disease-modifying antirheumatic drugs (DMARDs)
alone (e.g. methotrexate, sulfasalazine, hydroxychloroquine, leflunomide, corticosteroids) or in
combination, and must have included methotrexate greater than or equal to (≥) 20 mg/week for at least 8
weeks.
○ Optimal therapeutic dosing of sulfasalazine is at least 2 g/day; of hydroxychloroquine is 400
mg/day; and of leflunomide is 20mg/day.
● Indicate ONE (1) of the following:
○ Member had no response after 3 months. Member must have used methotrexate greater than or
equal to (≥) 20 mg/week for 8 weeks during that 3 month period. No response is defined as no
change in the Simple Disease Activity Index (SDAI) or Clinical Disease Activity Index
(CDAI) score.
○ Member did not reach goal at 6 months. Goal at 6 months is defined as remission (SDAI score
of 0.0-3.3, CDAI score of 0.0-2.8) or low disease activity (SDAI score of 3.4-11.0, CDAI score
of 2.9-10.0)
● Dates and doses of conventional DMARD therapy is provided: ________________________
_________________________________________________________________________
_________________________________________________________________________

PRIOR AUTHORIZATION POLICY
●
●

Dates of utilization of methotrexate greater than or equal to ≥ 20 mg/week:______________
○ List dose-limiting side effect(s), if applicable: ______________________________________
○ List contraindications to the use of methotrexate, if applicable: ________________________
Note: A contraindication to methotrexate does NOT cancel the requirement of a 3-6 month trial of
conventional DMARDS.

Diagnosis B: Polyarticular Juvenile Idiopathic Arthritis (PJIA)- Approve for 1 year
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Polyarticular Juvenile Idiopathic Arthritis (PJIA)
● Member has intolerance or failed monotherapy with methotrexate greater than or equal to (≥) 15mg/m2
/week for greater than (>) 3 months
○ Member has contraindication to methotrexate
■ List contraindication, if applicable: ______________________________
Diagnosis C: Peripheral Ankylosing Spondylitis (AS), Psoriatic Arthritis (PsA), or Reactive Arthritis
● Prescribed by a Rheumatology Specialist- Approve for 1 year
● Member has a diagnosis of ONE (1) of the following:
○ Peripheral Ankylosing Spondylitis (AS)
○ Psoriatic Arthritis (PsA)
○ Reactive Arthritis
● A trial of ONE (1) of the following was ineffective or not tolerated:
○ methotrexate
○ sulfasalazine
○ Member has contraindication to BOTH
■ List contraindication, if applicable: ________________________________
Diagnosis D: Ankylosing Spondylitis (AS)- Approve for 1 year
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Ankylosing Spondylitis (AS) with predominant axial involvement
Diagnosis E: Plaque Psoriasis (PP)- Approve for 3 months
● Prescribed by a Dermatologist
● Member has a diagnosis of at least ONE (1) of the following (documentation is required to be submitted
for an approval):
○ Moderate to severe plaque psoriasis (PP) (greater than or equal to [≥] 10% body surface
involved)
■ Member has significant functional disability
○ Debilitating palmoplantar psoriasis
● Indicate ONE (1) of the following (documentation is required to be submitted for an approval):
○ A trial of a minimum of 15 sessions of phototherapy that was ineffective or not tolerated
○ Member has contraindication to phototherapy: ___________________________
● A trial of ONE (1) of the following was ineffective or not tolerated (documentation is required to be
submitted for an approval):
○ methotrexate (minimum dose of 15 mg/week)
○ soriatane
○ Member has a contraindication to BOTH
■ List contraindication, if applicable: _______________________________
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Continuing Therapy- Approve for 12 months
●

●

Rheumatoid Arthritis, Polyarticular Juvenile Idiopathic Arthritis, Peripheral Ankylosing Spondylitis,
Psoriatic Arthritis, Reactive Arthritis, Ankylosing Spondylitis, OR Plaque Psoriasis
○ Documentation of a positive clinical response is provided with the request (documentation is
required to be submitted for an approval).
Plaque Psoriasis
○ Prescribed by a Dermatologist
○ Member has demonstrated a significant improvement in their condition
○ Documented (written explanation accepted) improvement within the past year submitted with
this request (documentation is required to be submitted for an approval)

Quantity Limit
●
●
●

Plaque Psoriasis:
○ 50 mg twice weekly and a 28-day supply for the initial 3 months.
○ 50 mg every week and a 28-day supply for continuing therapy.
Rheumatoid Arthritis, Peripheral Ankylosing Spondylitis, Psoriatic Arthritis, or Reactive Arthritis,
Ankylosing Spondylitis with Predominant Axial Involvement: 50 mg weekly and 28 days per fill.
Polyarticular Juvenile Idiopathic Arthritis: 50 mg weekly and 28 days per fill.
○ Member weighs 63 kg (138 pounds) or more: 50 mg weekly
○ Member weighs 63 kg (138 pounds) or less: 0.8 mg/kg weekly

Policy History

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/8/2021
10/25/2021
10/8/2022

PRIOR AUTHORIZATION POLICY
ENDARI (L-glutamine)
Effective Date:
Policy Number:
Product Identifier (s)
ENDARI (L-glutamine)
GPI 82801020003020

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ENDARI (L-glutamine) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
●
●
●

Member has a diagnosis of sickle cell disease
Member is 5 years of age or older
Indicate ONE (1) of the following:
○ Prescribed by a Hematologist at a Sickle Cell Center of Excellence Name of Sickle Cell Center
of Excellence: ________________________________
○ Prescribed by a Hematologist not involved with a Sickle Cell Center of Excellence
■ Member experienced greater than (>) three (3) vaso-occlusive crises in prior 12
months, including one (1) within 6 months, while on hydroxyurea, if applicable
■ A trial of hydroxyurea at maximally tolerated dose for greater than (>) 6 months was
ineffective, not tolerated, or contraindicated
■ Other causes or exacerbators of pain (orthopedic, menstrual, psychosomatic,
psychogenic, etc.) have been comprehensively evaluated and addressed

Continuing Therapy- Approve for 1 year
●
●

Member experienced a decrease in frequency of vaso-occlusive crises from baseline
Prescribed by a Hematologist

Quantity Limit

PRIOR AUTHORIZATION POLICY
●

6 packets per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
Endothelin Receptor Antagonists
Effective Date:
Policy Number:
Product Identifier (s)

TRACLEER (bosentan) TAB 62.5MG, 125MG
GPI 40160015000320
TRACLEER (bosentan) TAB 32MG
GPI 40160015007320
OPSUMIT (macitentan)
GPI 40160050000320
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Endothelin Receptor Antagonists require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed by, or in consultation with, a Cardiologist or Pulmonologist
Member has Pulmonary Arterial Hypertension (PAH) as diagnosed by right heart catheterization
TRACLEER 32 mg (bosentan) is limited to ages 3-12 years

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Pulmonary Arterial Hypertension
(PAH).

Quantity Limit
●
●

Tracleer 32 mg (bosentan): 4 tablets per day
Tracleer 62.5 mg, 125 mg (bosentan): 2 tablets per day

PRIOR AUTHORIZATION POLICY
●

Opsumit (macitentan): 1 tablet per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
ENSPRYNG (satralizumab)
Effective Date:
Policy Number:
Product Identifier (s)
ENSPRYNG (satralizumab)
GPI 40160050000320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ENSPRYNG (satralizumab) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
●
●
●
●

Member has a diagnosis of neuromyelitis optica spectrum disorder (NMOSD)
Prescribed by, or in consultation with, a Neurologist or Neuro-Ophthalmologist
Documentation of a positive test for anti-aquaporin-4 (AQP4) antibodies is provided with the request
(documentation is required to be submitted for an approval)
Medication will NOT be used in combination with eculizumab (SOLIRIS) or inebilizumab (UPLIZNA)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of neuromyelitis optica spectrum
disorder (NMOSD).

Quantity Limit
●

1 injection per 28 days

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Summary of Changes
Policy Created

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
Entyvio (vedolizumab)
Effective Date: 12/11/21
Policy Number: 115
Product Identifier (s)
Entyvio (vedolizumab)
GPI 52503080002120
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Entyvio (vedolizumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 4 months
Diagnosis A: Ulcerative Colitis (UC)
● Prescribed by, or in consultation with, a Gastroenterologist
● Member has a diagnosis of moderately to severely active Ulcerative Colitis (UC)
● A trial of an immunomodulator (i.e. azathioprine, cyclosporine, methotrexate, mercaptopurine) or a
corticosteroid was ineffective, contraindicated, or not tolerated
● A trial of at least one (1) tumor necrosis factor (TNF)-inhibitor (i.e. adalimumab (HUMIRA), an
infliximab product, golimumab (SIMPONI)) was ineffective, contraindicated, or not tolerated
Diagnosis B: Crohn's Disease (CD)
● Prescribed by, or in consultation with, a Gastroenterologist
● Member has a diagnosis of moderately to severely active Crohn's Disease (CD)
● A trial of an immunomodulator (i.e. azathioprine, cyclosporine, methotrexate, mercaptopurine) or a
corticosteroid was ineffective, contraindicated, or not tolerated
● A trial of at least one (1) tumor necrosis factor (TNF)-inhibitor (i.e. adalimumab (HUMIRA), an
infliximab product, certolizumab pegol (CIMZIA)) was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 12 months
●

Member has demonstrated a significant improvement in their condition

PRIOR AUTHORIZATION POLICY
●

Documentation (written explanation accepted) of improvement within the past year is submitted with the
request (Documentation is required for approval)

Quantity Limit
Entyvio (vedolizumab)

●
●

Policy History

Loading Dose: 1 vial (300mg) at 0, 2, and 6
weeks
Maintenance Dose: 1 vial (300mg) per 56
days (8 weeks)

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/28/2021
12/11/2021
10/28/2022

PRIOR AUTHORIZATION POLICY
EPANED (enalapril suspension)
Effective Date:
Policy Number:
Product Identifier (s)

EPANED SOLN
GPI 36100020102130
EPANED PREMIXED SOLN
GPI 36100020102020
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for EPANED (enalapril suspension) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●

Member has a diagnosis of ONE (1) of the following:
○ asymptomatic left ventricular dysfunction
○ heart failure
○ hypertension
Member is unable to swallow oral tablets

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ asymptomatic left ventricular dysfunction
○ heart failure
○ hypertension

Quantity Limit

PRIOR AUTHORIZATION POLICY
●

1200mL per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
EPIDIOLEX (cannabidiol)
Effective Date:
Policy Number:
Product Identifier (s)
EPIDIOLEX (cannabidiol)
GPI 72600017002020

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for EPIDIOLEX (cannabidiol) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Dravet Syndrome, Lennox-Gastaut Syndrome, or Tuberous Sclerosis Complex
● Member has a diagnosis of ONE (1) of the following:
○ Dravet syndrome
○ Lennox-Gastaut syndrome
○ Tuberous sclerosis complex
● Prescribed by a Neurologist
● cannabidiol (EPIDIOLEX) will NOT be used as monotherapy
● A trial of at least one (1) anti-epileptic drug (AED) did not result in adequate seizure control or was not
tolerated
Diagnosis B: Intractable Seizure Disorder
● Member has a diagnosis of intractable seizure disorder defined as uncontrolled seizures despite maximal
medical therapy
● Prescribed by a Neurologist
● cannabidiol (EPIDIOLEX) will NOT be used as monotherapy
● A trial of at least three (3) anti-epileptic drugs (AEDs) did not result in adequate seizure control or were
not tolerated

Continuing Therapy- Approve for 1 year

PRIOR AUTHORIZATION POLICY
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Dravet Syndrome
○ Lennox-Gastaut Syndrome
○ Tuberous Sclerosis Complex
○ Intractable Seizure Disorder

Quantity Limit
●

600 mL per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
ERIVEDGE (vismodegib)
Effective Date:
Policy Number:
Product Identifier (s)
ERIVEDGE (vismodegib)
GPI 72600017002020

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ERIVEDGE (vismodegib) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●
●

Prescribed by, or in consultation with, an Oncologist or Dermatologist
Member is 18 years of age or older
Indicate ONE (1) of the following:
○ Member has had recurrence after surgery
○ Member is NOT a candidate for surgery/radiation
Prescribed for ONE (1) of the following:
○ Locally advanced basal cell carcinoma
○ Metastatic basal cell carcinoma
If prescribed for locally advanced basal cell carcinoma, a trial of sonidegib (ODOMZO) was ineffective,
contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Member is being monitored and has NOT experienced progression on vismodegib
(ERIVEDGE) and it is appropriate for them to continue therapy

Quantity Limit
●

1 capsule per day

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
ERLEADA (apalutamide)
Effective Date:
Policy Number:
Product Identifier (s)
ERLEADA (apalutamide)
GPI 21402410000320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ERLEADA (apalutamide) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Non-metastatic castration-resistant prostate cancer (non-mCRPC)
● Prescribed by, or in consultation with, an Oncologist
● Prostate-surface antigen doubling-time (PSADT) is less than or equal to
(≤) 10 months
Diagnosis B: Metastatic castration-sensitive prostate cancer (mCSPC)
● Prescribed by, or in consultation with, an Oncologist
● A trial of abiraterone (ZYTIGA) was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Member is being monitored, has NOT experienced disease progression, and it is appropriate to
continue therapy with apalutamide (ERLEADA)

Quantity Limit
●

4 tablets per day

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
ESBRIET (pirfenidone)
Effective Date:
Policy Number:
Product Identifier (s)

ESBRIET CAP
GPI 45550060000120
ESBRIET TAB 267 MG
GPI 45550060000325
ESBRIET TAB 801 MG
GPI 45550060000345
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ESBRIET (pirfenidone) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

●
●
●

Prescribed by a Pulmonologist
Member has a definitive diagnosis of Idiopathic Pulmonary Fibrosis (IPF) defined by no known cause of
lung fibrosis
Member meets ONE (1) of the following:
○ Surgical lung biopsy revealing histopathological pattern of usual interstitial pneumonia (UIP)
○ High-resolution computer tomography indicates definite UIP pattern
○ High-resolution computer tomography indicates possible UIP pattern
Surgical lung biopsy reveals a histopathological pattern of probable UIP
pirfenidone (ESBRIET) will NOT be used in combination with other agents to treat IPF
Prescriber attests that the member is a nonsmoker or has ceased tobacco use for at least 6 weeks

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Idiopathic Pulmonary Fibrosis (IPF)

PRIOR AUTHORIZATION POLICY

defined by no known cause of lung fibrosis.

Quantity Limit
●
●

ESBRIET CAP and ESBRIET TAB 267MG: 9 tablets/capsules per day
ESBRIET TAB 801MG: 3 tablets/day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
EUCRISA (crisaborole)
Effective Date:
Policy Number:
Product Identifier (s)
EUCRISA (crisaborole)
GPI 90230025004220

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for EUCRISA (crisaborole) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Member has a diagnosis of mild to moderate atopic dermatitis
Member had trial and failure of ONE (1) very high potency topical steroid (or highest potency steroid
that can be appropriately used)
Indicate ONE (1) of the following:
○ Member tried BOTH of the following topical calcineurin inhibitors:
■ tacrolimus (PROTOPIC)
■ pimecrolimus (ELIDEL)
○ Member is less than (<) 2 years of age

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of mild to moderate atopic dermatitis.

Quantity Limit
●

1 tube per month

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
EVRYSDI (risdiplam)
Effective Date:
Policy Number:
Product Identifier (s)
EVRYSDI (risdiplam)
GPI 74706560002120

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for EVRYSDI (risdiplam) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●
●

●

Prescribed by a Pediatric Neurologist at a Muscular Dystrophy Association Care Center
○ Name of Neurologist: ________________________________________________
○ -OR- Name and location of Muscular Dystrophy Association Care Center:
__________________________________________________________________
__________________________________________________________________
Member has a diagnosis of Spinal Muscular Atrophy (SMA) type 1, 2, or 3
Documentation of the following is provided with the request (documentation is required to be submitted
for an approval):
○ Genetic confirmation of bi-allelic mutations in the survival motor neuron 1 (SMN1) gene
○ Baseline exam including ONE (1) of the following assessments:
■ Children Hospital of Philadelphia Infant Test of Neuromuscular Disorders (CHOP
INTEND)
■ Hammersmith Function Motor Scale Expanded (HFMSE)
■ Hammersmith Infant Neurological Examination Part 2 (HINE-2)
■ Revised Upper Limb Module (RULM) Test
risdiplam (EVRYSDI) will NOT be used in combination with nusinersen (SPINRAZA)

Continuing Therapy- Approve for 1 year

PRIOR AUTHORIZATION POLICY
●
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Spinal Muscular Atrophy (SMA)
type 1, 2, or 3.
EVRYSDI (risdiplam) will NOT be used in combination with nusinersen (SPINRAZA)

Quantity Limit
●

6.67 mL per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
EXSERVAN (riluzole) film
Effective Date:
Policy Number:
Product Identifier (s)
EXSERVAN (riluzole) film
GPI 74503070008220

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for EXSERVAN (riluzole) film require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the treatment of amyotrophic lateral sclerosis (ALS)
Member is unable to swallow tablets

Continuing Therapy- Approve for 1 year
●

Medication must undergo initial approval criteria.

Quantity Limit
●

2 films per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
FARYDAK (panobinostat)
Effective Date:
Policy Number:
Product Identifier (s)
FARYDAK (panobinostat)
GPI 21531550100120
GPI 21531550100130
GPI 21531550100140

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for FARYDAK (panobinostat) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●

Prescribed for the treatment of relapsed/refractory multiple myeloma
Prescribed by, or in consultation with, an Oncologist or Hematologist
Member has been treated with at least two (2) previous regimens that include:
○ bortezomib
○ One (1) immunomodulatory agent such as thalidomide, pomalidomide, or lenalidomide
Member meets ALL of the following:
○ Member is NOT primary refractory
○ Member is NOT refractory to bortezomib
○ panobinostat (FARYDAK) will be used in combination with bortezomib and dexamethasone

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of relapsed/refractory multiple
myeloma.

Quantity Limit

PRIOR AUTHORIZATION POLICY
●
●
●

Farydak 10 mg capsules: 6 capsules (1 blister pack) every 21 days (Days 1, 3, 5, 8, 10 and 12)
Farydak 15 mg capsules: 6 capsules (1 blister pack) every 21 days (Days 1, 3, 5, 8, 10 and 12)
Farydak 20 mg capsules: 6 capsules (1 blister pack) every 21 days (Days 1, 3, 5, 8, 10 and 12)

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/9/2021

PRIOR AUTHORIZATION POLICY
Fasenra (benralizumab)
Effective Date: 10/25/21
Policy Number: 129
Product Identifier (s)
Fasenra (benralizumab)
GPI 4460402000D520
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Fasenra (benralizumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
●
●
●
●
●

●

Member is 12 years of age or older
Prescribed by, or in consultation with, an Allergist, Immunologist, or Pulmonologist
Member has a diagnosis of severe asthma
Member has a diagnosis of eosinophilic asthma with a baseline blood eosinophil concentration greater
than or equal to (≥) 150 cells/µL
○ Baseline blood eosinophil concentration: ________________________
Member has a history of greater than or equal to (≥) 2 asthma exacerbations requiring treatment with
systemic corticosteroids or emergency department visit or hospitalization for treatment of asthma within
the past year despite adherent utilization of a medium or high dose inhaled corticosteroid (ICS) in
combination with a long-acting beta agonist (LABA) and either a leukotriene receptor antagonist or
tiotropium
Prescriber attests to ALL of the following:
○ Member adherence to controller medications
○ Member is a non-smoker or is adherent to an attempt at smoking cessation
○ Member will NOT be using in combination with omalizumab (XOLAIR), dupilumab
(DUPIXENT), or other interleukin-5 (IL-5) agents

Continuing Therapy- Approve for 12 months

PRIOR AUTHORIZATION POLICY
●

Documentation of a positive clinical response is provided with the request (documentation
is required to be submitted for an approval).

Quantity Limit
Fasenra (benralizumab)

Policy History

1 injection every 8 weeks (56 days) after the initial
loading dose of 1 injection every 4 weeks for 3 doses

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/8/2021
10/25/2021
10/8/2022

PRIOR AUTHORIZATION POLICY
FERRIPROX (deferiprone)
Effective Date:
Policy Number:
Product Identifier (s)

FERRIPROX SOLN
GPI 93100028002020
FERRIPROX TAB 1000MG (TWICE DAILY)
GPI 93100028000345
FERRIPROX TAB 500MG
GPI 93100028000320
FERRIPROX TAB
GPI 93100028000340
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for FERRIPROX (deferiprone) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 3 months
●
●
●

Prescribed by, or in consultation with, a Hematology Specialist
Member has a diagnosis of transfusional iron overload due to thalassemia syndromes, sickle cell
disease, or other anemias
Alternative chelation therapy was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of transfusional iron overload due to
thalassemia syndromes, sickle cell disease, or other anemias.

Quantity Limit
●

33mg/kg, three times per day, for a total of 99mg/kg/day

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
FETZIMA (levomilnacipran)
Effective Date:
Policy Number:
Product Identifier (s)

FETZIMA TITRATION PACK
GPI 5818005010B620
FETZIMA CAPSULE
GPI 58180050107080
GPI 58180050107020
GPI 58180050107040
GPI 58180050107060
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for FETZIMA (levomilnacipran) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●

Member has a diagnosis of Major Depressive Disorder (MDD)
Prescribed by, or in consultation with, a Psychiatrist
Trials of TWO (2) selective serotonin reuptake inhibitors (SSRIs) (e.g. sertraline, citalopram,
escitalopram, fluoxetine, paroxetine) were ineffective, contraindicated, or not tolerated
A trial of ONE (1) serotonin-norepinephrine reuptake inhibitor (SNRI) (e.g. duloxetine, venlafaxine)
was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Major Depressive Disorder (MDD).

Quantity Limit
●

1 capsule per day

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
Fexinidazole 600mg Tablet
Effective Date:
Policy Number:
Product Identifier (s)
Fexinidazole 600mg tablet
NDC 0024-4512-24
___________________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Criteria for Coverage___________________________________________________________
All requests for fexinidazole name require a prior authorization and will be screened for medical
necessity and appropriateness using the criteria listed below:
Initial Approval Criteria
PA Criteria

Criteria Details

Indications

Treatment of both the first-stage (hemolymphatic) and second-stage
(meningoencephalitic) human African trypanosomiasis (HAT) due to
Trypanosoma brucei gambiense
Not available

Off Label Uses
Required Medical
Information

-

Member must weigh at least 20 kg.
Karnofsky index > 50
Presence of trypanosomes in blood or lymph
Absences of trypanosomes in CSF

Age Restrictions

Member is 6 years of age or older.

Prescriber Restriction

Member must be prescribed by or in association with Infectious Disease Specialist

Other Criteria

Not Available

PRIOR AUTHORIZATION POLICY
Step Therapy

None

Exclusion Criteria

None

Duration of Approval

30 days

Reauthorization Criteria
PA Criteria

Criteria Details

Criteria

Member must be reevaluated for prior authorization

References_______________________________
___________________________
WHO interim guidelines for the treatment of gambiense human African trypanosomiasis.
Geneva: World Health Organization; 2019.
https://apps.who.int/iris/bitstream/handle/10665/326178/9789241550567-eng.pdf?ua=1
(Accessed on October 1, 2021).
Fexinidazole oral tablets, fexinidazole oral tablets. sanofi-aventis US LLC (per FDA),
Bridgewater, NJ, 2021.
Policy History
___________________________________________________________
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/3/2021

PRIOR AUTHORIZATION POLICY
FINTEPLA (fenfluramine)
Effective Date:
Policy Number:
Product Identifier (s)
FINTEPLA (fenfluramine)
GPI 726000281020

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for FINTEPLA (fenfluramine) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●

Prescribed by a Neurologist
Member has a diagnosis of Dravet Syndrome
Trials of clobazam (ONFI) and valproic acid (DEPAKOTE) did not result in sufficient control of
seizures or were not tolerated
fenfluramine (FINTEPLA) will NOT be used as monotherapy

Continuing Therapy- Approve for 1 year
●

Treatment with fenfluramine (FINTEPLA) led to a meaningful reduction in seizure frequency
and/or severity

Quantity Limit
●

12 mL per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY

PRIOR AUTHORIZATION POLICY
Firazyr (icatibant)
Effective Date: 10/25/21
Policy Number: 135
Product Identifier (s)
Firazyr (icatibant)
GPI 858200401020
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Firazyr (icatibant) require a prior authorization and will be screened for medical
necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 12 months
●
●
●

Prescribed by, or in consultation with, an Allergist or Immunologist
Member has a confirmed diagnosis of hereditary angioedema (HAE)
Indicate ONE (1) of the following:
○ Medication will be self-administered
○ Medication is required to be on hand for acute treatment

Continuing Therapy- Approve for 12 months
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval) and continues to use for diagnosis of hereditary angioedema (HAE).

Quantity Limit
Firazyr (icatibant)

Policy History

3 pens per month

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/8/2021
10/25/2021
10/8/2022

PRIOR AUTHORIZATION POLICY
FIRST-BACLOFEN SUSPENSION KIT
Effective Date:
Policy Number:
Product Identifier (s)
FIRST-BACLOFEN SUSPENSION KIT
GPI 75100010001810
GPI 75100010001820

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for FIRST-BACLOFEN SUSPENSION KIT require a prior authorization and will
be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

●

Member has a diagnosis of spasticity caused by ONE (1) of the following:
○ Multiple sclerosis (MS)
○ Spinal cord injury
○ Other spinal cord disease
Member is unable to swallow oral tablets

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of spasticity caused by ONE (1) of the
following:
○ Multiple sclerosis (MS)
○ Spinal cord injury
○ Other spinal cord disease

Quantity Limit
●

80 mg per day

PRIOR AUTHORIZATION POLICY
Policy History
___________________________________________________________
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
Flolan, Veletri (epoprostenol)
Effective Date: 12/11/21
Policy Number: 137
Product Identifier (s)
Flolan, Veletri (epoprostenol)
GPI 40170040102110
GPI 40170040102130
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Flolan, Veletri (epoprostenol) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 12 months
●
●

Prescribed by, or in consultation with, a Cardiologist or Pulmonologist
Member has a diagnosis of pulmonary arterial hypertension (PAH) confirmed by right heart
catheterization

Continuing Therapy- Approve for 12 months
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of pulmonary arterial hypertension
(PAH).

Policy History

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/28/2021
12/11/2021
10/28/2022

PRIOR AUTHORIZATION POLICY
FLOLIPID SUSPENSION (simvastatin suspension)
Effective Date:
Policy Number:
Product Identifier (s)
FLOLIPID SUSPENSION (simvastatin suspension)

GPI 39400075001810
GPI 39400075001820
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for FLOLIPID SUSPENSION (simvastatin suspension) require a prior authorization
and will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●

Member is unable to swallow tablets

Continuing Therapy- Approve for 1 year
●

Member is still unable to swallow tablets

Quantity Limit
●

40 mg per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
FORTEO (teriparatide)
Effective Date:
Policy Number:
Product Identifier (s)
FORTEO (teriparatide)
GPI 3004407000D221

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for FORTEO (teriparatide) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Postmenopausal woman with osteoporosis and high risk of fracture
● A trial of abaloparatide (TYMLOS) was ineffective, contraindicated, or not tolerated
Diagnosis B: Male with primary or hypogonadal osteoporosis
Diagnosis C: Osteoporosis secondary to corticosteroid use

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Postmenopausal woman with osteoporosis and high risk of fracture
○ Male with primary or hypogonadal osteoporosis
○ Osteoporosis secondary to corticosteroid use

Quantity Limit
●

1 pen per 28 days

Policy History

___________________________________________________________

PRIOR AUTHORIZATION POLICY
Type of Revision
Policy Created

Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
FYCOMPA (perampanel)
Effective Date:
Policy Number:
Product Identifier (s)
FYCOMPA TAB
GPI 72550060000310
GPI 72550060000320
GPI 72550060000330
GPI 72550060000340
GPI 72550060000350
GPI 72550060000360
FYCOMPA SUSP
GPI 72550060001820

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for FYCOMPA (perampanel) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Treatment of partial-onset seizures with or without secondarily generalized seizures
● Prescribed by, or in consultation with, a Neurologist or Epilepsy Specialist
● Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
○ lacosamide (VIMPAT)
○ topiramate
Diagnosis B: Adjunctive treatment for primary generalized tonic-clonic seizures
● Prescribed by, or in consultation with, a Neurologist or Epilepsy Specialist
● Trials of TWO (2) formulary alternatives were ineffective, contraindicated, or not tolerated:
○ lamotrigine
○ levetiracetam
○ primidone
○ topiramate
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Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Treatment of partial-onset seizures with or without secondarily generalized seizures
○ Adjunctive treatment for primary generalized tonic-clonic seizures

Quantity Limit
●
●

1 tablet per day
6 mL per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
GALAFOLD (migalastat)
Effective Date:
Policy Number:
Product Identifier (s)
GALAFOLD (migalastat)
GPI 30903650100120

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for GALAFOLD (migalastat) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●
●

Member has a diagnosis of Fabry disease
Documentation of an amenable GLA variant is submitted with the request
Member is 18 years of age or older
Prescribed by, or in consultation with, a medical geneticist or other prescriber specialized in the
treatment of Fabry disease

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of Fabry disease.

Quantity Limit
●

15 capsules per 30 days

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY

PRIOR AUTHORIZATION POLICY
GAVRETO (pralsetinib)
Effective Date:
Policy Number:
Product Identifier (s)
GAVRETO (pralsetinib)
GPI 21535750000120

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for GALAFOLD (migalastat) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
Diagnosis A: Non-small Cell Lung Cancer (NSCLC)
● Member has a diagnosis of metastatic non-small cell lung cancer (NSCLC)
● Prescribed by, or in consultation with, an Oncologist
● Documentation of RET fusion is provided with the request (documentation is required to be submitted
for an approval)
Diagnosis B: Medullary Thyroid Cancer
● Member has a diagnosis of medullary thyroid cancer
● Prescribed by, or in consultation with, an Oncologist or Endocrinologist
● Disease is ONE (1) of the following:
○ Advanced
○ Metastatic
● Documentation of RET point mutation is provided with the request (documentation is required to be
submitted for an approval)
● Systemic therapy is required
● Member is 12 years of age or older
Diagnosis C: Thyroid Cancer
● Member has a diagnosis of thyroid cancer
● Prescribed by, or in consultation with, Oncologist or Endocrinologist
● Disease is ONE (1) of the following:
○ Advanced

PRIOR AUTHORIZATION POLICY
●
●
●
●

○ Metastatic
Documentation of RET fusion is provided with the request (documentation is required to be submitted
for an approval)
Systemic therapy is required
Indicate ONE (1) of the following:
○ Disease is radio iodine-refractory
○ Radioactive iodine is NOT appropriate
Member is 12 years of age or older

Continuing Therapy- Approve for 1 year
●

Member is being monitored, has NOT experienced disease progression, and is appropriate
to continue therapy with pralsetinib (GAVRETO)

Quantity Limit
●

4 capsules per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
GELNIQUE (oxybutynin chloride)
Effective Date:
Policy Number:
Product Identifier (s)
GELNIQUE (oxybutynin chloride)

GPI 54100045004020, 54100045204030
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for GELNIQUE (oxybutynin chloride) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the treatment of overactive bladder with symptoms of urge urinary incontinence, urgency,
and frequency
Trials of ALL of the following were ineffective, contraindicated, or not tolerated:
○ oxybutynin
○ trospium
○ tolterodine
○ solifenacin (VESICARE)
○ mirabegron (MYRBETRIQ)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for treatment of overactive bladder with symptoms
of urge urinary incontinence, urgency, and frequency.

Quantity Limit
●
●

Gelnique 10% gel packs
○ 1 pack per day
Gelnique 3% gel pump

PRIOR AUTHORIZATION POLICY
○

1 pump (92g) per month

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
Genotropin (somatropin)
Effective Date: 10/25/21
Policy Number: 145
Product Identifier (s)
Genotropin (somatropin)
GPI 30100020002121, GPI 30100020002134, GPI 30100020002166, GPI 30100020002168
GPI 30100020002170, GPI 30100020002172, GPI 30100020002174, GPI 30100020002176,
GPI 30100020002178, GPI 30100020002180, GPI 30100020002182, GPI 30100020002184
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Genotropin (somatropin) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 4 weeks (Short Bowel Syndrome - not eligible for
renewal), 12 months (Adult Acquired Immunodeficiency Syndrome-Related Wasting; Adult and
Pediatric Growth Hormone Deficiency; Chronic Renal Insufficiency before transplantation;
Turner Syndrome, Noonan Syndrome, or Short-Stature Homeobox Gene Syndrome; Small for
Gestational Age; Prader-Willi Syndrome), 12 months (Burn Member - not eligible for renewal)
ADULT MEMBER INDICATIONS:
Diagnosis A: Short Bowel Syndrome (SBS)
● Prescribed by, or in consultation with, a Gastroenterologist
● Member is older than 18 years of age
● Member is unable to ingest solid food
● Member is dependent on parenteral nutrition at least five (5) days per week to provide at least 3,000
calories per week
Diagnosis B: Acquired Immunodeficiency Syndrome (AIDS)-Related Wasting
● Prescribed by, or in consultation with, an Infectious Disease Specialist
● Absence of concurrent illness or medical condition other than human immunodeficiency virus (HIV)
infection that would explain weight loss
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●
●

A trial of appetite-stimulating steroids (e.g. MEGESTROL) was ineffective, contraindicated, or not
tolerated
Member meets ONE (1) of the following:
○ Involuntary weight loss of greater than (>) 10% of pre-illness baseline body weight
○ Body mass index (BMI) less than (<) 20 kg/m2

Diagnosis C: Adult Growth Hormone Deficiency (GHD)
● Prescribed by, or in consultation with, an Endocrinologist
● Member meets ONE (1) of the following:
○ Presence of pituitary disease or condition affected pituitary function, such as pituitary tumor,
surgical damage, hypothalamic disease, irradiation, or trauma
○ Continuing treatment of childhood onset GHD
■ Member has had new tests for diagnosis of GHD as an adult
● Member meets ONE (1) of the following:
○ Two (2) growth hormone (GH) stimulation tests less than (<) 5 ng/mL (mcg/L)
○ Two (2) pituitary hormone deficiencies (other than GH) requiring hormone replacement, such
as thyroid-stimulating hormone (TSH), adrenocorticotropic hormone (ACTH), gonadotropins,
and antidiuretic hormone (ADH), plus one (1) GH stimulation test less than (<) 5 ng/mL
(mcg/L)
○ Three (3) pituitary hormone deficiencies (other than GH) requiring hormone replacement plus
insulin-like growth factor 1 (IGF-1) level less than (<) 80 ng/mL (mcg/L)
PEDIATRIC MEMBER INDICATIONS:
Diagnosis A: Pediatric Burn Member
● Prescribed by, or in consultation with, a Trauma or Burn Specialist
● Member has third-degree burns and/or burns covering more than 40% of body surface area (BSA)
Diagnosis B: Growth Hormone Deficiency (GHD)
● Prescribed by, or in consultation with, a Pediatric Endocrinology Specialist
● Member has a diagnosis of growth hormone deficiency
● Member meets ONE (1) of the following:
○ Two (2) growth hormone (GH) stimulation tests less than (<) 10 ng/mL (mcg/L)
○ One (1) GH stimulation test less than (<) 15 ng/mL
■ Insulin-like growth factor 1 (IGF-1) and insulin-like growth factor binding protein-3
(IGF-BP3) levels below normal (less than (<) the 2.5th percentile) as determined by
the laboratory reference range for age
○ One (1) GH stimulation test less than (<) 10 ng/mL for a child with defined central nervous
system (CNS) pathology
○ Member has a history of irradiation
○ Member has genetic conditions associated with GHD
○ Multiple pituitary hormone deficiencies exist (at least two (2) other in addition to GHD)
● Member has open epiphyses
● Member meets ONE (1) of the following:
○ Height is less than (<) the 3rd percentile (-1.88 standard deviations (SD))
○ One-year growth velocity is less than (<) the 3rd percentile (-1.88 SD) as specified for age and
sex
Diagnosis C: Chronic Renal Insufficiency (CRI) before transplantation
● Prescribed by, or in consultation with, a Pediatric Endocrinology or Nephrology Specialist
● Member has open epiphyses
● Member meets ONE (1) of the following:
○ Height is less than (<) the 3rd percentile (-1.88 standard deviations (SD))
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○

One-year growth velocity is less than (<) the 3rd percentile (-1.88 SD) as specified for age and
sex

Diagnosis D: Turner Syndrome, Noonan Syndrome, or Short-Stature Homeobox Gene (SHOX) Syndrome
● Prescribed by, or in consultation with, a Pediatric Endocrinology Specialist
● Member has open epiphyses
● Member meets ONE (1) of the following:
○ Height is less than (<) the 5th percentile (-1.65 standard deviations (SD))
○ Projected height is less than (<) the 3rd percentile as specified for age and sex
Diagnosis E: Small for Gestational Age (SGA)
● Prescribed by, or in consultation with, a Pediatric Endocrinology Specialist
● Birth weight and/or length were more than two (2) standard deviations (SD) below the mean for
gestational age and failed to show catch-up growth by age two (2)
● Height is less than (<) the 3rd percentile (greater than (>) 1.88 SD) specified for age and sex
● Member has open epiphyses
Diagnosis F: Prader-Willi Syndrome (PWS)
● Prescribed by, or in consultation with, a Pediatric Endocrinology Specialist
● Member has a diagnosis of PWS, which has been confirmed through genetic testing
● Member has open epiphyses

Continuing Therapy- Approve for 12 months
●

●
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Adult members
■ Short Bowel Syndrome (SBS)
■ Acquired Immunodeficiency Syndrome (AIDS)-Related Wasting
■ Adult Growth Hormone Deficiency (GHD)
○ Pediatric members
■ Pediatric Burn Member
■ Growth Hormone Deficiency (GHD)
■ Chronic Renal Insufficiency (CRI) before transplantation
■ Turner Syndrome, Noonan Syndrome, or Short-Stature Homeobox Gene (SHOX)
Syndrome
■ Small for Gestational Age (SGA)
■ Prader-Willi Syndrome (PWS)
Acquired Immunodeficiency Syndrome (AIDS)-Related Wasting
○ Member is being monitored and it is appropriate to continue therapy with somatropin
(GENOTROPIN)
Adult Growth Hormone Deficiency (GHD)
○ Medication adherence is adequate
○ Original approval documentation confirmed a diagnosis of adult GHD
○ If prescribed for the continuing treatment of childhood GHD:
■ Prescribed by, or in consultation with, an Endocrinologist
■ Member has had new tests for diagnosis of GHD that meet ONE (1) of the following:
● Two (2) growth hormone (GH) stimulation tests less than (<) 5 ng/mL
(mcg/L)
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●

●

●

●

●

●

Two (2) pituitary hormone deficiencies (other than GH) requiring hormone
replacement, such as thyroid-stimulating hormone (TSH), adrenocorticotropic
hormone (ACTH), gonadotropins, and antidiuretic hormone (ADH), plus one
(1) GH stimulation test less than (<) 5 ng/mL (mcg/L)
● Three (3) pituitary hormone deficiencies (other than GH) requiring hormone
replacement plus insulin-like growth factor 1 (IGF-1) level less than (<) 80
ng/mL (mcg/L)
Pediatric Growth Hormone Deficiency (GHD)
○ Annual growth velocity is greater than (>) 4.5 cm/year in a pre-pubertal child or greater than
(>) 2.5 cm/year in a post-pubertal child
○ Expected final adult height has not yet been achieved
○ Epiphyses remain open
○ Medication adherence is adequate
○ For the first year of therapy only: Increase in growth velocity is greater than (>) 50%
Chronic Renal Insufficiency (CRI) before transplantation
○ Annual growth velocity is greater than (>) 4.5 cm/year in a pre-pubertal child or greater than
(>) 2.5 cm/year in a post-pubertal child
○ Expected final adult height has not yet been achieved
○ Epiphyses remain open
○ Medication adherence is adequate
○ For the first year of therapy only: Increase in growth velocity is greater than (>) 50%
Turner Syndrome, Noonan Syndrome, or Short-Stature Homeobox Gene (SHOX) Syndrome
○ Annual growth velocity is greater than (>) 4.5 cm/year in a pre-pubertal child or greater than
(>) 2.5 cm/year in a post-pubertal child
○ Expected final adult height has not yet been achieved
○ Epiphyses remain open
○ Medication adherence is adequate
○ For the first year of therapy only: Increase in growth velocity is greater than (>) 50%
Small for Gestational Age (SGA)
○ Annual growth velocity is greater than (>) 4.5 cm/year in a pre-pubertal child or greater than
(>) 2.5 cm/year in a post-pubertal child
○ Expected final adult height has not yet been achieved
○ Epiphyses remain open
○ Medication adherence is adequate
○ For the first year of therapy only: Increase in growth velocity is greater than (>) 50%
Prader-Willi Syndrome (PWS)
○ Annual growth velocity is greater than (>) 4.5 cm/year in a pre-pubertal child or greater than
(>) 2.5 cm/year in a post-pubertal child
○ Expected final adult height has not yet been achieved
○ Epiphyses remain open
○ Medication adherence is adequate
○ For the first year of therapy only: Increase in growth velocity is greater than (>) 50%
○ If prescribed growth hormone (GH) to improve body composition, body composition (lean
body mass) has significantly improved
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PRIOR AUTHORIZATION POLICY
GILOTRIF (afatinib)
Effective Date:
Policy Number:
Product Identifier (s)
GILOTRIF (afatinib)
GPI 21360006100320
GPI 21360006100330
GPI 21360006100340

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for GILOTRIF (afatinib) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed for first-line treatment of metastatic non-small lung cancer (NSCLC) in a member whose
tumors have non-resistant epidermal growth factor receptor (EGFR) mutations
Prescribed by, or in consultation with, an Oncology Specialist
Documentation of the presence of the mutation as detected by an FDA-approved test is provided
(Documentation required)

Continuing Therapy- Approve for 1 year
●

Member is being monitored, has NOT experienced progression, and it is appropriate to
continue therapy with afatinib (GILOTRIF).

Quantity Limit
●

1 tablet per day
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Type of Revision
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Policy Created
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PRIOR AUTHORIZATION POLICY
GIMOTI (metoclopramide) nasal spray
Effective Date:
Policy Number:
Product Identifier (s)
GIMOTI (metoclopramide) nasal spray

GPI 52300020102080
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for GIMOTI (metoclopramide) nasal spray require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed for the relief of symptoms from acute or recurrent diabetic gastroparesis
Prescribed for an adult member
A trial of oral metoclopramide (tablet or solution) was ineffective, contraindicated, or not tolerated

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for relief of symptoms from acute or recurrent
diabetic gastroparesis.

Quantity Limit
●

Gimoti 15mg/actuation (9.8mL)
○ 9.8mL (1 bottle) per 30 days
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Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY

PRIOR AUTHORIZATION POLICY
GLOPERBA (colchicine solution)
Effective Date:
Policy Number:
Product Identifier (s)
GLOPERBA (colchicine solution)

GPI 68000020002060
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for GLOPERBA (colchicine solution) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the prophylaxis of gout flares
Member is unable to swallow oral tablets

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for prophylaxis of gout flares.

Quantity Limit
●

10 mL per day
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Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY

PRIOR AUTHORIZATION POLICY
GOCOVRI (amantadine ER)
Effective Date:
Policy Number:
Product Identifier (s)
GOCOVRI (amantadine ER)
GPI 73200010107020
GPI 73200010107040

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for GOCOVRI (amantadine ER) require a prior authorization and will be screened
for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●

Prescribed for the treatment of dyskinesia in an adult with Parkinson's Disease (PD) receiving levodopabased therapy with or without concomitant dopaminergic medications
Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
○ amantadine IR
○ amantadine ER (OSMOLEX)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for treatment of dyskinesia in an adult with
Parkinson's Disease (PD) receiving levodopa-based therapy with or without concomitant dopaminergic
medications.

Quantity Limit
●

2 capsules per day
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Summary of Changes

Revision Date
10/10/2021

PRIOR AUTHORIZATION POLICY
GRALISE (gabapentin), HORIZANT (gabapentin enacarbil)
Effective Date:
Policy Number:
Product Identifier (s)

GRALISE TAB
GPI 62540030000320
GPI 62540030000330
GRALISE STARTER PACK
GPI 62540030006320
GPI 62540030006330

HORIZANT (gabapentin enacarbil)
GPI 62560030200420
GPI 62560030200430

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for GRALISE (gabapentin), HORIZANT (gabapentin enacarbil) require a prior
authorization and will be screened for medical necessity and appropriateness using the criteria
listed below:
Initial Approval Criteria- Approve for 1 year
●

●

Prescribed for ONE (1) of the following:
○ Management of Postherpetic Neuralgia (PHN)
○ Treatment of moderate-to-severe primary Restless Legs Syndrome (RLS) (HORIZANT
ONLY)
Trials of BOTH of the following were ineffective, contraindicated, or not tolerated:
○ gabapentin
○ pregabalin (LYRICA)

Continuing Therapy- Approve for 1 year
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for ONE (1) of the following:
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○
○

Management of Postherpetic Neuralgia (PHN)
Treatment of moderate-to-severe primary Restless Legs Syndrome (RLS) (HORIZANT ONLY)

Quantity Limit
●
●

Gralise: 3 tablets per day
Horizant: 2 tablets per day
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PRIOR AUTHORIZATION POLICY
EPCLUSA equiv (sofosbuvir / velpatasvir)
Effective Date:
Policy Number:
Product Identifier (s)
EPCLUSA equiv (sofosbuvir / velpatasvir)
GPI 12359902650320
GPI 12359902650330

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for EPCLUSA equiv (sofosbuvir / velpatasvir) require a prior authorization and will
be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 12 weeks
Diagnosis A: Hepatitis C Virus (HCV)
● Prescribed by, or in consultation with, a Gastroenterologist, Hepatologist, Infectious Disease, or
Transplant Physician
○ Indicate name of specialist: ________________________________________________
● Member has a diagnosis of hepatitis C virus (HCV)
● HCV genotype is provided (required): ________________________
● Documentation of HCV-RNA titer and date of titer within previous three months is provided with the
request (documentation is required for an approval)
○ Current HCV-RNA titer: ______________ IU/mL
○ Date (within past 3 months): _______________
● Indicate ONE (1) of the following:
○ Member does NOT have cirrhosis
○ Member has compensated cirrhosis
○ Member has decompensated cirrhosis (Child-Pugh B or C)
■ Weight-based ribavirin will be coadministered
● Duration of therapy will be 12 weeks
● Indicate ONE (1) of the following:
○ Member is treatment naïve
○ Member has been previously treated for HCV
● If previously treated for HCV, indicate ALL prior treatments used:
○ NS3/4A Protease Inhibitors with NS5A Inhibitors:
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○

○

○

■ glecaprevir/pibrentasvir (MAVYRET)
■ ombitasvir/paritaprevir/ritonavir (TECHNIVIE)
■ dasabuvir/ombitasvir/paritaprevir/ritonavir (VIEKIRA PAK)
■ sofosbuvir/velpatasvir/voxilaprevir (VOSEVI)
■ elbasvir/grazoprevir (ZEPATIER)
NS3/4A Protease Inhibitors:
■ telaprevir (INCIVEK)
■ simeprevir (OLYSIO)
■ boceprevir (VICTRELIS)
NS5A Inhibitors:
■ daclatasvir (DAKLINZA)
■ sofosbuvir/velpatasvir (EPCLUSA)
■ sofosbuvir/ledipasvir (HARVONI)
Other:
■ pegylated interferon
■ ribavirin
■ sofosbuvir (SOVALDI)
■ Other: _______________________________

Diagnosis B: Hepatitis C Virus (HCV) treatment in a solid organ transplant recipient
● Prescribed by, or in consultation with, a Gastroenterologist, Hepatologist, Infectious Disease, or
Transplant Physician
○ Indicate name of specialist: ________________________________________________
● Prescribed as preemptive or prophylactic treatment of an hepatitis C virus (HCV)-uninfected recipient of
a solid organ from an hepatitis C virus (HCV)-viremic donor
● Member is hepatitis C virus (HCV) uninfected
● Member has received or will be receiving a solid organ transplant from an HCV-viremic donor
● Duration of therapy will be twelve (12) weeks

Quantity Limit
●

1 tablet per day
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PRIOR AUTHORIZATION POLICY
HARVONI equiv (ledipasvir/sofosbuvir)
Effective Date:
Policy Number:
Product Identifier (s)

HARVONI TAB
GPI 12359902400320
GPI 12359902400310
HARVONI PELLET PAK
GPI 12359902403010
GPI 12359902403006
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for HARVONI equiv (ledipasvir/sofosbuvir) require a prior authorization and will
be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 8 weeks
●
●
●

●
●
●
●

Prescribed by, or in consultation with, a Gastroenterologist, Hepatologist, Infectious Disease, or
Transplant Physician
○ Indicate name of specialist: ________________________________________________
Member has a diagnosis of hepatitis C virus (HCV) genotype 1 infection
Documentation of HCV-RNA titer less than (<) 6 million IU/mL and date of titer within previous three
months is provided with the request (documentation is required for an approval)
○ Current HCV-RNA titer: ______________ IU/mL
○ Date (within past 3 months): _______________
Member does NOT have cirrhosis
Member is treatment naïve
Member is human immunodeficiency viruses (HIV)-uninfected
Duration of therapy will be 8 weeks

Quantity Limit
●

1 tablet per day

PRIOR AUTHORIZATION POLICY
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Revision Date
10/12/2021

PRIOR AUTHORIZATION POLICY
MAVYRET (glecaprevir / pibrentasvir)
Effective Date:
Policy Number:
Product Identifier (s)
MAVYRET (glecaprevir / pibrentasvir)
GPI 12359902350320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for MAVYRET (glecaprevir / pibrentasvir) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval CriteriaDiagnosis A: Hepatitis C Virus (HCV)
● Prescribed by, or in consultation with, a Gastroenterologist, Hepatologist, Infectious Disease, or
Transplant Physician
○ Indicate name of specialist: ________________________________________________
● Member has a diagnosis of hepatitis C virus (HCV)
● HCV genotype is provided (required): ________________________
● Documentation of HCV-RNA titer and date of titer within previous three months is provided with the
request (documentation is required to be submitted for an approval)
○ Current HCV-RNA titer: ______________ IU/mL
○ Date (within past 3 months): _______________
● Indicate ONE (1) of the following:
○ Member does NOT have cirrhosis
○ Member has cirrhosis
● Indicate ONE (1) of the following:
○ Member is treatment naïve
○ Member has been previously treated for HCV
● If previously treated for HCV, indicate ALL prior treatments used:
○ NS3/4A Protease Inhibitors with NS5A Inhibitors:
■ glecaprevir/pibrentasvir (MAVYRET)
■ ombitasvir/paritaprevir/ritonavir (TECHNIVIE)
■ dasabuvir/ombitasvir/paritaprevir/ritonavir (VIEKIRA PAK)
■ sofosbuvir/velpatasvir/voxilaprevir (VOSEVI)
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■ elbasvir/grazoprevir (ZEPATIER)
NS3/4A Protease Inhibitors:
■ telaprevir (INCIVEK)
■ simeprevir (OLYSIO)
■ boceprevir (VICTRELIS)
○ NS5A Inhibitors:
■ daclatasvir (DAKLINZA)
■ sofosbuvir/velpatasvir (EPCLUSA)
■ sofosbuvir/ledipasvir (HARVONI)
○ Other:
■ pegylated interferon
■ ribavirin
■ sofosbuvir (SOVALDI)
■ Other: _______________________________
Member must meet ALL criteria for the requested duration of therapy:
○ 8 weeks
■ Member has NOT been treated with an NS5A inhibitor or NS3/4A protease inhibitor
■ If HCV genotype 3, member is treatment naïve
○ 12 weeks
■ Member has NOT been treated with an NS5A inhibitor
■ Member meets ONE (1) of the following:
● HCV genotype 1, 2, 4, 5, or 6 with compensated cirrhosis and failed prior
treatment with an interferon, ribavirin, and/or sofosbuvir
● HCV genotype 1 and has failed prior treatment with an NS3/4A protease
inhibitor
● Prior liver or kidney transplant
● Positive HCV-RNA titer after transplantation of an organ from a HCVpositive donor
○ 16 weeks
■ Member meets ONE (1) of the following:
● HCV genotype 1 and has failed prior treatment with an NS5A inhibitor
(without an NS3/4A protease inhibitor)
● HCV genotype 3 and has failed prior treatment with an interferon, ribavirin,
and/or sofosbuvir
○

●

Diagnosis B: Hepatitis C Virus (HCV) treatment in a solid organ transplant recipient
● Prescribed by, or in consultation with, a Gastroenterologist, Hepatologist, Infectious Disease, or
Transplant Physician
○ Indicate name of specialist: ________________________________________________
● Prescribed as preemptive or prophylactic treatment of an hepatitis C virus (HCV)- uninfected recipient
of a solid organ from an hepatitis C virus (HCV)-viremic donor
● Member is hepatitis C virus (HCV) uninfected
● Member has received or will be receiving a solid organ transplant from an HCV-viremic donor
● Duration of therapy will be eight (8) weeks

Quantity Limit
●

3 tablets per day

PRIOR AUTHORIZATION POLICY
Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/12/2021

PRIOR AUTHORIZATION POLICY
VOSEVI (sofosbuvir/velpatasvir/voxilaprevir)
Effective Date:
Policy Number:
Product Identifier (s)
VOSEVI (sofosbuvir/velpatasvir/voxilaprevir)
GPI 12359903800330

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for VOSEVI (sofosbuvir/velpatasvir/voxilaprevir) require a prior authorization and
will be screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 12 weeks
●
●
●
●

●
●
●
●

Prescribed by, or in consultation with, a Gastroenterologist, Hepatologist, Infectious Disease, or
Transplant Physician
○ Indicate name of specialist: ________________________________________________
Member has a diagnosis of hepatitis C virus (HCV)
HCV genotype is provided (required): ________________________
Documentation of HCV-RNA titer and date of titer within previous three months is provided with the
request (documentation is required for an approval)
○ Current HCV-RNA titer: ______________ IU/mL
○ Date (within past 3 months): _______________
Indicate ONE (1) of the following:
○ Member does NOT have cirrhosis
○ Member has cirrhosis
Duration of therapy will be 12 weeks
Indicate ONE (1) of the following:
○ Member has previously been treated with an NS5A inhibitor
○ Member has HCV genotype 1a or genotype 3 and was previously treated with sofosbuvir
Indicate ALL prior HCV treatments used:
○ NS3/4A Protease Inhibitors with NS5A Inhibitors:
■ glecaprevir/pibrentasvir (MAVYRET)
■ ombitasvir/paritaprevir/ritonavir (TECHNIVIE)
■ dasabuvir/ombitasvir/paritaprevir/ritonavir (VIEKIRA PAK)
■ sofosbuvir/velpatasvir/voxilaprevir (VOSEVI)

PRIOR AUTHORIZATION POLICY
○

○

○

■ elbasvir/grazoprevir (ZEPATIER)
NS3/4A Protease Inhibitors:
■ telaprevir (INCIVEK)
■ simeprevir (OLYSIO)
■ boceprevir (VICTRELIS)
NS5A Inhibitors:
■ daclatasvir (DAKLINZA)
■ sofosbuvir/velpatasvir (EPCLUSA)
■ sofosbuvir/ledipasvir (HARVONI)
Other:
■ pegylated interferon
■ ribavirin
■ sofosbuvir (SOVALDI)
■ Other: _______________________________

Quantity Limit
●

1 tablet per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/12/2021

PRIOR AUTHORIZATION POLICY
ZEPATIER (elbasvir/grazoprevir)
Effective Date:
Policy Number:
Product Identifier (s)
ZEPATIER (elbasvir/grazoprevir)
GPI 12359902300320

________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for ZEPATIER (elbasvir/grazoprevir) require a prior authorization and will be
screened for medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for up to 16 weeks
●
●
●
●

●
●
●

Prescribed by, or in consultation with, a Gastroenterologist, Hepatologist, Infectious Disease, or
Transplant Physician
○ Indicate name of specialist: ________________________________________________
Member has a diagnosis of hepatitis C virus (HCV) genotype 1 or 4
HCV genotype is provided (required): ________________________
Documentation of HCV-RNA titer and date of titer within previous three months is provided with the
request (documentation is required for an approval)
○ Current HCV-RNA titer: ______________ IU/mL
○ Date (within past 3 months): _______________
Indicate ONE (1) of the following:
○ Member does NOT have cirrhosis
○ Member has cirrhosis
Indicate ONE (1) of the following:
○ Member is treatment naïve
○ Member has been previously treated for HCV
If previously treated for HCV, indicate ALL prior treatments used:
○ NS3/4A Protease Inhibitors with NS5A Inhibitors:
■ glecaprevir/pibrentasvir (MAVYRET)
■ ombitasvir/paritaprevir/ritonavir (TECHNIVIE)
■ dasabuvir/ombitasvir/paritaprevir/ritonavir (VIEKIRA PAK)
■ sofosbuvir/velpatasvir/voxilaprevir (VOSEVI)
■ elbasvir/grazoprevir (ZEPATIER)

PRIOR AUTHORIZATION POLICY
○

●

NS3/4A Protease Inhibitors:
■ telaprevir (INCIVEK)
■ simeprevir (OLYSIO)
■ boceprevir (VICTRELIS)
○ NS5A Inhibitors:
■ daclatasvir (DAKLINZA)
■ sofosbuvir/velpatasvir (EPCLUSA)
■ sofosbuvir/ledipasvir (HARVONI)
○ Other:
■ pegylated interferon
■ ribavirin
■ sofosbuvir (SOVALDI)
■ Other: _______________________________
Member must meet ALL criteria for the desired duration of therapy below:
○ Genotype 1:
■ 12 weeks
● Genotype 1a, without prior treatment with a protease inhibitor or NS5A
resistanceassociated variants (RAVs) for ZEPATIER (Documentation
required)
● Genotype 1b without prior treatment with a protease inhibitor
■ 12 weeks with ribavirin
● Genotype 1a without NS5A resistance-associated variants (RAVs) for
ZEPATIER (Documentation required) previously treated with a protease
inhibitor
● Genotype 1b previously treated with a protease inhibitor
■ 16 weeks with ribavirin
● Genotype 1a with NS5A resistance-associated variants (RAVs) for
ZEPATIER (Documentation required)
○ Genotype 4:
■ 12 weeks - Treatment naïve
■ 16 weeks with ribavirin - Treatment experienced

Quantity Limit
●

1 tablet per day

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/12/2021

PRIOR AUTHORIZATION POLICY
Hemlibra (emicizumab)
Effective Date: 10/25/21
Policy Number: 159
Product Identifier (s)
Hemlibra (emicizumab)
GPI 85105030202010
GPI 85105030202020
GPI 85105030202030
GPI 85105030202040
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for Hemlibra (emicizumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 6 months
Diagnosis A: Prophylaxis for a member with Hemophilia A with inhibitors
● Prescribed by, or in consultation with, a Hematologist
● Member has a diagnosis of Hemophilia A (congenital Factor VIII deficiency)
● Confirmation of high-titer inhibitors to Factor VIII (greater than or equal to (≥) 5 Bethesda Units)
● Prescribed for routine prophylaxis
Diagnosis B: Prophylaxis for a member with Hemophilia A without inhibitors
● Prescribed by, or in consultation with, a Hematologist
● Member has a diagnosis of Hemophilia A (congenital Factor VIII deficiency)
● Member has ONE (1) of the following:
○ Severe hemophilia (defined as Factor VIII level of less than (<) 1%)
○ Moderate hemophilia (defined as Factor VIII level of less than (<) 5%) with 2 or more prior
episodes of spontaneous bleeding into joints with evidence of joint disease
● Member is NOT a suitable candidate for treatment with standard half-life Factor VIII (recombinant)
products (such as ADVATE, AFSTYLA, KOGENATE FS, KOVALTRY, NOVOEIGHT, NUWIQ,
RECOMBINATE, or XYNTHA) at a total weekly dose of 80 IU/kg or less
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Continuing Therapy- Approve for 12 months
●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Prophylaxis for a member with Hemophilia A with inhibitors
○ Prophylaxis for a member with Hemophilia A without inhibitors

Policy History

___________________________________________________________

Type of Revision
Policy Created
P and T Approval Date
Next Anticipated Review Date

Summary of Changes

Revision Date
10/8/2021
10/25/2021
10/8/2022

PRIOR AUTHORIZATION POLICY
HUMIRA (adalimumab)
Effective Date:
Policy Number:
Product Identifier (s)
HUMIRA (adalimumab)

GPI 6627001500F880
GPI 6627001500F440
GPI 6627001500F830
GPI 6627001500F809
GPI 6627001500F430
GPI 6627001500F804
GPI 6627001500F450
GPI 6627001500F840
GPI 6627001500F820
GPI 6627001500F420
GPI 6627001500F805
GPI 6627001500F810
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for HUMIRA (adalimumab) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year (except 8 weeks for Ulcerative Colitis; 3 months
for Plaque Psoriasis and Hidradenitis Suppurativa)
Diagnosis A: Rheumatoid Arthritis (RA)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Rheumatoid Arthritis (RA)
● Member has tried one (1) or more conventional disease-modifying
antirheumatic drugs (DMARDs) alone (e.g. methotrexate, sulfasalazine,
hydroxychloroquine, leflunomide, corticosteroids) or in combination, and
must have included methotrexate greater than or equal to (≥) 20 mg/week
for at least 8 weeks. Optimal therapeutic dosing of sulfasalazine is at

PRIOR AUTHORIZATION POLICY
●

●
●

●

least 2 g/day; of hydroxychloroquine is 400 mg/day; and of leflunomide is
20mg/day.
Indicate ONE (1) of the following:
○ Member had no response after 3 months. Member must have used
methotrexate greater than or equal to (≥) 20 mg/week for 8 weeks
during that 3 month period. No response is defined as no change in
the Simple Disease Activity Index (SDAI) or Clinical Disease Activity
Index (CDAI) score.
○ Member did not reach goal at 6 months. Goal at 6 months is defined as remission (SDAI score
of 0.0-3.3, CDAI score of 0.0-2.8) or low disease activity (SDAI score of 3.4-11.0, CDAI score
of 2.9-10.0)
Dates and doses of conventional DMARD therapy provided: ________________________
________________________________________________________________________
________________________________________________________________________
Dates of utilization of methotrexate greater than or equal to (≥) 20
mg/week: ___________
________________________________________________________________________
○ List dose-limiting side effect(s), if applicable: ____________________________________
○ List contraindications to the use of methotrexate, if applicable:_______________________
Note: A contraindication to methotrexate does NOT cancel the requirement of a 3-6 month trial of
conventional DMARDS.

Diagnosis B: Polyarticular Juvenile Idiopathic Arthritis (PJIA)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Polyarticular Juvenile Idiopathic Arthritis (PJIA)
● Member has intolerance or failed monotherapy with methotrexate greater
than or equal to (≥) 15mg/m2/week for greater than (>) 3 months
○ Member has contraindication to methotrexate
■ List contraindication, if applicable: ________________________________
Diagnosis C: Peripheral Ankylosing Spondylitis (AS), Psoriatic Arthritis (PsA), or Reactive Arthritis
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of ONE (1) of the following:
○ Peripheral Ankylosing Spondylitis (AS)
○ Psoriatic Arthritis (PsA)
○ Reactive Arthritis
● A trial of ONE (1) of the following was ineffective or not tolerated:
○ methotrexate
○ sulfasalazine
○ Member has contraindication to BOTH
■ List contraindication, if applicable: ________________________________
Diagnosis D: Ankylosing Spondylitis (AS)
● Prescribed by a Rheumatology Specialist
● Member has a diagnosis of Ankylosing Spondylitis (AS) with predominant axial involvement
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Diagnosis E: Adult Crohn’s Disease (CD)
● Prescribed by a Gastroenterology Specialist
● Member has a diagnosis of moderately to severely active adult Crohn’s Disease (CD)
● Member had inadequate response to immunosuppressants such as corticosteroids, azathioprine,
methotrexate, or 6-mercaptopurine
Diagnosis F: Pediatric Crohn’s Disease (CD)
● Prescribed by a Gastroenterology Specialist
● Member has a diagnosis of moderately to severely active pediatric Crohn’s Disease (CD)
● Member is 6 years of age or older
● Member had an inadequate response to immunosuppressants such as corticosteroids, azathioprine,
methotrexate, or 6-mercaptopurine
Diagnosis G: Ulcerative Colitis (UC)
● Prescribed by a Gastroenterology Specialist
● Member has a diagnosis of moderate to severe Ulcerative Colitis (UC)
● Member had an inadequate response to immunosuppressants such as corticosteroids, azathioprine,
methotrexate or 6-mercaptopurine
Diagnosis H: Plaque Psoriasis (PP)
● Prescribed by a Dermatologist
● Member has a diagnosis of at least ONE (1) of the following (documentation is required to be submitted
for an approval):
○ Moderate to severe plaque psoriasis (PP) (greater than or equal to
[≥] 10% body surface involved)
■ Member has significant functional disability
○ Debilitating palmoplantar psoriasis
● Indicate ONE (1) of the following (documentation is required to be submitted for an approval):
○ A trial of a minimum of 15 sessions of phototherapy that was ineffective or not tolerated
○ Member has contraindication to phototherapy: ___________________________
● A trial of ONE (1) of the following was ineffective or not tolerated (documentation is required to be
submitted for an approval):
○ methotrexate (minimum dose of 15 mg/week)
○ soriatane
○ Member has contraindication to BOTH
■ List contraindication, if applicable: _______________________________
Diagnosis I: Hidradenitis Suppurativa (HS)
● Prescribed by a Dermatologist
● Member has a diagnosis of Hidradenitis Suppurativa (HS)
● Member has severe hidradenitis suppurativa (total abscess or
inflammatory nodule count greater than or equal to [≥] 3)
● Member has tried and failed at least ONE (1) oral antibiotic
○ Antibiotic tried: ____________________________________________________
○ Dates of trial: ________________________________________________________
Diagnosis J: Non-infectious intermediate, posterior, or pan-uveitis
● Prescribed by, or in consultation with, an Ophthalmologist or Rheumatologist
● Member has non-infectious intermediate, posterior, or pan-uveitis

PRIOR AUTHORIZATION POLICY
●
●
●
●

Member was diagnosed by an Ophthalmologist
Member has experienced an inadequate response to systemic corticosteroids in combination with
immunosuppressants (methotrexate, mycophenolate mofetil, azathioprine, or cyclosporine)
Corticosteroid used, dosage, and date(s) of use or contraindication provided:
_________________________________________________________________________
_________________________________________________________________________
Immunosuppressant used, dosage, and date(s) of use or contraindication provided:
_________________________________________________________________________
_________________________________________________________________________

Continuing Therapy- Approve for 1 year
●

●

●

●

Documentation of a positive clinical response is provided with the request (documentation is required to
be submitted for an approval), and continues to use for diagnosis of ONE (1) of the following:
○ Rheumatoid Arthritis (RA)
○ Polyarticular Juvenile Idiopathic Arthritis (PJIA)
○ Peripheral Ankylosing Spondylitis (AS), Psoriatic Arthritis (PsA), or Reactive Arthritis
○ Ankylosing Spondylitis (AS)
○ Adult Crohn’s Disease (CD)
○ Pediatric Crohn’s Disease (CD)
○ Ulcerative Colitis (UC)
○ Plaque Psoriasis (PP)
○ Hidradenitis Suppurativa (HS)
○ Non-infectious intermediate, posterior, or pan-uveitis
Ulcerative Colitis (UC)
○ Prescribed by a Gastroenterology Specialist
○ Member has demonstrated a significant improvement in their condition
○ Documented (written explanation accepted) improvement within the past year submitted with
this request (documentation is required to be submitted for an approval)
Plaque Psoriasis (PP)
○ Prescribed by a Dermatologist
○ Member has demonstrated a significant improvement in their condition
○ Documented (written explanation accepted) improvement within the past year submitted with
this request (documentation is required to be submitted for an approval)
Hidradenitis Suppurativa (HS)
○ Prescribed by a Dermatologist
○ Member has demonstrated a significant improvement in their condition
○ Member has had improvement based on abscess/nodule size and/or number (documentation is
required to be submitted for an approval)

Quantity Limit
●
●
●
●
●

Standard Maintenance Treatment: 2 injections per 28 days
Hidradenitis suppurativa: 6 injections in the first 28 days, followed by 4 injections per 28 days thereafter
Plaque psoriasis or uveitis: 4 injections in the first 28 days, followed by the standard maintenance
therapy limits
Ulcerative Colitis: 6 injections in the first 28 days, followed by the standard maintenance therapy limits
Adult Crohn’s disease: 6 injections in the first 28 days, followed by the standard maintenance therapy
limits
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●

Pediatric Crohn’s disease:
○ Member weighs between 17 – 40 kg: 3 injections in the first 28 days, followed by the standard
maintenance therapy limits.
○ Member weighs 40 kg or more: 6 injections in the first 28 days, followed by the standard
maintenance therapy limits

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/12/2021

PRIOR AUTHORIZATION POLICY
HYCAMTIN (topotecan)
Effective Date:
Policy Number:
Product Identifier (s)
HYCAMTIN (topotecan)

GPI 21550080100120
GPI 21550080100140
________________________________________________________________________
Instructions for Use:
The purpose of this prior authorization document is to provide a guide to coverage and represent WithMe Health’s medication policy. WithMe
Health’s medication protocols are not intended to dictate to providers how to practice medicine. Providers are expected to exercise their medical
judgment in providing the most appropriate care.
This policy has been developed based on considerations of medical necessity, generally accepted standards of medical practice, and review of
medical literature and government approval status.
WithMe Health medication protocols provide general information concerning WithMe Health’s administrative processes. If there is a difference
between the general information contained in a policy and the member’s plan document, the member’s plan document will be used to determine
coverage. WithMe Health medication policies are not intended to be used without the independent clinical judgment of a qualified healthcare
provider considering the individual circumstances of each member’s case. Treating healthcare providers are solely responsible for providing
diagnoses, treatments, and medical advice.
WithMe Health medication protocols do not constitute the practice of medicine or medical advice. Members should consult with appropriate
healthcare providers to obtain diagnoses, treatment, and medical advice.

Drug Prior Authorization Criteria_ ______________________________________________
All requests for HYCAMTIN (topotecan) require a prior authorization and will be screened for
medical necessity and appropriateness using the criteria listed below:
Initial Approval Criteria- Approve for 1 year
●
●
●

Prescribed by, or in consultation with, an Oncology Specialist
Member has Small Cell Lung Cancer (ICD 10 Code: C33-C34)
Cancer has relapsed after initial chemotherapy

Policy History
Type of Revision
Policy Created

___________________________________________________________
Summary of Changes

Revision Date
10/12/2021

