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1.

Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

Formulary Agents
Drug products that are listed in the Formulary as Prior Authorization (PA) require evaluation, per
MedImpact Pharmacy and Therapeutics Committee guidelines, when the member presents a
prescription to a network pharmacy. Each request will be reviewed on individual patient need. If the
request does not meet the criteria established by the P & T Committee, the request will not be
approved and alternative therapy will be recommended.

Non-Formulary Agents
Any product not found in the Formulary listing, or any Formulary updates published by MedIimpact,
shall be considered a Non-Formulary drug. Coverage for non-formulary agents may be applied for in
advance. When a member gives a prescription order for a non-formulary drug to a pharmacist, the
pharmacist will evaluate the patient’s drug history and contact the physician to determine if there is a
legitimate medical need for a non-formulary drug. Each request will be reviewed on individual
patient need. The following basic criteria are used:

a. The use of Formulary Drug Products is contraindicated in the patient.

b. The patient has failed an appropriate trial of Formulary or related agents.

c. The choices available in the Drug Formulary are not suited for the present patient care need,

and the drug selected is required for patient safety.

d. The use of a Formulary drug may provoke an underlying condition, which would be detrimental

to patient care.
If the request does not meet the criteria established by the P & T Committee, the request will not be
approved and alternative therapy will be recommended.

Obtaining Coverage
Coverage may be obtained by:

a. Faxing a completed Medication Request Form to Medimpact at (858) 790-7100.

b. Contacting MedIimpact at (800) 788-2949 and providing all necessary information requested.
MedImpact will provide an authorization number, specific for the medical need, for all approved
requests. Non-approved requests may be appealed. The prescriber must provide information to
support the appeal on the basis of medical necessity.
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABALOPARATIDE

Generic Brand HICL GCN Medi-Span Exception/Other
ABALOPARATIDE | TYMLOS | 44231 GPI-10
(3004400500)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of postmenopausal osteoporosis AND meet ONE of the following
criteria?
e The patient has a high risk for fractures defined as ONE of the following:

o History of osteoporotic (i.e., fragility, low trauma) fracture(s)

o 2 or more risk factors for fracture (e.g., history of multiple recent low trauma fractures, BMD
T-score less than or equal to -2.5, corticosteroid use, or use of GhnRH analogs such as
nafarelin, etc.)

o No prior treatment for osteoporosis AND FRAX score = 20% for any major fracture OR = 3%
for hip fracture

e The patient is unable to use oral therapy (i.e., upper gastrointestinal [Gl] problems - unable to
tolerate oral medication, lower GI problems - unable to absorb oral medications, trouble
remembering to take oral medications or coordinating an oral bisphosphonate with other oral
medications or their daily routine)

e The patient had a trial of, intolerance to, or a contraindication to bisphosphonates (e.g.,
Fosamax, Actonel, Boniva)

If yes, continue to #3.
If no, continue to #2.

2. Is the request to increase bone density in a male patient with osteoporosis who meets ONE of the
following criteria?
e The patient is at high risk for fracture defined as ONE of the following:
o History of osteoporotic fracture (e.g., fragility, low trauma, etc.)
o Multiple risk factors for fracture (e.g., history of multiple recent low trauma fractures, BMD T-
score less than or equal to -2.5, corticosteroid use, GnRH analogs use such as nafarelin,
etc.)

e The patient has failed or is intolerant to other available osteoporosis therapy (e.g., Forteo,
Prolia, Fosamax, Actonel)

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABALOPARATIDE

GUIDELINES FOR USE (CONTINUED)

3. Has the patient received a total of 24 months cumulative treatment with any parathyroid hormone
therapy (e.g., Tymlos, Forteo)?

If yes, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

If no, approve up to 24 months cumulative lifetime treatment duration by HICL or GPI-10
with a quantity limit of #1.56mL per 30 days.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ABALOPARATIDE (Tymlos) requires the following rule(s) be met for
approval:
A. The request is for ONE of the following:
1. Postmenopausal osteoporosis (a type of bone condition)
2. Increase bone density in a male patient with osteoporosis (a type of bone condition)
B. If the request is for postmenopausal osteoporosis, approval also requires:
1. You have NOT received a total of 24 months or more of treatment with any parathyroid
hormone therapy (such as Tymlos, Forteo)
2. You meet ONE of the following (a, b, or c):
a. You have high risk for fractures defined as ONE of the following:
i. History of osteoporotic fracture(s) (broken bones) due to trauma (injury) or fragility
(weakness)
ii. 2 or more risk factors for fracture such as history of multiple recent low trauma
fractures, bone mineral density T-score (a type of lab test) less than or equal to -2.5,
corticosteroid use, or use of GnRH (Gonadotropin-releasing hormone) analogs such
as nafarelin
iii. No prior treatment for osteoporosis AND FRAX (Fracture Risk Assessment Tool)
score greater than or equal to 20 percent for any maijor fracture OR greater than or
equal to 3 percent for hip fracture
b. You are unable to use oral therapy due to upper gastrointestinal (stomach and intestine)
problems, you cannot tolerate oral medication, you have lower gastrointestinal problems
(unable to absorb oral medications), you have trouble remembering to take oral
medications or cannot plan to use an oral bisphosphonate (such as alendronate,
risedronate, ibandronate) with other oral medications in your daily routine
c. You had a trial of, intolerance (side effect) to, or a contraindication (harmful for) to
bisphosphonates such as Fosamax, Actonel, Boniva
(Denial text continued on next page)

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABALOPARATIDE
GUIDELINES FOR USE (CONTINUED)

C. If the request is to increase bone density in a male patient with osteoporosis, approval
also requires:
1. You have NOT received a total of 24 months or more of treatment with any parathyroid
hormone therapy (such as Tymlos, Forteo)
2. You meet ONE of the following (a or b):
a. You have high risk for fractures defined as ONE of the following:
i. History of osteoporotic fracture (such as fragility [weakness] fracture, low trauma
[injury] fracture)
ii. Multiple risk factors for fracture (such as history of multiple recent low trauma
fractures, bone mineral density T-score (a type of lab test) less than or equal to -
2.5, corticosteroid use, GnRH [Gonadotropin-releasing hormone] analogs use such
as nafarelin)
b. You have failed or are intolerant (side effect) to other available osteoporosis therapy
(such as Forteo, Prolia, Fosamax, Actonel)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Tymlos.

REFERENCES
e Tymlos [Prescribing Information]. Boston, MA: Radius Health, Inc.; December 2022.

Library Commercial NSA

Yes Yes No

Part D Effective: N/A Created: 04/17
Commercial Effective: 01/23/23 Client Approval: 01/23 P&T Approval: 01/23
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABATACEPT - SQ

Generic Brand HICL GCN Medi-Span Exception/Other
ABATACEPT - SQ | ORENCIA - SQ 30289 | GPI-14
ORENCIA 41656 | (6640001000D520)
CLICKJECT - SQ 43389 | (6640001000E510)
43397 | (6640001000E515)
(6640001000E520)

NOTE: For requests for the IV dosage form of Orencia, please see the Orencia IV PA Guideline.

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) and meet ALL of
the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist

The patient had a trial of or contraindication to at least 3 months of treatment with ONE DMARD

(disease-modifying antirheumatic drug), such as methotrexate dose greater than or equal to

20mg per week or maximally tolerated dose, leflunomide, hydroxychloroquine, or sulfasalazine

The patient meets ONE of the following:

o The patient had a trial of or contraindication to any TWO of the following preferred
immunomodulators: Enbrel, Humira, Rinvoq, Xeljanz (IR/XR)

o The patient has tried any TNF inhibitor (e.g., Humira, Enbrel) AND the physician has
indicated the patient cannot use a JAK inhibitor (e.g., Rinvoq, Xeljanz) due to the black box
warning for increased risk of mortality, malignancies, and serious cardiovascular events
[NOTE: pharmaceutical samples acquired from the prescriber or manufacturer assistance
program do not qualify]

If yes, approve for 6 months by GPID or GPI-14 with the following quantity limits:
e Orencia 125mg/mL SQ syringes: 4mL (#4 - 125mg/mL syringes) per 28 days.
e Orencia 125mg/mL ClickJect - SQ: 4mL (#4 - 125mg/mL auto-injectors) per 28 days.

If no, continue to #2.

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABATACEPT - SQ

INITIAL CRITERIA (CONTINUED)

2. Does the patient have a diagnosis of moderate to severe polyarticular juvenile idiopathic arthritis
(PJIA) and meet ALL of the following criteria?

The patient is 2 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist

The patient had a trial of or contraindication to ONE DMARD (disease-modifying antirheumatic
drug), such as methotrexate, leflunomide, hydroxychloroquine, or sulfasalazine

The patient had a trial of or contraindication to any TWO of the following preferred
immunomodulators: Enbrel, Humira, Actemra, Xeljanz IR [NOTE: pharmaceutical samples
acquired from the prescriber or manufacturer assistance program do not qualify]

If yes, approve for 6 months by GPID or GPI-14 with the following quantity limits:

¢ Orencia 125mg/mL SQ syringes: 4mL (#4 - 125mg/mL syringes) per 28 days.

e Orencia 87.5mg/0.7mL SQ syringes: 2.8mL (#4 - 87.5mg/0.7mL syringes) per 28 days.
e Orencia 50mg/0.4mL SQ syringes: 1.6mL (#4 - 50mg/0.4mL syringes) per 28 days.

If no, continue to #3.

3. Does the patient have a diagnosis of psoriatic arthritis (PsA) and meet ALL of the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist or dermatologist

The patient had a trial of or contraindication to ONE DMARD (disease-modifying antirheumatic
drug), such as methotrexate, leflunomide, hydroxychloroquine, or sulfasalazine

The patient had a trial of or contraindication to any TWO of the following preferred
immunomodulators: Cosentyx, Enbrel, Humira, Stelara, Xeljanz (IR/XR), Otezla, Tremfya,
Rinvoq, Skyrizi [NOTE: pharmaceutical samples acquired from the prescriber or manufacturer
assistance program do not qualify]

If yes, approve for 6 months by GPID or GPI-14 with the following quantity limits:
¢ Orencia 125mg/mL SQ syringes: 4mL (#4 - 125mg/mL syringes) per 28 days.
e Orencia 125mg/mL ClickJect - SQ: 4mL (#4 - 125mg/mL auto-injectors) per 28 days.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABATACEPT - SQ
INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named ABATACEPT - SQ (Orencia - SQ) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:

1. Moderate to severe rheumatoid arthritis (RA: a type of joint condition)

2. Moderate to severe polyarticular juvenile idiopathic arthritis (PJIA: a type of joint condition)

3. Psoriatic arthritis (PsA: a type of skin and joint condition)

B. If you have moderate to severe rheumatoid arthritis, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune system
doctor)

3. You had a trial of or contraindication (harmful) to at least 3 months of treatment with ONE
DMARD (disease-modifying antirheumatic drug), such as methotrexate dose greater than or
equal to 20mg per week or maximally tolerated dose, leflunomide, hydroxychloroquine, or
sulfasalazine

4. You meet ONE of the following:

a. You had a trial of or contraindication (harmful) to any TWO of the following preferred
immunomodulators (class of drugs): Enbrel, Humira, Rinvoq, Xeljanz (immediate
release/extended release)

b. You have tried any tumor necrosis factor (TNF) inhibitor (such as Humira, Enbrel) AND
your physician has indicated you cannot use a JAK inhibitor (such as Rinvoq, Xeljanz)
due to the black box warning for increased risk of mortality (death), malignancies
(cancerous), and serious cardiovascular (heart-related) events

C. If you have moderate to severe polyarticular juvenile idiopathic arthritis, approval also
requires:

1. You are 2 years of age or older

2. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune system
doctor)

3. You had a trial of or contraindication (harmful) to ONE DMARD (disease-modifying
antirheumatic drug), such as methotrexate, leflunomide, hydroxychloroquine, or
sulfasalazine

4. You had a trial of or contraindication (harmful) to any TWO of the following preferred
immunomodulators (class of drugs): Enbrel, Humira, Actemra, Xeljanz immediate release

(Initial denial text continued on next page)

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABATACEPT - SQ
INITIAL CRITERIA (CONTINUED)

D. If you have psoriatic arthritis, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune system
doctor) or dermatologist (a type of skin doctor)

3. You had a trial of or contraindication (harmful) to ONE DMARD (disease-modifying
antirheumatic drug), such as methotrexate, leflunomide, hydroxychloroquine, or
sulfasalazine

4. You had a trial of or contraindication (harmful) to any TWO of the following preferred
immunomodulators (class of drugs): Cosentyx, Enbrel, Humira, Stelara, Xeljanz
(immediate/extended release), Otezla, Tremfya, Rinvoq, Skyrizi

NOTE: The use of pharmaceutical samples (from the prescriber or manufacturer assistance
program) will not be considered when evaluating the medical condition or prior prescription history
for drugs that require prior authorization.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) or psoriatic
arthritis (PsA) AND meet the following criterion?

e The patient has experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

If yes, approve for 12 months by GPID or GPI-14 with the following quantity limits:
e Orencia 125mg/mL SQ syringes: 4mL (#4 - 125mg/mL syringes) per 28 days.
o Orencia 125mg/mL ClickJect - SQ: 4mL (#4 - 125mg/mL auto-injectors) per 28 days.

If no, continue to #2.

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABATACEPT - SQ
RENEWAL CRITERIA (CONTINUED)

2. Does the patient have a diagnosis of moderate to severe polyarticular juvenile idiopathic arthritis
(PJIA) AND meet the following criterion?
e The patient has experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

If yes, approve for 12 months by GPID or GPI-14 with the following quantity limits:

e Orencia 125mg/mL SQ syringes: 4mL (#4 - 125mg/mL syringes) per 28 days.

e Orencia 87.5mg/0.7mL SQ syringes: 2.8mL (#4 - 87.5mg/0.7mL syringes) per 28 days.
e Orencia 50mg/0.4mL SQ syringes: 1.6mL (#4 - 50mg/0.4mL syringes) per 28 days.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ABATACEPT - SQ (Orencia - SQ) requires the following rule(s) be met
for renewal:
A. You have ONE of the following diagnoses:
1. Moderate to severe rheumatoid arthritis (RA: a type of joint condition)
2. Moderate to severe polyarticular juvenile idiopathic arthritis (PJIA: a type of joint
condition)
3. Psoriatic arthritis (PsA: a type of skin and joint condition)
B. You have experienced or maintained a 20% or greater improvement in tender joint count or
swollen joint count while on therapy

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Orencia
SQ.

REFERENCES

e Orencia [Prescribing Information]. Princeton, NJ: Bristol-Myers Squibb Company; December 2021.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 11/11

Commercial Effective: 03/14/22 Client Approval: 02/22 P&T Approval: 01/22
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABEMACICLIB
Generic Brand HICL GCN Medi-Span Exception/Other
ABEMACICLIB VERZENIO 44537 GPI-10
(2153101000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of early breast cancer and meet ALL of the following criteria?

e The patient is 18 years of age or older

e The patient's cancer is hormone receptor (HR)-positive, human epidermal growth factor receptor
2 (HER2)-negative, node-positive

o Verzenio will be used in combination with endocrine therapy (tamoxifen or an aromatase
inhibitor such as anastrozole, letrozole, exemestane) for adjuvant treatment

e The patient is at high risk of recurrence and has a Ki-67 score greater than or equal to 20%, as
determined by an FDA-approved test

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.
If no, continue to #2.

2. Does the patient have advanced or metastatic breast cancer AND meet the following criterion?

e The patient's cancer is hormone receptor (HR)-positive, human epidermal growth factor receptor
2 (HER2)-negative

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

3. Will Verzenio be used in combination with an aromatase inhibitor (e.g., anastrozole, letrozole,
exemestane) and the patient meets ALL of the following criteria?
e The patient is a postmenopausal female or is a male
e Verzenio will be used as initial endocrine-based therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.
If no, continue to #4.

4. Is the patient 18 years of age or older and meet ONE of the following criteria?
e Verzenio will be used in combination with fulvestrant AND the patient has had disease
progression following endocrine therapy (e.g., anastrozole, letrozole, exemestane)
¢ Verzenio will be used as monotherapy AND the patient has had disease progression following
endocrine therapy and prior chemotherapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABEMACICLIB
GUIDELINES FOR USE (CONTINUED)

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ABEMACICLIB (Verzenio) requires the following rules be met for
approval:
A. You have ONE of the following diagnoses:
1. Early breast cancer (initial stage of breast cancer)
2. Advanced or metastatic breast cancer (cancer that has progressed or has spread to
other parts of the body)
B. If you have early breast cancer, approval also requires:
1. You are 18 years of age or older
2. Your cancer is hormone receptor (HR)-positive, human epidermal growth factor receptor
2 (HER2)-negative, node-positive (a type of protein)
3. Verzenio will be used in combination with endocrine therapy (tamoxifen or an aromatase
inhibitor such as letrozole, anastrozole, exemestane) for adjuvant (add-on) treatment
4. You are at high risk of recurrence (disease returning) and has a Ki-67 score of greater
than or equal to 20 percent, as determined by a Food and Drug Administration (FDA)-
approved test
C. If you have advanced or metastatic breast cancer, approval also requires:
1. Your cancer is hormone receptor (HR)-positive, human epidermal growth factor receptor
2 (HER2)-negative (a type of protein)
2. You meet ONE of the following:

a. You are a postmenopausal female or male AND Verzenio will be used in
combination with an aromatase inhibitor (such as letrozole, anastrozole, or
exemestane) as initial endocrine-based therapy

b.  You are 18 years of age or older AND Verzenio will be used in combination with
fulvestrant, and you have had disease progression following endocrine therapy

c. You are 18 years of age or older AND Verzenio will be used as monotherapy (one
drug) and you have had disease progression following endocrine therapy and prior
chemotherapy (drugs used to treat cancer)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABEMACICLIB

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Verzenio.

REFERENCES
e Verzenio [Prescribing Information]. Indianapolis, IN. Eli Lilly and Company; October 2021.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/17
Commercial Effective: 11/01/22 Client Approval: 10/22 P&T Approval: 01/22
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABIRATERONE

Generic Brand HICL GCN Medi-Span Exception/Other
ABIRATERONE ZYTIGA, 37571
ACETATE ABIRATERONE

ACETATE GPI-10
ABIRATERONE YONSA 44946 (2140601020)
ACET,
SUBMICRONIZED

** Please use the criteria for the specific drug requested **
GUIDELINES FOR USE

ZYTIGA
1. Does the patient have ONE of the following diagnoses?
e Metastatic castration-resistant prostate cancer (ImMCRPC)
o Metastatic high-risk castration-sensitive prostate cancer (IMCSPC)

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. Is the requested medication being used in combination with prednisone?

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

3. Does the patient meet ONE of the following criteria?
o The patient previously had a bilateral orchiectomy
o The patient has a castrate level of testosterone (i.e., < 50 ng/dL)
o The requested medication will be used concurrently with a gonadotropin-releasing hormone
(GnRH) analog (e.g., leuprolide, goserelin, histrelin, degarelix)

If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ABIRATERONE
GUIDELINES FOR USE - ZYTIGA (CONTINUED)

4. s the patient concomitantly using a strong CYP3A4 inducer (e.g., phenytoin, carbamazepine,
rifampin, rifabutin, rifapentine, phenobarbital)?

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit as follows:
o Zytiga 250mg: #8 per day.
o Zytiga 500mg: #4 per day.

If no, approve for 12 months by GPID or GPI-14 with a quantity limit as follows:
o Zytiga 250mg: #4 per day.
o Zytiga 500mg: #2 per day.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ABIRATERONE (Zytiga) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Metastatic castration-resistant prostate cancer (mCRPC: prostate cancer that has spread to
other parts of the body and no longer responds to testosterone lowering treatment)
2. Metastatic high-risk castration-sensitive prostate cancer (mCSPC: prostate cancer that has
spread to other parts of the body and may respond to testosterone lowering treatment)
B. The requested medication will be used in combination with prednisone
C. You meet ONE of the following:
1. You previously had a bilateral orchiectomy (both testicles have been surgically removed)
2. You have a castrate level of testosterone (your blood testosterone levels are less than 50
ng/dL)
3. The requested medication will be used together with a gonadotropin-releasing hormone
(GnRH) analog (such as leuprolide, goserelin, histrelin, degarelix)
Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

YONSA

1. Does the patient have a diagnosis of metastatic castration-resistant prostate cancer (MCRPC) and
meet ALL of the following criteria?
e The requested medication is being used in combination with methylprednisolone
e The patient had a trial of or contraindication to Zytiga (abiraterone acetate)

If yes, continue to #2.

If no, do not approve.

DENIAL TEXT: See the denial text at the end of the guideline.
CONTINUED ON NEXT PAGE
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ABIRATERONE
GUIDELINES FOR USE - YONSA (CONTINUED)

2. Does the patient meet ONE of the following criteria?
e The patient previously had a bilateral orchiectomy
o The patient has a castrate level of testosterone (i.e., < 50 ng/dL)
o The requested medication will be used concurrently with a gonadotropin-releasing hormone
(GnRH) analog (e.g., leuprolide, goserelin, histrelin, degarelix)

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

3. Is the patient concomitantly using a strong CYP3A4 inducer (e.g., phenytoin, carbamazepine,
rifampin, rifabutin, rifapentine, phenobarbital)?

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #8 per day.
If no, approve for 12 months by GPID or GPI-14 with a quantity limit of #4 per day.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ABIRATERONE (Yonsa) requires the following rule(s) be met for approval:
A. You have metastatic castration-resistant prostate cancer (nCRPC: prostate cancer that has
spread to other parts of the body and no longer responds to testosterone lowering treatment)
B. The requested medication will be used in combination with methylprednisolone
C. You have previously tried or have a contraindication to (medical reason why you cannot use)
Zytiga (abiraterone acetate)
D. You meet ONE of the following:
1. You previously had a bilateral orchiectomy (both testicles have been surgically removed)
2. You have a castrate level of testosterone (your blood testosterone levels are less than 50
ng/dL)
3. The requested medication will be used together with a gonadotropin-releasing hormone
(GnRH) analog (such as leuprolide, goserelin, histrelin, degarelix)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Yonsa
and Zytiga.

REFERENCES
e Yonsa [Prescribing Information]. Cranbury, NJ: Sun Pharmaceuticals Industries, Inc.; June 2018.
e Zytiga [Prescribing Information]. Horsham, PA: Janssen Biotech; October 2020.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 06/11
Commercial Effective: 04/01/21 Client Approval: 02/21 P&T Approval: 07/20
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STANDARD COMMERCIAL DRUG FORMULARY
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ABROCITINIB
Generic Brand HICL GCN Medi-Span Exception/Other
ABROCITINIB CIBINQO 47767 GPI-10
(9027200500)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of refractory, moderate to severe atopic dermatitis and meet ALL
of the following criteria?

The patient is 12 years of age or older

Therapy is prescribed by or in consultation with a dermatologist, allergist, or immunologist
The patient has atopic dermatitis involving at least 10% of body surface area (BSA) OR atopic
dermatitis affecting the face, head, neck, hands, feet, groin, or intertriginous areas

The patient has TWO of the following: intractable pruritus, cracking and oozing/bleeding of
affected skin, impaired activities of daily living

The patient had a trial of or contraindication to ONE preferred immunomodulator: Dupixent
(dupilumab) or Rinvoq (upadacitinib)

Cibingo will NOT be used concurrently with other systemic biologics (e.g., Adbry, Dupixent) or
any JAK inhibitors (e.g., Rinvoq, topical Opzelura) for the treatment of atopic dermatitis

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

2. Does the patient have a trial of or contraindication to TWO of the following?

High or super-high potency topical corticosteroid (e.g., triamcinolone acetonide, fluocinonide,
clobetasol propionate)

Topical calcineurin inhibitor (e.g., tacrolimus, pimecrolimus)

Topical PDE-4 inhibitor (e.g., crisaborole)

Topical JAK inhibitor (e.g., ruxolitinib)

Phototherapy

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #1 per day.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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ABROCITINIB

INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named ABROCITINIB (Cibinqo) requires the following rule(s) be met for

approval:

A. You have refractory, moderate to severe atopic dermatitis (a type of skin condition)

B. You are 12 years of age or older

C. Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor),
allergist (a type of allergy doctor), or immunologist (a type of immune system doctor)

D. You have atopic dermatitis involving at least 10% of body surface area (BSA) OR atopic
dermatitis affecting the face, head, neck, hands, feet, groin, or intertriginous areas (between
skin folds, the hands, feet, etc.)

E. You have TWO of the following: intractable pruritus (severe itching), cracking and
oozing/bleeding of affected skin, impaired activities of daily living

F. You had a trial of or contraindication (harmful for) to TWO of the following:

1. High or super-high potency topical corticosteroid (such as triamcinolone acetonide,
fluocinonide, clobetasol propionate)

2. Topical calcineurin inhibitor (e.g., tacrolimus, pimecrolimus)

3. Topical PDE-4 inhibitor (e.g., crisaborole)

4. Topical JAK inhibitor (e.g., ruxolitinib)

5. Phototherapy (light therapy)

G. You had a trial of or contraindication (harmful for) to ONE preferred immunomodulator:
Dupixent (dupilumab) or Rinvoq (upadacitinib)

H. You will NOT use Cibingo concurrently (at the same time) with other systemic biologics

(such as Adbry, Dupixent) or any JAK inhibitors (such as Rinvoq, topical Opzelura) for the
treatment of atopic dermatitis

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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ABROCITINIB
GUIDELINES FOR USE (CONTINUED)
RENEWAL CRITERIA

1. Does the patient have a diagnosis of refractory, moderate to severe atopic dermatitis and meet ALL
of the following criteria?
e The patient has shown improvement while on therapy
o Cibingo will NOT be used concurrently with other systemic biologics (e.g., Adbry, Dupixent) or
any JAK inhibitors (e.g., Rinvoq, topical Opzelura) for the treatment of atopic dermatitis

If yes, approve for 12 months by HICL with a quantity limit of #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ABROCITINIB (Cibinqo) requires the following rule(s) be met for renewal:

A. You have refractory, moderate to severe atopic dermatitis (a type of skin condition)

B. You have shown improvement while on therapy

C. You will NOT use Cibingo concurrently (at the same time) with other systemic biologics
(such as Adbry, Dupixent) or any JAK inhibitors (such as Rinvoq, topical Opzelura) for the
treatment of atopic dermatitis

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Cibinqo.
REFERENCES
e Cibingo [Prescribing Information]. New York, NY: Pfizer Labs; February 2023.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 02/22
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ACALABRUTINIB

Generic Brand HICL GCN Medi-Span Exception/Other
ACALABRUTINIB | CALQUENCE | 44607 GPI-10
(2153210300)
ACALABRUTINIB | CALQUENCE | 48182 GPI-10
MALEATE (2153210350)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of mantle cell lymphoma (MCL) and meet ALL of the following
criteria?
e The patient is 18 years of age or older
e The patient has received at least one prior therapy for mantle cell ymphoma (MCL)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.
If no, continue to #2.

2. Does the patient have a diagnosis of chronic lymphocytic leukemia (CLL) or small lymphocytic
lymphoma (SLL) AND meet the following criterion?
e The patient is 18 years of age or older

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ACALABRUTINIB (Calquence) requires the following rules be met for
approval:
A. You have ONE of the following diagnoses:
1. Mantle cell ymphoma (MCL.: a type of blood cancer)
2. Chronic lymphocytic leukemia (CLL: a type of blood cancer)
3. Small lymphocytic lymphoma (SLL: a type of blood cancer)
B. If you have mantle cell ymphoma (MCL), approval also requires:
1. You are 18 years of age or older
2. You have received at least one prior therapy for mantle cell ymphoma
C. If you have chronic lymphocytic leukemia or small lymphocytic lymphoma, approval
also requires:
1. You are 18 years of age or older

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Calquence.

REFERENCES

e Calquence [Prescribing Information]. Wilmington, DE: AstraZeneca Pharmaceuticals; August 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 02/18
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ACETAMINOPHEN DAILY LIMIT OVERRIDE
Generic Brand HICL GCN Medi-Span Exception/other
N/A N/A N/A N/A N/A N/A

GUIDELINES FOR USE

1. Is the patient taking a dose of the requested drug in an amount exceeding 4000mg of
acetaminophen per day?

If yes, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

If no, continue to #2.

2. Is the requested medication being taken together with other acetaminophen containing product(s)
and the combination will exceed 4000mg of acetaminophen per day?

If yes, continue to #3.
If no, approve for ONE FILL count by GPID or GPI-14 for the requested medication and set
override type MAXINGREDIENTDOSE to a value of “Y”.

3. Will the patient discontinue the concurrent acetaminophen containing drug(s) that place the patient
over 4000mg of acetaminophen per day?

If yes, approve for ONE FILL count by GPID or GPI-14 for the requested medication and
set override type MAXINGREDIENTDOSE to a value of “Y”.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ACETAMINOPHEN DAILY LIMIT OVERRIDE will cause a denied claim

for acetaminophen when the total daily dose acetaminophen exceeds 4000mg. The claim will

also deny if the requested drug is being used at the same time with other acetaminophen

containing product(s) and the combination exceeds 4000mg of acetaminophen per day limit.

Approval requires the following rule be met:

A. You will discontinue the other acetaminophen containing drug(s) that cause the daily
acetaminophen dose to exceed 4000mg.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 23 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ACETAMINOPHEN DAILY LIMIT OVERRIDE

RATIONALE

To ensure appropriate use of acetaminophen products and address overuse from a medication safety
perspective while preserving patient access to medically necessary drug regimens. The maximum daily
dose for an adult is 4000 mg. However, in some people, taking the maximum daily dose or more for an
extended period of time can lead to serious liver damage.

A claim may reject at POS due to exceeding the acetaminophen daily limit as a result of concurrent use
with other acetaminophen products. An approval is granted if the the concurrent acetaminophen
containing product will be discontinued. In some cases, the member’s history claim may have an
incorrect day supply due to a pharmacy error. This will cause the new claim to reject at POS for
exceeding the acetaminophen daily limit. This is addressed in question #2.

REFERENCES

o “FDA Drug Safety Communication: Prescription Acetaminophen Products to be Limited to 325 mg
Per Dosage Unit; Boxed Warning Will Highlight Potential for Severe Liver Failure”. January 13,
2011. Available at https://www.fda.gov/Drugs/DrugSafety/ucm239821.htm [Accessed 12/3/18].

e “Medicare Part D Overutilization Monitoring System — Updates”. October 25, 2013. Available at
https://www.cms.gov/Medicare/Prescription-Drug-
Coverage/PrescriptionDrugCovContra/Downloads/MemoMedicare-Part-D-OMS-Updates-10-25-
13.pdf [Accessed 12/3/18].

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 12/18
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ACNE AGE RESTRICTION OVERRIDE

Generic Brand HICL GCN Medi-Span Exception/Other
ADAPALENE DIFFERIN, 11233 GPI-10
PLIXDA (9005000300)
ADAPALENE/BENZOYL | EPIDUO, 36015 GPI-10
PEROXIDE EPIDUO (9005990203)
FORTE
TRETINOIN ATRALIN, 02468 GPI-10 FDB: ROUTE #
AVITA, (9005003000) | ORAL OR
RETIN-A, MISCELL.
TRETIN-X, MEDISPAN:
ALTRENO ROUTE = ORAL
OR DOES NOT
APPLY
TRETINOIN RETIN-A 32888 GPI-10
MICROSPHERES MICRO, (9005003020)
RETIN-A
MICRO
PUMP
TRIFAROTENE AKLIEF 46048 GPI-10
(9005003500)
TAZAROTENE FABIOR, 32178 GPI-10
ARAZLO 47488 (9005002700)

GUIDELINES FOR USE

1. Is the patient older than the age limit, as noted in the POS reject message?

If yes, continue to #2.
If no, guideline does not apply. (NOTE: If the request also rejects for step therapy required,
please review as such and evaluate if the patient has met the step therapy requirements.)

2. Is the request for a cosmetic indication such as melasma, photoaging, or wrinkles?

If yes, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
If no, continue to #3.

3. Does the requested medication also require step therapy?
(NOTE: Analyze the claim for the requested drug to determine if also rejects for step therapy)

If yes, continue to #4.
If no, approve for 12 months by HICL or GPI-10.

CONTINUED ON NEXT PAGE
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ACNE AGE RESTRICTION OVERRIDE

GUIDELINES FOR USE (CONTINUED)

4. Has the patient met the step therapy requirement? (NOTE: Analyze the claim for the requested
drug to determine the step therapy agents)

If yes, approve for 12 months by HICL or GPI-10.

(NOTE: Please override both PA and step therapy restrictions by entering 'Y" for

OVR_RES).

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these

definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ACNE AGE RESTRICTION OVERRIDE requires the following rule(s) be

met for approval:

A. You are above [enter age on POS message] years of age

B. The request is for a non-cosmetic (not for appearance) diagnosis.

C. Approval may also require that you have tried preferred agent(s), unless there is a medical
reason why you cannot (contraindication): [NOTE TO REVIEWER: Please provide the list of
the preferred medication(s)]

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information

showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with

your doctor to use a different medication or get us more information if it will allow us to approve
this request.
RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for agents in
this guideline

REFERENCES

Differin [Prescribing Information]. Fort Worth, TX: Galderma laboratories, L.P; February 2018.
Epiduo [Prescribing Information]. Fort Worth, TX: Galderma laboratories, L.P; February 2018.
Atralin [Prescribing Information]. Bridgewater, NJ: Valeant Pharmaceuticals International, Inc.; July
2016.

Retin-A [Prescribing Information]. Bridgewater, NJ: Valeant Pharmaceuticals International, Inc.;
June 2018.

Aklief [Prescribing Information]. Fort Worth, TX: Galderma laboratories, L.P; October 2019.

Fabior [Prescribing Information]. Greenville, NC: Mayne Pharma; April 2018.

Arazlo [Prescribing Information]. Bridgewater, NJ: Bausch Health US LLC; December 2019.
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Library Commercial NSA
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ADAGRASIB
Generic Brand HICL GCN Medi-Span Exception/Other
ADAGRASIB KRAZATI 48522 GPI-10
(2153241000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of locally advanced or metastatic non-small cell lung cancer
(NSCLC) and meet ALL of the following criteria?
e The patient is 18 years of age or older
o The patient's cancer has a KRAS G12C mutation as determined by an FDA-approved test
e The patient has received at least one prior systemic therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #6 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ADAGRASIB (Krazati) requires the following rule(s) be met for approval:
A. You have locally advanced or metastatic non-small cell lung cancer (NSCLC: a type of lung
cancer that has spread from where it started to nearby tissue or lymph nodes or to other

parts of the body)

B. You are 18 years of age or older

C. Your cancer has a KRAS G12C mutation (a type of abnormal gene) as determined by a
Food and Drug Administration (FDA)-approved test

D. You have received at least one prior systemic therapy

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Krazati.

REFERENCES

o Krazati [Prescribing Information]. San Diego, CA: Mirati Therapeutics, Inc.; December 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 01/23

Commercial Effective: 04/01/23 Client Approval: 02/23 P&T Approval: 01/23
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ADALIMUMAB
Generic Brand HICL GCN Medi-Span Exception/Other
ADALIMUMAB | HUMIRA 24800 GPI-10
(6627001500)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) and meet ALL of
the following criteria?

e The patient is 18 years of age or older
o Therapy is prescribed by or in consultation with a rheumatologist

e The patient had a trial of or contraindication to at least 3 months of treatment with ONE DMARD
(disease-modifying antirheumatic drug), such as methotrexate dose greater than or equal to
20mg per week or maximally tolerated dose, leflunomide, hydroxychloroquine, or sulfasalazine

If yes, approve for 6 months by GPID or GPI-14 for Humira 40mg/0.4mL OR 40mg/0.8mL
with a quantity limit of #2 per 28 days.

If no, continue to #2.

2. Does the patient have a diagnosis of moderate to severe polyarticular juvenile idiopathic arthritis
(PJIA) and meet ALL of the following criteria?

o The patient is 2 years of age or older
o Therapy is prescribed by or in consultation with a rheumatologist

e The patient had a trial of or contraindication to ONE DMARD (disease-modifying antirheumatic
drug), such as methotrexate, leflunomide, hydroxychloroquine, or sulfasalazine
¢ Documentation of the patient's current weight

If yes, approve for 6 months by GPID or GPI-14 with a quantity limit of #2 per 28 days
based on patient weight as follows:

o If 10kg to <15kg in weight: Approve Humira 10mg/0.2mL OR 10mg/0.1mL.
o If 15kg to <30kg in weight: Approve Humira 20mg/0.4mL OR 20mg/0.2mL.
o |If 30kg or heavier: Approve Humira 40mg/0.8mL OR 40mg/0.4mL.

If no, continue to #3.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

3. Does the patient have a diagnosis of psoriatic arthritis (PsA) and meet ALL of the following criteria?
o The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with a rheumatologist or dermatologist

e The patient had a trial of or contraindication to ONE DMARD (disease-modifying antirheumatic
drug) such as methotrexate, leflunomide, hydroxychloroquine, or sulfasalazine

If yes, approve for 6 months by GPID or GPI-14 for Humira 40mg/0.8mL OR 40mg/0.4mL
with a quantity limit of #2 per 28 days.

If no, continue to #4.

4. Does the patient have a diagnosis of ankylosing spondylitis (AS) and meet ALL of the following
criteria?

o The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with a rheumatologist
e The patient had a trial of or contraindication to an NSAID

If yes, approve for 6 months by GPID or GPI-14 for Humira 40mg/0.8mL OR 40mg/0.4mL
with a quantity limit of #2 per 28 days.

If no, continue to #5.

5. Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) and meet ALL of
the following criteria?

e The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with a dermatologist

e The patient has psoriasis covering 3% or more of body surface area (BSA) OR psoriatic lesions
affecting the hands, feet, genital area, or face

e The patient had a trial of or contraindication to ONE or more forms of conventional therapies,
such as PUVA (Phototherapy Ultraviolet Light A), UVB (Ultraviolet Light B), topical
corticosteroids, calcipotriene, acitretin, methotrexate, or cyclosporine

If yes, approve for a total of 6 months by GPID or GPI-14. Please enter two authorizations
as follows:

e Approve for 1 fill for Humira 40mg/0.8mL Psoriasis Starter Package with a quantity of
#4 pens OR for Humira Psoriasis Starter Package (contains one 80 mg/0.8 mL pen and
two 40 mg/0.4 mL pens) with a quantity limit of #3 pens.

e Approve for 5 months for Humira 40mg/0.8mL OR 40mg/0.4mL with a quantity limit of
#2 per 28 days.

If no, continue to #6.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

6. Does the patient have a diagnosis of moderate to severe Crohn's disease (CD) and meet ALL of the
following criteria?
e The patient is 6 years of age or older
e Therapy is prescribed by or in consultation with a gastroenterologist
e The patient had a trial of or contraindication to ONE conventional agent, such as corticosteroids
(e.g., budesonide, methylprednisolone), azathioprine, mercaptopurine, methotrexate, or
mesalamine

If yes, approve for a total of 6 months by GPID or GPI-14. Please enter two authorizations

as follows:

o Approve for 1 fill for Humira 40mg/0.8mL Crohn's Disease Starter Package with a
quantity limit of #6 pens, OR for Humira 40mg/0.8mL Pediatric Crohn's Starter
Package with quantity limit of either #3 syringes or #6 syringes, OR for Humira
80mg/0.8mL Pediatric Crohn's Disease Starter Package with a quantity limit of #3
syringes, OR for Humira Pediatric Crohn's Disease Starter Package (contains one
40mg/0.4mL syringe and one 80mg/0.8mL syringe) with a quantity limit of #2 syringes,
OR for Humira 80 mg/0.8 mL Crohn's Disease Starter Package with a quantity limit of
#3 pens.

e Approve for 5 months for Humira 40mg/0.8mL, OR 40mg/0.4mL, OR 20mg/0.4mL, OR
20mg/0.2mL with a quantity limit of #2 per 28 days.

If no, continue to #7.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

7. Does the patient have a diagnosis of moderate to severe ulcerative colitis (UC) and meet ALL of the
following criteria?
o The patient is 5 years of age or older
e Therapy is prescribed by or in consultation with a gastroenterologist
e The patient had a trial of or contraindication to ONE conventional agent, such as corticosteroids

(e.g., budesonide, methylprednisolone), azathioprine, mercaptopurine, methotrexate, or
mesalamine

If yes, approve for a total of 6 months by GPID or GPI-14. Please enter two authorizations
as follows:
o Approve for 1 fill for ONE of the following as requested:
o Humira 40mg/0.8mL Pen Ulcerative Colitis Starter Package: #6 pens.
o Humira 80 mg/0.8 mL Ulcerative Colitis Starter Package: #3 pens.
o Humira 80mg/0.8mL Pen Pediatric UC Starter Package: #4 pens.
o Humira 40mg/0.8mL OR 40mg/0.4mL: #4 pens/syringes.
e Approve for 5 months for ONE of the following as requested:
o Humira 40mg/0.8mL OR 40mg/0.4mL: #4 per 28 days.
o Humira 80mg/0.8mL: #2 per 28 days.
o Humira 20mg/0.4mL OR 20mg/0.2mL: #4 per 28 days.

If no, continue to #8.

8. Does the patient have a diagnosis of moderate to severe hidradenitis suppurativa (HS) and is 12
years of age or older?

If yes, approve for a total of 6 months by GPID or GPI-14. Please enter two authorizations
as follows:

e Approve for 1 fill for Humira 40mg/0.8mL Pen Starter Package for Hidradenitis
Suppurativa (HS) with a quantity limit of #6 pens OR for Humira 80 mg/0.8 mL
Hidradenitis Suppurativa Starter Package with a quantity limit of #3 pens.

e Approve for 5 months for the requested agent as follows:

o Humira 40mg/0.8mL OR 40mg/0.4mL: #4 per 28 days.
o Humira 80mg/0.8mL: #2 per 28 days.

If no, continue to #9.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

9. Does the patient have a diagnosis of non-infectious intermediate, posterior and panuveitis and meet
ALL of the following criteria?

The patient is 2 years of age or older

Therapy is prescribed by or in consultation with an ophthalmologist

The patient does NOT have isolated anterior uveitis

Documentation of the patient's current weight if between 2 to 17 years of age

If yes, approve for a total of 6 months by GPID or GPI-14 as follows:
e For age 2 to 17 years, approve with a quantity limit of #2 per 28 days based on patient
weight as follows:

o If 10kg to <15kg in weight: Approve Humira 10mg/0.2mL OR 10mg/0.1mL.

o If 15kg to <30kg in weight: Approve Humira 20mg/0.4mL OR 20mg/0.2mL.

o If 30kg or heavier: Approve Humira 40mg/0.8mL OR 40mg/0.4mL.

e For age 18 years and above, please enter two authorizations as follows:

o Approve for 1 fill for Humira 40mg/0.8mL Uveitis Starter Package with a quantity
limit of #4 pens OR for Humira Uveitis Starter Package (contains one 80 mg/0.8 mL
pen and two 40 mg/0.4 mL pens) with a quantity limit of #3 pens.

0 Approve for 5 months for Humira 40mg/0.8mL OR 40mg/0.4mL with a quantity limit
of #2 per 28 days.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named ADALIMUMAB (Humira) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:

1. Moderate to severe rheumatoid arthritis (RA: a type of joint condition)

2. Psoriatic arthritis (PsA: a type of skin and joint condition)

3. Moderate to severe polyarticular juvenile idiopathic arthritis (PJIA: a type of joint
condition)
Ankylosing spondylitis (AS: a type of joint condition)
Moderate to severe plaque psoriasis (PsO: a type of skin condition)
Moderate to severe Crohn's disease (CD: a type of bowel disorder)
Moderate to severe ulcerative colitis (UC: a type of digestive disorder)
Moderate to severe hidradenitis suppurativa (a type of skin condition)
Non-infectious intermediate posterior and panuveitis (a type of eye condition)
(Inltlal denial text continued on next page)

L0 NO oA
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B.

If you have moderate to severe rheumatoid arthritis, approval also requires:

1. You are 18 years of age or older

2. The medication is prescribed by or in consultation with a rheumatologist (a type of
immune system doctor)

3. You had a trial of or contraindication (harmful for) to at least 3 months of treatment with
ONE DMARD (disease-modifying antirheumatic drug), such as methotrexate dose
greater than or equal to 20mg per week or maximally tolerated dose, leflunomide,
hydroxychloroquine, or sulfasalazine

If you have moderate to severe polyarticular juvenile idiopathic arthritis, approval also

requires:

1. You are 2 years of age or older

2. The medication is prescribed by or in consultation with a rheumatologist (a type of
immune system doctor)

3. You had a trial of or contraindication (harmful for) to ONE DMARD (disease-modifying
antirheumatic drug), such as methotrexate, leflunomide, hydroxychloroquine, or
sulfasalazine

4. There is documentation of your most current weight

. If you have psoriatic arthritis, approval also requires:

1. You are 18 years of age or older

2. The medication is prescribed by or in consultation with a rheumatologist (a type of
immune system doctor) or dermatologist (a type of skin doctor)

3. You had a trial of or contraindication (harmful for) to ONE DMARD (disease-modifying
antirheumatic drug), such as methotrexate, leflunomide, hydroxychloroquine, or
sulfasalazine

. If you have ankylosing spondylitis, approval also requires:

1. You are 18 years of age or older

2. The medication is prescribed by or in consultation with a rheumatologist (a type of
immune system doctor)

3. You had a trial of or contraindication (harmful for) to an NSAID (non-steroidal anti-
inflammatory drug)

If you have moderate to severe plaque psoriasis, approval also requires:

1. You are 18 years of age or older

2. The medication is prescribed by or in consultation with a dermatologist (a type of skin
doctor)

3. You have psoriasis covering 3 percent or more of body surface area (BSA) OR psoriatic
lesions (rashes) affecting the face, hands, feet, or genital area

4. You had a trial of or contraindication (harmful for) to ONE or more forms of standard
therapies, such as PUVA (Phototherapy Ultraviolet Light A), UVB (Ultraviolet Light B),
topical corticosteroids, calcipotriene, acitretin, methotrexate, or cyclosporine

(Initial denial text continued on next page)
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G. If you have moderate to severe Crohn's disease, approval also requires:

1. You are 6 years of age or older

2. The medication is prescribed by or in consultation with a gastroenterologist (doctor who
treats digestive conditions)

3. You had a trial of or contraindication (harmful for) to ONE standard therapy, such as
corticosteroids (such as budesonide, methylprednisolone), azathioprine,
mercaptopurine, methotrexate, or mesalamine

H. If you have moderate to severe ulcerative colitis, approval also requires:

1. You are 5 years of age or older

2. The medication is prescribed by or in consultation with a gastroenterologist (doctor who
treats digestive conditions)

3. You had a trial of or contraindication (harmful for) to ONE standard therapy, such as
corticosteroids (such as budesonide, methylprednisolone), azathioprine,
mercaptopurine, methotrexate, or mesalamine

I. If you have moderate to severe hidradenitis suppurativa, approval also requires:

1. You are 12 years of age or older

J. If you have non-infectious intermediate, posterior and panuveitis, approval also
requires:

1. You are 2 years of age or older

2. The medication is prescribed by or in consultation with an ophthalmologist (a type of eye
doctor)

3. You do not have isolated anterior uveitis (a different type of eye inflammation)

4. If you are 2 to 17 years of age, we require documentation of your current weight

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA
1. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA)?

If yes, continue to #2.
If no, continue to #4.

CONTINUED ON NEXT PAGE
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2. Is the request for Humira 40mg dosed every other week and has the following criterion been met?

e The patient has experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

If yes, approve for 12 months by GPID or GPI-14 for Humira 40mg/0.8mL OR 40mg/0.4mL
with a quantity limit of #2 per 28 days.

If no, continue to #3.

3. Is the request for Humira 40mg dosed every week OR Humira 80mg dosed every other week and
have ALL of the following criteria been met?

e The patient has experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

e The patient had a trial of at least a 3-month regimen of Humira 40mg dosed every other week

If yes, approve for 12 months by GPID or GPI-14 for the requested agent with the
following quantity limits:

¢ Humira 40mg/0.8mL OR 40mg/0.4mL: #4 per 28 days.

¢ Humira 80mg/0.8mL: #2 per 28 days.

If no, do not approve.

DENIAL TEXT: See the renewal denial text at the end of the guideline.

PAC NOTE: Please enter a proactive prior authorization for 12 months by GPID or GPI-14 for
Humira 40mg/0.8mL syringe/pen OR 40mg/0.4mL syringe/pen with a quantity limit of #2
syringes/pens per month.

4. Does the patient have a diagnosis of moderate to severe polyarticular juvenile idiopathic arthritis
(PJIA) AND meet the following criterion?

e The patient has experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

If yes, approve for 12 months by GPID or GPI-14 for Humira 10mg/0.1mL, OR 10mg/0.2mL,
OR 20mg/0.2mL, OR 20mg/0.4mL, OR 40mg/0.4mL, OR 40mg/0.8mL with a quantity limit
of #2 per 28 days.

If no, continue to #5.
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5. Does the patient have a diagnosis of psoriatic arthritis (PsA) AND meet the following criterion?

e The patient has experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

If yes, approve for 12 months by GPID or GPI-14 for Humira 40mg/0.8mL OR 40mg/0.4mL
with a quantity limit of #2 per 28 days.

If no, continue to #6.

6. Does the patient have a diagnosis of ankylosing spondylitis (AS) AND meet the following criterion?
¢ The patient has experienced or maintained an improvement of at least 50% or 2 units (scale of
1-10) in the Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) while on therapy

If yes, approve for 12 months by GPID or GPI-14 for Humira 40mg/0.8mL OR 40mg/0.4mL
with a quantity limit of #2 per 28 days.

If no, continue to #7.

7. Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) AND meet the
following criterion?

e The patient has achieved or maintained clear or minimal disease or a decrease in PASI
(Psoriasis Area and Severity Index) of at least 50% or more while on therapy

If yes, approve for 12 months by GPID or GPI-14 for Humira 40mg/0.8mL OR 40mg/0.4mL
with a quantity limit of #2 per 28 days.

If no, continue to #8.
8. Does the patient have a diagnosis of moderate to severe Crohn's disease (CD)?

If yes, approve for 12 months by GPID or GPI-14 for Humira 40mg/0.8mL, OR 40mg/0.4
mL, OR 20mg/0.4mL, OR 20mg/0.2mL with a quantity limit of #2 per 28 days.

If no, continue to #9.
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9. Does the patient have a diagnosis of moderate to severe ulcerative colitis (UC)?

If yes, approve for 12 months by GPID or GPI-14 for the requested agent as follows:
e Humira 40mg/0.8mL OR Humira 40mg/0.4mL: #4 per 28 days.

e Humira 80mg/0.8mL: #2 per 28 days.

e Humira 20mg/0.4mL OR Humira 20mg/0.2mL: #4 per 28 days.

If no, continue to #10.
10. Does the patient have a diagnosis of moderate to severe hidradenitis suppurativa (HS)?

If yes, approve for 12 months by GPID or GPI-14 for the requested agent as follows:
e Humira 40mg/0.8mL OR 40mg/0.4mL: #4 per 28 days.
e Humira 80mg/0.8 mL: #2 per 28 days.

If no, continue to #11.

11. Does the patient have a diagnosis of non-infectious intermediate, posterior and panuveitis AND
meet the following criteria?
e The patient has not experienced treatment failure, defined as ONE of the following criteria:
o Development of new inflammatory chorioretinal or retinal vascular lesions
o A 2-step increase from baseline in anterior chamber cell grade or vitreous haze grade
o A worsening of best-corrected visual acuity (BCVA) by at least 15 letters relative to best

state achieved

If yes, approve for 12 months by GPID or GPI-14 for Humira 10mg/0.1mL, OR 10mg/0.2mL,
OR 20mg/0.2mL, OR 20mg/0.4mL, OR 40mg/0.8mL, OR 40mg/0.4mL with a quantity limit
of #2 per 28 days.

If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.
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RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ADALIMUMAB (Humira) requires the following rule(s) be met for renewal:
A. You have ONE of the following diagnoses:

1. Moderate to severe rheumatoid arthritis (RA: a type of joint condition)

2. Psoriatic arthritis (PsA: a type of skin and joint condition)

3. Moderate to severe polyarticular juvenile idiopathic arthritis (PJIA: a type of joint

condition)

Ankylosing spondylitis (AS: a type of joint condition)

Moderate to severe plaque psoriasis (PsO: a type of skin condition)
Moderate to severe Crohn's disease (CD: a type of bowel disorder)
Moderate to severe ulcerative colitis (UC: a type of digestive disorder)
Moderate to severe hidradenitis suppurativa (a type of skin condition)

. Non-infectious intermediate posterior and panuveitis (a type of eye condition)
B. If you have moderate to severe rheumatoid arthritis, renewal also requires:

1. You have experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

2. If you are requesting Humira 40mg weekly dosing OR Humira 80mg every other week
dosing, we require you have tried at least a 3-month of Humira 40mg every other week

C. If you have moderate to severe polyarticular juvenile idiopathic arthritis, renewal also
requires:

1. You have experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

D. If you have psoriatic arthritis, renewal also requires:

1. You have experienced or maintained a 20% or greater improvement in tender joint count

or swollen joint count while on therapy
E. If you have ankylosing spondylitis, renewal also requires:

1. You have experienced or maintained an improvement of at least 50% or 2 units (scale of
1-10) in the Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) while on
therapy

F. If you have moderate to severe plaque psoriasis, renewal also requires:

1. You have achieved or maintained clear or minimal disease or a decrease in PASI

(Psoriasis Area and Severity Index) of at least 50% or more while on therapy
(Renewal denial text continued on next page)
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G. If you have non-infectious intermediate, posterior and panuveitis, renewal also
requires:
1. You have not experienced treatment failure, defined as ONE of the following:
a. You have development of new inflammatory chorioretinal or retinal vascular lesions
(eye tumors)
b. A 2-step increase from baseline in anterior chamber cell grade or vitreous haze grade
(types of classifications on how bad eye inflammation is)
c. A worsening of best-corrected visual acuity (BCVA) by at least 15 letters relative to
best visual acuity achieved

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Humira.
REFERENCES
¢ Humira [Prescribing Information]. North Chicago, IL: AbbVie Inc.; February 2021.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/03
Commercial Effective: 07/01/22 Client Approval: 05/22 P&T Approval: 04/22
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GUIDELINES FOR USE

1. Does the patient have a diagnosis of metastatic squamous non-small cell lung cancer (NSCLC)
AND meet the following criterion?

The patient has disease progression after platinum-based chemotherapy (i.e., cisplatin,
carboplatin, oxaliplatin)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.
If no, continue to #2.

2. Does the patient have a diagnosis of metastatic non-small cell lung cancer (NSCLC) and meet ALL
of the following criteria?

The patient's tumors have non-resistant epidermal growth factor receptor (EGFR) mutations as
detected by an FDA-approved test

Gilotrif will NOT be used concurrently with an epidermal growth factor receptor (EGFR) tyrosine
kinase-inhibitor (e.g., Tarceva [erlotinib], Tagrisso [Osimertinib], Iressa [gefitinib])

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named AFATINIB (Gilotrif) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Metastatic squamous non-small cell lung cancer (type of lung cancer that has spread to
other parts of the body)
2. Metastatic non-small cell lung cancer (a different type of lung cancer that has spread to
other parts of the body)
B. If you have metastatic squamous non-small cell lung cancer, approval also requires:
1. Your disease has worsened after using platinum-based chemotherapy (such as cisplatin,
carboplatin, oxaliplatin)
C. If you have metastatic non-small cell lung cancer, approval also requires:
1. Your tumors have non-resistant epidermal growth factor receptor (EGFR: type of protein)
mutations as shown by an FDA (Food and Drug Administration)-approved test
2. You will NOT be using Gilotrif concurrently (at the same time) with an epidermal growth
factor receptor (EGFR) tyrosine kinase-inhibitor (such as Tarceva [erlotinib], Tagrisso
[Osimertinib], Iressa [gefitinib])
(Denial text continued on next page)
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AFATINIB
GUIDELINES FOR USE (CONTINUED)
Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with

your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Gilotrif.

REFERENCES
o Gilotrif (afatinib) [prescribing information]. Boehringer Ingelheim Pharmaceuticals, Inc.; Ridgefield,
CT. April 2022.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/13
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ALECTINIB
Generic Brand HICL GCN Medi-Span Exception/Other
ALECTINIB ALECENSA 42895 GPI-10
HCL (2153050710)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of metastatic non-small cell lung cancer (NSCLC) AND meet the
following criterion?
o Patient is positive for anaplastic lymphoma kinase (ALK) fusion oncogene as detected by an
FDA-approved test

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #240 per 30 days.
If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ALECTINIB (Alecensa) requires the following rules be met for approval:

1. You have a diagnosis of metastatic non-small cell lung cancer (NSCLC; type of cancer that
has spread)

2. You are positive for anaplastic lymphoma kinase (ALK; gene mutation) fusion oncogene as
detected by an FDA (Food and Drug Administration) -approved test

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Alcensa.
REFERENCES
o Alecensa [Prescribing Information]. South San Francisco, CA: Genentech, Inc. May 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 12/15
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ALLERGEN EXTRACT-HOUSE DUST MITE

Generic Brand HICL GCN Medi-Span Exception/Other
HOUSE DUST | ODACTRA 42527 GPI-14 ROUTE =
MITE (20109902220740) | SUBLINGUAL

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of house dust mite (HDM)-induced allergic rhinitis with or without
conjunctivitis and meet ALL of the following criteria?

o Diagnosis is confirmed by in vitro testing for IgE antibodies to Dermatophagoides farinae or
Dermatophagoides pteronyssinus house dust mites, or skin testing to licensed house dust mite
allergen extracts

e Patient is between 18 and 65 years old
The medication is prescribed by or given in consultation with an allergist, immunologist, or other
physician experienced in the diagnosis and treatment of allergic diseases

e The patient has persistent symptoms of allergic rhinitis (persistent symptoms are defined as
symptoms presenting at least 4 days a week or for at least 4 weeks)

e The patient has moderate to severe symptoms of allergic rhinitis (moderate-to-severe symptoms
include one or more of the following: troublesome symptoms, sleep disturbance, impairment of
daily activities, or impairment of school or work)

o The patient has a current claim or prescription for auto-injectable epinephrine within the past
365 days

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #1 per day.
APPROVAL TEXT: Renewal requires that the patient has experienced an improvement in
signs and symptoms of allergic rhinitis from baseline.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named ALLERGEN EXTRACT-HOUSE DUST MITE (Odactra) requires the

following rule(s) be met for approval:

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

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

C. You are between 18 and 65 years old

(Initial denial text continued on next page)
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ALLERGEN EXTRACT-HOUSE DUST MITE
INITIAL CRITERIA (CONTINUED)

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

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

F. You have moderate to severe symptoms of allergic rhinitis (moderate-to-severe symptoms
include troublesome symptoms, sleep disturbance, impairment of daily activities, or
impairment of school or work)

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

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Has the patient experienced an improvement in signs and symptoms of allergic rhinitis from
baseline?

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ALLERGEN EXTRACT-HOUSE DUST MITE (Odactra) requires the

following rule is met for renewal:

A. You have experienced an improvement in signs and symptoms of allergic rhinitis (itchy,
watery eyes, sneezing) from baseline

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Odactra.

REFERENCES
e Odactra [Prescribing Information]. Merck, Sharp & Dohme Corp. Whitehouse Station, NJ. March
2017.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 02/18
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ALLERGEN EXTRACT-MIXED GRASS POLLEN

Generic Brand HICL GCN Medi-Span Exception/Other
GR POL-ORC/SW ORALAIR 39918 GPI-10
VER/RYE/KENT/TIM (2010990520)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1.

Does the patient have a diagnosis of grass pollen-induced allergic rhinitis that is confirmed by a
positive skin prick test and/or a positive titer to specific IgE antibodies for any of the five grass
(Sweet Vernal, Orchard, Perennial Rye, Timothy, and Kentucky Blue Grass Mixed Pollens) species
included in Oralair?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

Was Oralair prescribed by or given in consultation with an allergist, immunologist, or other physician
experienced in the diagnosis and treatment of allergic diseases?

DENIAL TEXT: See the initial denial text at the end of the guideline.

Does the patient have persistent and moderate-to-severe symptoms of allergic rhinitis (persistent
symptoms are defined as symptoms presenting at least 4 days a week or for at least 4 weeks, and
moderate-to-severe symptoms include of one or more of the following items: troublesome
symptoms, sleep disturbance, impairment of daily activities, or impairment of school or work)?

DENIAL TEXT: See the initial denial text at the end of the guideline.

2.
If yes, continue to #3.
If no, do not approve.
3.
If yes, continue to #4.
If no, do not approve.
4.

Does patient have a current claim or prescription for auto-injectable epinephrine?
If yes, continue to #5.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)
5. Is the patient between the ages of 5 and 17 years of age?

If yes, approve for 12 months by GPID or GPI-14 for a quantity limit of #3 tablets of 100 IR
for the first 2 days of therapy initiation and #1 tablet of 300 IR per day thereafter.
APPROVAL TEXT: Renewal requires that the patient has experienced an improvement in
signs and symptoms of allergic rhinitis from baseline.

If no, continue to #6.
6. Is the patient between 18 and 65 years of age?

If yes, approve for 12 months by GPID or GPI-10 for a quantity limit of #1 tablet (300 IR)
per day.

APPROVAL TEXT: Renewal requires that the patient has experienced an improvement in
signs and symptoms of allergic rhinitis from baseline.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named ALLERGEN EXTRACT-MIXED GRASS POLLEN (Oralair) requires the

following rule(s) be met for approval:

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

B. Your diagnosis is confirmed by a positive skin prick test and/or a positive titer (the amount of
antibodies in the blood) to specific IgE (Immunoglobulin E) antibodies for any of the five
grass types included in Oralair (Sweet Vernal, Orchard, Perennial Rye, Timothy, and
Kentucky Blue Grass Mixed Pollens)

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

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

E. You have a current claim or prescription for auto-injectable epinephrine

F. You are between 5 and 65 years of age

(Initial denial text continued on next page)
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INITIAL CRITERIA (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Has the patient experienced an improvement in signs and symptoms of allergic rhinitis from
baseline?

If yes, approve for 12 months by HICL or GPI-14 for a quantity limit of #1 tablet per day.
If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ALLERGEN EXTRACT-MIXED GRASS POLLEN (Oralair) requires the

following rules be met for renewal:

A. You have experienced an improvement in signs and symptoms of allergic rhinitis (itchy,
watery eyes, sneezing) from baseline

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Oralair.
REFERENCES
o Oralair [Prescribing Information]. Lenoir, NC: GREER Laboratories, Inc., December 2018.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/14
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ALLERGEN EXTRACT-SHORT RAGWEED POLLEN

Generic Brand HICL GCN Medi-Span Exception/Other
WEED RAGWITEK 36402 GPI-14

POLLEN- (20100060200720)

SHORT

RAGWEED

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of short ragweed pollen-induced allergic rhinitis and meet ALL of
the following criteria?

The patient is between 5 and 65 years of age

Diagnosis is confirmed by a positive skin test or in vitro testing for pollen-specific IgE antibodies
for short ragweed pollen

Therapy was prescribed by or given in consultation with an allergist, immunologist, or other
physician experienced in the diagnosis and treatment of allergic diseases

The patient has persistent and moderate-to-severe symptoms of allergic rhinitis (persistent
symptoms are defined as symptoms presenting at least 4 days a week or for at least 4 weeks,
and moderate-to-severe symptoms include one or more of the following items: troublesome
symptoms, sleep disturbance, impairment of daily activities, or impairment of school or work)
The patient has a current claim or prescription for auto-injectable epinephrine

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #1 per day.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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ALLERGEN EXTRACT-SHORT RAGWEED POLLEN

INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in

it.

Our guideline named ALLERGEN EXTRACT-SHORT RAGWEED POLLEN (Ragwitek) requires
the following rule(s) be met for approval:

A

F.

You have allergic rhinitis (itchy, watery eyes, sneezing) caused by short ragweed pollen

B. You are between 5 and 65 years of age
C.
D

Your diagnosis is confirmed by a positive skin test or in vitro testing (testing outside of your body
in a tube) for pollen-specific IgE (Immunoglobulin E) antibodies for short ragweed pollen

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

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

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

You have a current claim or prescription for auto-injectable epinephrine

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RENEWAL CRITERIA

1. Has the patient experienced an improvement in signs and symptoms of allergic rhinitis from
baseline?

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #1 per day.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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ALLERGEN EXTRACT-SHORT RAGWEED POLLEN
RENEWAL CRITERIA (CONTINUED)

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named ALLERGEN EXTRACT-SHORT RAGWEED POLLEN (Ragwitek) requires
the following rule(s) be met for renewal:
A. You have experienced an improvement in signs and symptoms of allergic rhinitis from baseline

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Ragwitek.

REFERENCES

¢ Ragwitek [Prescribing Information]. Swindon, UK: Catalent Pharma Solutions Limited; April 2021.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 05/14
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ALLERGEN EXTRACT-TIMOTHY GRASS POLLEN

Generic Brand HICL GCN Medi-Span Exception/Other
GRASS GRASTEK 22138 GPI-10 ROUTE =
POLLEN- (2010004800) SUBLINGUAL
TIMOTHY, STD

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of grass pollen-induced allergic rhinitis and meet ALL of the
following criteria?

The patient is between 5 and 65 years of age

Diagnosis is confirmed by a positive skin prick test and/or a positive titre to specific IgE
antibodies for Timothy grass or cross-reactive grass pollens

Therapy is prescribed by or in consultation with an allergist, immunologist, or other physician
experienced in the diagnosis and treatment of allergic diseases

The patient has persistent and moderate-to-severe symptoms of allergic rhinitis (persistent
symptoms are defined as symptoms presenting at least 4 days a week or for at least 4 weeks,
and moderate-to-severe symptoms include one or more of the following: troublesome
symptoms, sleep disturbance, impairment of daily activities, or impairment of school or work)
The patient has a current claim or prescription for auto-injectable epinephrine

If yes, approve for 12 months by GPID or GPI-14 for a quantity limit of #1 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named ALLERGEN EXTRACT-TIMOTHY GRASS POLLEN (Grastek) requires

the following rule(s) be met for approval:

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

B. You are between 5 and 65 years of age

C. Your diagnosis is confirmed a positive skin prick test and/or a positive titre (the amount of
antibodies in the blood) to specific IgE (Immunoglobulin E) antibodies for Timothy grass or
cross-reactive grass pollens

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

(Initial denial text continued on next page)
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ALLERGEN EXTRACT-TIMOTHY GRASS POLLEN
INITIAL CRITERIA (CONTINUED)

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

F. You have a current claim or prescription for auto-injectable epinephrine

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Has the patient experienced an improvement in signs and symptoms of allergic rhinitis from
baseline?

If yes, approve for 12 months by GPID or GPI-14 for a quantity limit of #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ALLERGEN EXTRACT-TIMOTHY GRASS POLLEN (Grastek) requires

the following rule be met for renewal:

A. You have experienced an improvement in signs and symptoms of allergic rhinitis (itchy,
watery eyes, sneezing) from baseline

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Grastek.

REFERENCES
e Grastek [Prescribing Information]. Whitehouse Station, NJ: Merck Sharp & Dohme Corp; August
2020.
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ALPELISIB-PIQRAY

Generic Brand HICL GCN Medi-Span Exception/Other
ALPELISIB PIQRAY 45761 GPI-10 BRAND # VIJOICE
(2153801000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of advanced or metastatic breast cancer and meet ALL of the
following criteria?

The patient is a postmenopausal female or a male

Pigray will be used in combination with Faslodex (fulvestrant)

The patient's breast cancer is hormone receptor (HR)-positive, human epidermal growth factor
receptor 2 (HER2)-negative with PIK3CA-mutation as detected by an FDA-approved test

The patient has disease progression on or after an endocrine-based regimen

If yes, approve for 12 months by GPID or GPI -14 for all strengths as follows:
e Piqray 300mg daily dose: #56 per 28 days.
e Piqray 250mg daily dose: #56 per 28 days.
e Pigray 200mg daily dose: #28 per 28 days.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ALPELISIB-PIQRAY requires the following rule(s) be met for approval:

A. You have advanced or metastatic breast cancer (breast cancer that has spread to other

parts of the body)

You are a postmenopausal (after menopause) female or a male

Pigray will be used in combination with Faslodex (fulvestrant)

Your breast cancer is hormone receptor (HR: type of protein)-positive, human epidermal

growth factor receptor 2 (HER2: type of protein)-negative with PIK3CA (type of gene)-

mutation as detected by a Food and Drug Administration (FDA)-approved test

E. You have disease progression on or after an endocrine-based regimen (your disease has
worsened after using a type of hormone therapy)

oow

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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ALPELISIB-PIQRAY

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Pigray.

REFERENCES

¢ Pigray [Prescribing Information]. East Hanover, NJ. Novartis Pharmaceuticals Corp., July 2021.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 08/19
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ALPELISIB - VIJOICE

Generic Brand HICL GCN Medi-Span Exception/Other
ALPELISIB VIJOICE 45761 GPI-10 BRAND # PIQRAY
(9948601000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of PIK3CA-related overgrowth spectrum (PROS) and meet ALL
of the following criteria?
e The patient is 2 years of age or older
o The patient has severe manifestations of PROS that require systemic therapy

If yes, approve for 12 months by GPID or GPI-14 for the requested strength as follows:
¢ 50 mg daily dose: #28 per 28 days.

e 125 mg daily dose: #28 per 28 days.

e 250 mg daily dose: #56 per 28 days.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ALPELISIB - VIJOICE requires the following rule(s) be met for approval:

A. You have PIK3CA-related overgrowth spectrum (PROS: group of disorders that cause
overgrowth of parts of the body due to mutations in a type of gene)

B. You are 2 years of age or older

C. You have severe manifestations of PROS that require systemic therapy (treatment that
targets the entire body)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Vijoice.

REFERENCES

¢ Vijoice [Prescribing Information]. East Hanover, NJ: Novartis Pharmaceuticals, Corp.; April 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 08/22
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AMANTADINE EXTENDED RELEASE

Generic Brand HICL GCN Medi-Span Exception/Other
AMANTADINE GOCOVRI 43787 GPI-14
EXTENDED 43788 (73200010107020)
RELEASE (73200010107040)
AMANTADINE OSMOLEX ER 44471 GPI-14
HCL 44472 (73200010107520)
44473 (73200010107530)
48017 (73200010107540)
(7320001010C320)

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

GUIDELINES FOR USE

GOCOVRI

1. Does the patient have a diagnosis of Parkinson's disease and meet ALL of the following criteria?

The patient has dyskinesia
The patient is receiving levodopa-based therapy
The patient had a trial of generic amantadine capsules, tablets, or solution

If yes, approve for 12 months by GPID or GPI-14 for all the following strengths with the
following quantity limits:

e Gocovri 68.5mg: #1 per day.

e Gocovri 137mg: #2 per day.

If no, continue to #2.

2. Does the patient have a diagnosis of Parkinson's disease and meet ALL of the following criteria?

The patient is experiencing 'off' episodes
Therapy is given as an adjunctive treatment to levodopa/carbidopa therapy
The patient had a trial of generic amantadine capsules, tablets, or solution

If yes, approve for 12 months by GPID or GPI-14 for all the following strengths with the
following quantity limits:

e Gocovri 68.5mg: #1 per day.

e Gocovri 137mg: #2 per day.

If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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AMANTADINE EXTENDED RELEASE
GUIDELINES FOR USE - GOCOVRI (CONTINUED)

GOCOVRI DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named AMANTADINE EXTENDED RELEASE (Gocovri) requires the following
rule(s) be met for approval:
A. You have Parkinson's disease (nervous system disorder that affects movement)
B. If you have dyskinesia (abnormal involuntary movements), approval also requires:
1. You are receiving levodopa-based therapy
2. You have previously tried generic amantadine capsules, tablets, or solution
C. If you are experiencing 'off' episodes (when the medication stops working), approval also
requires:
1. You are also receiving levodopa-carbidopa therapy
2. You have previously tried generic amantadine capsules, tablets, or solution

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

OSMOLEX ER
1. Does the patient have a diagnosis of Parkinson's disease?

If yes, continue to #3.
If no, continue to #2.

2. lIs the request for the treatment of drug-induced extrapyramidal symptoms (EPS) AND the patient
meets the following criterion?

e The patient is 18 years of age or older

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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AMANTADINE EXTENDED RELEASE
GUIDELINES FOR USE - OSMOLEX ER (CONTINUED)

3. Does the patient meet ALL of the following criteria?
o Therapy is prescribed by or given in consultation with a psychiatrist, neurologist, or geriatrician
e The patient has had a trial of generic amantadine IR capsules, tablets, or solution

If yes, approve for 12 months by GPID or GPI-14 for all strengths with a quantity limit of
#1 per day.
If no, do not approve.

OSMOLEX ER DENIAL TEXT: *Some terms are already pre-defined in parenthesis.
Please use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named AMANTADINE EXTENDED RELEASE (Osmolex ER) requires the

following rule(s) be met for approval:

A. You have Parkinson's disease (nervous system disorder that affects movement) OR you are
being treated for drug-induced extrapyramidal symptoms (group of movement disorders)

B. Therapy is prescribed by or given in consultation with a psychiatrist (mental disorder doctor),
neurologist (nerve doctor), or geriatrician (doctor who treats elderly people)

C. You have previously tried generic amantadine immediate-release capsules, tablets or
solution

D. If you are being treated for drug-induced extrapyramidal symptoms, approval also
requires:
1. You are 18 years of age or older

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Gocovri
and Osmolex ER.

REFERENCES
e Gocovri [Prescribing Information]. Emeryville, CA: Adamas Pharma, LLC.; January 2021.

e Osmolex ER [Prescribing Information]. Bridgewater, NJ: Vertical Pharmaceuticals, LLC. October
2019.

CONTINUED ON NEXT PAGE
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AMANTADINE EXTENDED RELEASE

Library Commercial NSA
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AMBRISENTAN
Generic Brand HICL GCN Medi-Span Exception/Other
AMBRISENTAN LETAIRIS, 34849 GPI-10
AMBRISENTAN (4016000700)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of pulmonary arterial hypertension (WHO Group 1) and meet
ALL of the following criteria?

e Therapy is prescribed by or in consultation with a cardiologist or pulmonologist

e The patient has NYHA-WHO Functional Class Il to IV symptoms

e The patient does not have idiopathic pulmonary fibrosis (IPF)

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

2. Does that patient have a documented confirmatory PAH diagnosis based on right heart
catheterization with the following parameters?

¢ Mean pulmonary artery pressure (PAP) of > 20 mmHg

e Pulmonary capillary wedge pressure (PCWP) of < 15 mmHg

e Pulmonary vascular resistance (PVR) of = 3 Wood units

If yes, approve for 12 months by HICL or GPI-10 for #1 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named AMBRISENTAN (Letairis) requires the following rule(s) be met for

approval:

A. You have pulmonary arterial hypertension (a type of heart and lung condition) (World Health
Organization Group 1)

B. Therapy is prescribed by or in consultation with a cardiologist (heart doctor) or pulmonologist
(lung doctor)

C. You have New York Heart Association-World Health Organization (NYHA-WHO) Functional
Class Il to IV symptoms (a classification system of heart failure symptoms)

D. You do not have idiopathic pulmonary fibrosis (scarring of the lungs for an unknown reason)

(Initial denial text continued on next page)
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AMBRISENTAN
INITIAL CRITERIA (CONTINUED)

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

1. Mean pulmonary artery pressure (PAP) greater than 20 mmHg
2. Pulmonary capillary wedge pressure (PCWP) less than or equal to 15 mmHg
3. Pulmonary vascular resistance (PVR) greater than or equal to 3 Wood units

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RENEWAL CRITERIA
1. Does the patient have a diagnosis of pulmonary arterial hypertension (PAH) (WHO Group 1)?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

2. Does the patient meet ONE of the following criteria?
e The patient has shown improvement from baseline in the 6-minute walk distance test
e The patient has remained stable from baseline in the 6-minute walk distance test AND World
Health Organization (WHO) functional class has remained stable or improved

If yes, approve for 12 months by HICL or GPI-10 for #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named AMBRISENTAN (Letairis) requires the following rule(s) be met for
renewal:
A. You have pulmonary arterial hypertension (a type of heart and lung condition) (World Health
Organization Group 1)
B. You meet ONE of the following:
1. You have shown improvement from baseline in the 6-minute walk distance test
2. You have remained from baseline in the 6-minute walk distance test AND World Health
Organization (WHO) functional class has remained stable or improved
(Renewal denial text continued on next page)
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RENEWAL CRITERIA (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Letairis.
REFERENCES
o Letairis [Prescribing Information]. Foster City, CA: Gilead Sciences, Inc.; August 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/22
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AMIFAMPRIDINE

Generic Brand HICL GCN Medi-Span Exception/Other
AMIFAMPRIDINE | FIRDAPSE | 36930 GPI-10

(7600001210)
AMIFAMPRIDINE | RUZURGI | 34158 GPI-10

(6270104010)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of Lambert-Eaton myasthenic syndrome (LEMS) and meet ALL
of the following criteria?
e Therapy is prescribed by or in consultation with a neurologist or hematologist-oncologist
e Diagnosis is confirmed by ALL of the following:
Electrodiagnostic studies (e.g., reduced compound muscle action potential (CMAP)) and/or
voltage-gated calcium channel (VGCC) antibody testing
Clinical triad of muscle weakness, autonomic dysfunction, and decreased tendon reflexes

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

2. Is the request for Firdapse and the patient meets the following criterion?
o The patient is 6 years of age or older

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #8 per day.
If no, continue to #3.

3. Is the request for Ruzurgi?
If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #10 per day.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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AMIFAMPRIDINE
INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named AMIFAMPRIDINE (Firdapse, Ruzurgi) requires the following rule(s) be
met for approval:
A. You have Lambert-Eaton myasthenic syndrome (a type of muscle disorder)
B. Therapy is prescribed by or in consultation with a neurologist (type of brain doctor) or
hematologist-oncologist (a type of blood-cancer doctor)
C. Diagnosis is confirmed by ALL of the following:
1. Electrodiagnostic studies and/or voltage-gated calcium channel (types of lab tests)
antibody testing
2. Three clinical symptoms of muscle weakness, autonomic dysfunction (nerve
dysfunction), and decreased tendon reflexes
D. If you are requesting Firdapse, approval also requires:
1. You are 6 years of age or older

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of Lambert-Eaton myasthenic syndrome (LEMS) AND meet the
following criterion?

e The patient has experienced improvement or stabilization in muscle weakness compared to
baseline

If yes, approve for 12 months for the requested drug as follows:
o Firdapse: Approve by HICL or GPI-10 with a quantity limit of #8 per day.
¢ Ruzurgi: Approve by HICL or GPI-10 with a quantity limit of #10 per day.

If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 67 of 1425



Me;liﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

AMIFAMPRIDINE
RENEWAL CRITERIA (CONTINUED)

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named AMIFAMPRIDINE (Firdapse, Ruzurgi) requires the following rule(s) be

met for renewal:

A. You have Lambert-Eaton myasthenic syndrome (a type of muscle disorder)

B. You have experienced improvement or stabilization in muscle weakness compared to
baseline

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Firdapse
and Ruzurgi.

REFERENCES

e Firdapse [Prescribing Information]. Coral Gables, FL: Catalyst Pharmaceuticals, Inc; September
2022.

¢ Ruzurgi [Prescribing Information]. Princeton, NJ: Jacobus Pharmaceutical Company, Inc., May
2019.

Library Commercial NSA
Yes Yes No
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AMIKACIN LIPOSOMAL INHALATION

Generic Brand HICL GCN Medi-Span Exception/Other
AMIKACIN ARIKAYCE | 45298 GPI-10

LIPOSOMAL/NEB. (0700001012)

ACCESSR

GUIDELINES FOR USE

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

1. Does the patient have a diagnosis of Mycobacterium avium complex (MAC) lung disease with
limited or no alternative treatment options and meet ALL of the following criteria?

The patient is 18 years of age or older

The patient has NOT achieved negative sputum cultures after a minimum of 6 consecutive
months of multidrug background regimen therapy

Arikayce will be used as part of a combination antibacterial drug regimen

Arikayce is being prescribed by or given in consultation with a pulmonologist or infectious
disease specialist physician

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #8.4mL (1 vial) per
day.

APPROVAL TEXT: Renewal requires that the patient has not had a positive MAC sputum
culture after consecutive negative cultures and also has had improvement in symptoms.
Additionally, for first renewal requests, approval requires documentation of at least one negative
sputum culture for MAC by six months of Arikayce treatment. For second and subsequent
renewal requests, approval requires documentation of at least three negative sputum cultures
for MAC by 12 months of Arikayce treatment.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named AMIKACIN LIPOSOMAL INHALATION (Arikayce) requires the following
rule(s) be met for approval:

A. You have Mycobacterium avium complex (MAC — group of bacteria that cause serious
infections) lung disease with limited or no alternative treatment options

You are 18 years of age or older

You have NOT achieved negative sputum cultures (mucus tests) after using multidrug
background regimen therapy for at least 6 months in a row

Arikayce will be used as part of a combination antibacterial drug regimen

Arikayce is being prescribed by or given in consultation with a pulmonologist (lung doctor) or
infectious disease specialist physician

(Initial denial text continued on next page)
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AMIKACIN LIPOSOMAL INHALATION
INITIAL CRITERIA (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Is the request for the first renewal of Arikayce for the treatment of patients with a diagnosis of
Mycobacterium avium complex (MAC) lung disease and the patient meets ALL of the following
criteria?

e There is documentation of at least ONE negative sputum culture for MAC by 6 months of
Arikayce treatment

o The patient has NOT had a positive MAC sputum culture after consecutive negative cultures
The patient has had an improvement in symptoms

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #8.4mL (1 vial) per
day.
If no, continue to #2.

2. s the request for the second or subsequent renewal of Arikayce for treatment of patients with a
diagnosis of Mycobacterium avium complex (MAC) lung disease and the patient meets ALL of the
following criteria?

e There is documentation of at least THREE negative sputum cultures for MAC by 12 months of
Arikayce treatment

e The patient has NOT had a positive MAC sputum culture after consecutive negative cultures

e The patient has had an improvement in symptoms

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #8.4mL (1 vial) per
day.

If no, do not approve.

DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUE ON NEXT PAGE
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AMIKACIN LIPOSOMAL INHALATION
INITIAL CRITERIA (CONTINUED)

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named AMIKACIN LIPOSOMAL INHALATION (Arikayce) requires the following

rule(s) be met for renewal:

A. You have Mycobacterium avium complex (MAC- group of bacteria that cause serious infections)
lung disease

B. You have not had a positive Mycobacterium avium complex sputum culture (mucus test) after
repeated negative cultures

C. You have experienced an improvement in symptoms

D. You meet ONE of the following:

1. For first renewal requests, approval also requires documentation of at least ONE negative
sputum culture (mucus test) for Mycobacterium avium complex by 6 months of Arikayce
treatment

2. For second or later renewal requests, approval also requires documentation of at least
THREE negative sputum cultures (mucus test) for Mycobacterium avium complex by 12
months of Arikayce treatment

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Arikayce.
REFERENCES
¢ Arikayce [Prescribing information]. Bridgewater, NJ: Insmed Incorporated; September 2018.
Library Commercial NSA
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AMLODIPINE SUSPENSION

Generic Brand HICL GCN Medi-Span Exception/Other
AMLODIPINE KATERZIA | 45864 GPI-10
BENZOATE (3400000308)

GUIDELINES FOR USE
1. Is the patient unable to swallow oral amlodipine tablets at prescribed dose?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of 10mL per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named AMLODIPINE SUSPENSION (Katerzia) requires the following rule(s) be
met for approval:
A. You are unable to swallow oral amlodipine tablets at prescribed dose

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Katerzia.

REFERENCES
o Katerzia [Prescribing Information]. Greenwood Village, CO: Silvergate Pharmaceuticals, Inc., July
2019.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 02/20
Commercial Effective: 04/01/20 Client Approval: 02/20 P&T Approval: 01/20

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlmpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 72 of 1425




Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

AMLODIPINE/CELECOXIB

Generic Brand HICL GCN | Medi-Span Exception/Other
AMLODIPINE CONSENSI | 44972 GPI-10
BESYLATE/CELECOXIB (3499870210)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of both hypertension and osteoarthritis and meet ALL of the
following criteria?

o The patient is 18 years of age or older

e The patient had a trial of amlodipine AND celecoxib

o The patient has an adherence or other challenge which requires the use of the combination
product over separate agents

e Consensi will NOT be used together with any other calcium channel blocker agents (e.g.
diltiazem, felodipine, verapamil)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.
If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these

definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named AMLODIPINE/CELECOXIB (Consensi) requires the following rule(s) be
met for approval:
You have both hypertension (abnormal high blood pressure) and osteoarthritis (a type of
arthritis that occurs when tissue at the ends of your bones wears down)

You are 18 years of age or older
You have previously tried amlodipine AND celecoxib
You have an adherence or other challenge requiring the use of the combination product

A.

oow

m

over separate agents

You will NOT use Consensi together with any other calcium channel blocker agents (such
as diltiazem, felodipine, verapamil)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Consensi.

REFERENCES

o Consensi [Prescribing Information]. Hot Springs, AR: Burke Therapeutics, LLC; February 2017.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 02/20

Commercial Effective: 04/01/20 Client Approval: 02/20 P&T Approval: 01/20
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AMPHETAMINE SULFATE

Generic Brand HICL GCN Medi-Span Exception/Other
AMPHETAMINE | EVEKEO 19821 GPI-14
SULFATE 19822 (61100010100320,

61100010100310)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of narcolepsy AND meet the following criterion?
o The patient is 6 years of age or older

If yes, approve the requested strength for 12 months by GPID or GPI-14 with a quantity
limit of #6 per day.
If no, continue to #2.

2. Does the patient have a diagnosis of attention deficit disorder with hyperactivity and meet ALL of
the following criteria?

o The patient is 3 years of age or older

e The patient had a previous trial of at least ONE of the following stimulant medications: mixed
amphetamine salts (Adderall IR), methylphenidate (Ritalin IR), or dextroamphetamine
(Dexedrine)

If yes, approve the requested strength for 12 months by GPID or GPI-14 with a quantity
limit of #4 per day.
If no, continue to #3.
3. Is the requested medication being used for weight loss or exogenous obesity?
If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

4. Are weight loss products (anti-obesity medications) a covered benefit?

If yes, continue to #5.
If no, guideline does not apply for plans that exclude treatment of obesity.

5. Is this an initial request (per MRF and claims history)?
If yes, continue to #6.
If no, do not approve.

DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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AMPHETAMINE SULFATE

GUIDELINES FOR USE (CONTINUED)

6. Does the patient meet ALL of the following criteria?

The patient is 12 years of age or older
The patient had a previous trial of other weight loss medications (e.g., Contrave, Belviq,
Qsymia, Xenical, phentermine, phendimetrazine, benzphetamine, diethylpropion)

If yes, approve the requested strength for 12 weeks by GPID or GPI-14 with a quantity
limit of #3 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it

Our guideline named AMPHETAMINE SULFATE (Evekeo) requires the following rule(s) be met
for approval:
A. You have ONE of the following diagnoses:
1. Narcolepsy (condition where you suddenly fall asleep)
2. Attention deficit disorder with hyperactivity (difficulty paying attention)
3. Use for weight loss or exogenous obesity (overweight due to overeating)
B. If you have narcolepsy, approval also requires:
1. You are 6 years of age or older
C. If you have attention deficit disorder with hyperactivity, approval also requires:
1. You are 3 years of age or older
2. You had a previous trial of at least ONE of the following stimulant medications: mixed
amphetamine salts (Adderall immediate release), methylphenidate (Ritalin immediate
release), dextroamphetamine (Dexedrine)
D. If the request is for weight loss or exogenous obesity, approval also requires:
1. You are 12 years of age or older
2. You had a previous trial of other weight loss medications such as Contrave, Belviq,
Qsymia, Xenical, phentermine, phendimetrazine, benzphetamine, diethylpropion
Note: The approval of Evekeo for use as a short-term adjunct (add-on) in a regimen of
weight reduction is for a maximum duration of 12 weeks

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Evekeo.
REFERENCES
e Evekeo [Prescribing Information]. Atlanta, GA: Arbor Pharmaceuticals LLC; August 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/15
Commercial Effective: 05/01/20 Client Approval: 04/20 P&T Approval: 07/19
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AMPHETAMINE SULFATE ODT

Generic Brand HICL GCN Medi-Span Exception/Other
AMPHETAMINE | EVEKEO ODT 45976 | GPI-14
SULFATE 45977 | (61100010107210,
45978 | 61100010107220,
45979 | 61100010107230,
61100010107240)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of attention deficit disorder with hyperactivity (ADHD) and meet
ALL of the following criteria?
e The patient is 6 to 17 years of age
o The patient is unable to swallow amphetamine sulfate tablets
e The patient had a trial of TWO of the following immediate-release stimulant medications:
methylphenidate, dexmethylphenidate, amphetamine, dextroamphetamine,
dextroamphetamine-amphetamine

If yes, approve the requested strength for 12 months by GPID or GPI-14 with the following
quantity limits:

e 5mg: #8 per day.

e 10 mg: #4 per day.

e 15 mg and 20 mg: #2 per day.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named AMPHETAMINE SULFATE ODT (Evekeo ODT) requires the following
rule(s) be met for approval:

OO

You have attention deficit disorder with hyperactivity (ADHD: difficulty paying attention)
You are 6 to 17 years of age
You are unable to swallow amphetamine sulfate tablets
You had a trial of TWO of the following immediate-release stimulant medications:

methylphenidate, dexmethylphenidate, amphetamine, dextroamphetamine,
dextroamphetamine-amphetamine

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve

this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Evekeo
ODT.

REFERENCES

o Evekeo ODT [Prescribing Information]. Atlanta, GA: Arbor Pharmaceuticals LLC; September 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 11/22

Commercial Effective: 04/01/23 Client Approval: 02/23 P&T Approval: 10/22
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ANABOLIC STEROIDS

Generic Brand HICL GCN Medi-Span Exception/Other
OXYMETHOLONE | ANADROL-50 | 01409 GPI-10
(2320005000)
OXANDROLONE OXANDRIN 01412 GPI-10 FDB: ROUTE #
(2320004000) MISCELL.

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

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

ANADROL-50

1. Does the patient have a diagnosis of anemia and meet ALL of the following criteria?
¢ The anemia is caused by one of the following conditions: acquired aplastic anemia, congenital
aplastic anemia, myelofibrosis and the hypoplastic anemias, or Fanconi's anemia
e The patient does not have any of the following contraindications to anabolic steroid therapy:

O
O
@)
O
O

Known or suspected carcinoma of the prostate or breast in male patients
Known or suspected carcinoma of the breast in females with hypercalcemia
Known or suspected nephrosis (the nephrotic phase of nephritis)

Known or suspected hypercalcemia

Severe hepatic dysfunction

e The patient will be monitored for peliosis hepatis, liver cell tumors and blood lipid changes

If yes, approve for 6 months by HICL or GPI-10.
If no, continue to #2.

CONTINUED ON NEXT PAGE
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ANABOLIC STEROIDS

INITIAL CRITERIA - ANADROL-50 (CONTINUED)

2. Does the patient have a diagnosis of cachexia associated with AIDS and meet the following
criteria?

The patient is on anti-retroviral therapy

The patient has a documented viral load (with date) of less than 200 copies per mL within the

past 3 months

Therapy is prescribed by or given in consultation with a gastroenterologist, nutritional Support

Specialist (SBS) or Infectious Disease specialist

The patient meets ONE of the following criteria:

o The patient has 10% unintentional weight loss over 12 months

o The patient has 7.5% unintentional weight loss over 6 months

o The patient has 5% body cell mass (BCM) loss within 6 months

o The patient has a body cell mass (BCM) of less than 35% (men) and a body mass index (BMI)
of less than 27 kg per meter squared

o The patient has a body cell mass (BCM) of less than 23% (women) of total body weight and
a body mass index (BMI) of less than 27 kg per meter squared

o The patient has a BMI of less than 18.5 kg per meter squared

The patient does not have any of the following contraindications to anabolic steroid therapy:

o Known or suspected carcinoma of the prostate or breast in male patients

o Known or suspected carcinoma of the breast in females with hypercalcemia

o Known or suspected nephrosis (the nephrotic phase of nephritis)

o Known or suspected hypercalcemia

o Severe hepatic dysfunction

The patient will be monitored for peliosis hepatis, liver cell tumors and blood lipid changes

If yes, approve for 12 weeks by HICL or GPI-10.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named ANABOLIC STEROIDS (Anadrol-50) requires the following rule(s) be
met for approval:

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

B. You will be monitored for peliosis hepatis (blood-filled spaces in the liver), liver cell tumors
and blood lipid (fats) changes

(Initial denial text continued on next page)
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ANABOLIC STEROIDS

INITIAL CRITERIA - ANADROL-50 (CONTINUED)

C. You do not have ANY of the following reasons why you cannot use anabolic steroid therapy:
1. Known or suspected prostate or breast cancer in male patients
2. Known or suspected breast cancer in females with hypercalcemia (high calcium levels)
3. Known or suspected nephrosis (the nephrotic phase of nephritis-kidney inflammation)
4. Known or suspected hypercalcemia (high calcium levels)
5. Severe hepatic (liver) dysfunction
D. If you have anemia, approval also requires:
1. The anemia is caused by one of the following conditions: acquired aplastic anemia,
congenital aplastic anemia, myelofibrosis and the hypoplastic anemias, or Fanconi's
E. If you have cachexia associated with AIDS, approval also requires:
1. You are on anti-retroviral therapy (therapy that treats a type of immune system virus)
2. You have a documented viral load (amount of virus in your blood) of less than 200
copies per mL dated within the past 3 months
3. Therapy is prescribed by or given in recommendation with a gastroenterologist (doctor of
the stomach, intestine and related organs), nutritional support specialist (SBS), or
infectious disease specialist
4. You meet ONE of the following:

a.
b. You have 7.5% unintentional weight loss over 6 months

C.

d. You have a BCM of less than 35% (men) and a body mass index (BMI) of less than

e.

f.

You have 10% unintentional weight loss over 12 months
You have 5% body cell mass (BCM) loss within 6 months

27 kg per meter squared

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

You have a BMI of less than 18.5 kg per meter squared

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023

Page 82 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ANABOLIC STEROIDS
INITIAL CRITERIA (CONTINUED)
OXANDRIN

1. Is the request for adjunctive therapy to promote weight gain and the patient meet ALL of the

following criteria?

e The patient's weight loss is due to one of the following conditions: extensive surgery, chronic
infections, or severe trauma

e The patient does not have any of the following contraindications to anabolic steroid therapy:
o Known or suspected carcinoma of the prostate or breast in male patients
o Known or suspected carcinoma of the breast in females with hypercalcemia
o Known or suspected nephrosis (the nephrotic phase of nephritis)
o Known or suspected hypercalcemia
o Severe hepatic dysfunction

o The patient will be monitored for peliosis hepatis, liver cell tumors and blood lipid changes

If yes, approve for 12 weeks by HICL or GPI-10.
If no, continue to #2.

2. s the request for adjunctive therapy to offset the protein catabolism associated with prolonged
administration of corticosteroids and the patient meet ALL of the following criteria?
e The patient does not have any of the following contraindications to anabolic steroid therapy:
o Known or suspected carcinoma of the prostate or breast in male patients
o Known or suspected carcinoma of the breast in females with hypercalcemia
o Known or suspected nephrosis (the nephrotic phase of nephritis)
o Known or suspected hypercalcemia
o Severe hepatic dysfunction
e The patient will be monitored for peliosis hepatis, liver cell tumors and blood lipid changes

If yes, approve for 6 months by HICL or GPI-10.
If no, continue to #3.

3. Is the request for the relief of the bone pain accompanying osteoporosis and the patient meet ALL
of the following criteria?
e The patient does not have any of the following contraindications to anabolic steroid therapy:
o Known or suspected carcinoma of the prostate or breast in male patients
o Known or suspected carcinoma of the breast in females with hypercalcemia
o Known or suspected nephrosis (the nephrotic phase of nephritis)
o Known or suspected hypercalcemia
o Severe hepatic dysfunction
e The patient will be monitored for peliosis hepatis, liver cell tumors and blood lipid changes

If yes, approve for 6 months by HICL or GPI-10.
If no, continue to #4.
CONTINUED ON NEXT PAGE
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ANABOLIC STEROIDS

INITIAL CRITERIA - OXANDRIN (CONTINUED)

4. Does the patient have a diagnosis of cachexia associated with AIDS and meet ALL of the following
criteria?

The patient is on anti-retroviral therapy

The patient has a documented viral load (with date) of less than 200 copies per mL within the

past 3 months

Therapy is prescribed by or given in consultation with a gastroenterologist, nutritional support

specialist (SBS) or Infectious disease specialist

The patient meets ONE of the following criteria:

o The patient has 10% unintentional weight loss over 12 months,

o The patient has 7.5% unintentional weight loss over 6 months

o The patient has 5% body cell mass (BCM) loss within 6 months

o The patient has a body cell mass (BCM) of less than 35% (men) and a body mass index (BMI)
less than 27 kg per meter squared

o The patient has a body cell mass (BCM) of less than 23% (women) of total body weight and
a body mass index (BMI) less than 27 kg per meter squared

o The patient has a BMI of less than 18.5 kg per meter squared

The patient does not have any of the following contraindications to anabolic steroid therapy:

o Known or suspected carcinoma of the prostate or breast in male patients

o Known or suspected carcinoma of the breast in females with hypercalcemia

o Known or suspected nephrosis (the nephrotic phase of nephritis)

o Known or suspected hypercalcemia

o Severe hepatic dysfunction

The patient will be monitored for peliosis hepatis, liver cell tumors and blood lipid changes

If yes, approve for 12 weeks by HICL or GPI-10.
If no, continue to #5.

5. Does the patient have a diagnosis of Turner's Syndrome and meet ALL of the following criteria?

The patient does not have any of the following contraindications to anabolic steroid therapy:
o Known or suspected carcinoma of the prostate or breast in male patients

o Known or suspected carcinoma of the breast in females with hypercalcemia

o Known or suspected nephrosis (the nephrotic phase of nephritis)

o Known or suspected hypercalcemia

o Severe hepatic dysfunction

The patient will be monitored for peliosis hepatis, liver cell tumors and blood lipid changes

If yes, approve for 6 months by HICL or GPI-10.
If no, do not approve.
DENIAL TEXT: See Oxandrin initial denial text on the next page.

CONTINUED ON NEXT PAGE
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named ANABOLIC STEROIDS (Oxandrin) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Weight loss
2. Protein catabolism (breakdown) caused by long-term use of corticosteroids
3. Bone pain accompanying osteoporosis (weak and brittle bones)
4. Cachexia (condition with extreme weight loss and muscle loss) associated with AIDS
(acquired immune deficiency syndrome)
5. Turner's Syndrome (disorder where female has one X chromosome
B. You will be monitored for peliosis hepatis (blood-filled spaces in the liver), liver cell tumors and
blood lipid (fats) changes
C. You do not have ANY of the following reasons why you cannot use anabolic steroid therapy:
1. Known or suspected prostate or breast cancer in male patients
2. Known or suspected breast cancer in females with hypercalcemia (high calcium levels)
3. Known or suspected nephrosis (the nephrotic phase of nephritis-kidney inflammation)
4. Known or suspected hypercalcemia (high calcium levels)
5. Severe hepatic (liver) dysfunction
D. If you have weight loss, approval also requires:
1. Your weight loss is caused by extensive surgery, chronic infections, or severe trauma
2. Medication is being used as add-on therapy to help weight gain
E. If you have cachexia associated with AIDS, approval also requires:
1. You are on anti-retroviral therapy (therapy that treats a type of immune system virus)
2. You have a documented viral load (amount of virus in your blood) of less than 200 copies
per mL dated within the past 3 months
3. Therapy is prescribed by or given in consultation with a gastroenterologist (doctor of the
stomach, intestine and related organs), nutritional support specialist (SBS) or infectious
disease specialist
4. You meet ONE of the following:
a. You have 10% unintentional weight loss over 12 months
b. You have 7.5% unintentional weight loss over 6 months
c. You have 5% body cell mass (BCM) loss within 6 months
d. You have a BCM of less than 35% (men) and a body mass index (BMI) of less than 27 kg
per meter squared
e. You have a BCM of less than 23% (women) of total body weight and a body mass index
(BMI) of less than 27 kg per meter squared
f.  You have a BMI of less than 18.5 kg per meter squared
(Initial denial text continued on next page)
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INITIAL CRITERIA - OXANDRIN (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RENEWAL CRITERIA

(NOTE: For the diagnosis of anemia, weight loss, protein catabolism associated with prolonged
administration of corticosteroids, bone pain accompanying osteoporosis, or Turner's Syndrome, please
refer to the Initial Criteria section)

OXANDRIN and ANADROL-50

1. Is the request for cachexia associated with AIDS and the patient meet ALL of the following criteria?
e The patient is on anti-retroviral therapy
o The patient's viral load is less than 200 copies per mL within the past 3 months
e The patient has responded to therapy as measured by at least a 10% increase in weight from
baseline (current weight must have been measured within the last 4 weeks, document date of
measurement)
e The patient has not received more than 24 weeks of therapy in a calendar year

If yes, approve for 12 weeks by HICL or GPI-10. (Note: therapy is limited to 24 weeks per
calendar year.)

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ANABOLIC STEROIDS (Oxandrin and Anadrol-50) requires the
following rule(s) be met for renewal:

You have cachexia (condition with extreme weight loss and muscle loss) associated with AIDS
(acquired immune deficiency syndrome)

You are on anti-retroviral therapy (therapy that treats a type of immune system virus)

Your viral load (amount of virus in your blood) is less than 200 copies per mL within the past 3
months

You have a 10% increase in weight from baseline (current weight must have been measured
within the last 4 weeks, document date of measurement)

You have not received more than 24 weeks of therapy in a calendar year

(Renewal denial text continued on next page)

>

O oW

m

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlmpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 86 of 1425



./
Medimpact
STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES
ANABOLIC STEROIDS
RENEWAL CRITERIA (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Anadrol-
50 and Oxandrin.

REFERENCES
¢ Anadrol-50 [Prescribing Information]. Marietta, GA: Alaven Pharmaceutical LLC; October 2012
e Oxandrin [Prescribing Information]. East Brunswick, NJ: Savient Pharmaceuticals; April 2007.
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ANAKINRA
Generic Brand HICL GCN Medi-Span Exception/Other
ANAKINRA KINERET 22953 GPI-10
(6626001000)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
1. Is the request for the treatment of coronavirus disease 2019 (COVID-19) in a hospitalized adult?

If yes, do not approve. [NOTE: This indication is for hospital use only.]
DENIAL TEXT: See initial denial text at the end of the guideline.
If no, continue to #2.

2. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) and meet ALL of

the following criteria?

o The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with a rheumatologist

e The patient had a trial of or contraindication to at least 3 months of treatment with ONE DMARD
(disease-modifying antirheumatic drugs), such as methotrexate dose greater than or equal to
20mg per week or maximally tolerated dose, leflunomide, hydroxychloroquine, or sulfasalazine

e The patient meets ONE of the following:

o The patient had a trial of or contraindication to TWO of the following preferred agents:
Enbrel, Humira, Rinvoq, Xeljanz (IR/XR)

o The patient has tried a TNF inhibitor (e.g., Humira, Enbrel) AND the physician has indicated
the patient cannot use a JAK inhibitor (e.g., Rinvoq, Xeljanz) due to the black box warning
for increased risk of mortality, malignancies, and serious cardiovascular events
[NOTE: Pharmaceutical samples acquired from the prescriber or manufacturer assistance
program do not qualify]

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #28 syringes per 28
days.

If no, continue to #3.

3. Does the patient have a diagnosis of Neonatal-Onset Multisystem Inflammatory Disease (NOMID)
Cryopyrin-Associated Periodic Syndromes (CAPS)?

If yes, approve for 12 months by HICL or GPI-10.
If no, continue to #4.

4. Does the patient have a diagnosis of Deficiency of Interleukin-1 Receptor Antagonist (DIRA)?

If yes, approve for 12 months by HICL or GPI-10.
If no, do not approve.

DENIAL TEXT: See the initial denial text at the end of the guideline.
CONTINUED ON NEXT PAGE
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ANAKINRA

INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named ANAKINRA (Kineret) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:

1. Moderate to severe rheumatoid arthritis (a type of joint condition)

2. Neonatal-Onset Multisystem Inflammatory Disease (NOMID) Cryopyrin-Associated
Periodic Syndromes (CAPS) (a type of immune disorder)

3. Deficiency of Interleukin-1 Receptor Antagonist (a type of immune system disorder)

B. If you have moderate to severe rheumatoid arthritis, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune
system doctor)

3. You had a trial of or contraindication (harmful for) to at least 3 months of treatment with
ONE DMARD (disease-modifying antirheumatic drugs), such as methotrexate dose
greater than or equal to 20mg per week or maximally tolerated dose, leflunomide,
hydroxychloroquine, or sulfasalazine

4. You meet ONE of the following:

a. You had a trial of or contraindication (harmful for) to TWO of the following preferred
medications: Enbrel, Humira, Rinvoq, Xeljanz (immediate release/extended release)
b. You have tried a tumor necrosis factor (TNF) inhibitor (such as Humira, Enbrel) AND
your physician has indicated you cannot use a JAK inhibitor (such as Rinvoq,
Xeljanz) due to the black box warning for increased risk of mortality (death),
malignancies (cancerous), and serious cardiovascular (heart-related) events
NOTE: Kineret will not be approved for the treatment of coronavirus disease 2019 (COVID-19)
in hospitalized adults

NOTE: The use of pharmaceutical samples (from the prescriber or manufacturer assistance
program) will not be considered when evaluating the medical condition or prior prescription
history for drugs that require prior authorization.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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ANAKINRA
GUIDELINES FOR USE (CONTINUED)
RENEWAL CRITERIA

NOTE: For the diagnoses of Neonatal-Onset Multisystem Inflammatory Disease (NOMID) Cryopyrin-
Associated Periodic Syndromes (CAPS) or Deficiency of Interleukin-1 Receptor Antagonist (DIRA),
please refer to the Initial Criteria section.

1. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) AND meet the
following criterion?
e The patient has experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #28 syringes per
28 days.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ANAKINRA (Kineret) requires the following rule(s) be met for renewal:

A. You have moderate to severe rheumatoid arthritis (RA: a type of joint condition)

B. You have experienced or maintained a 20% or greater improvement in tender joint count or
swollen joint count while on therapy

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Kineret.

REFERENCES

¢ Kineret [Prescribing Information]. SE-112 76 Stockholm, Sweden: Swedish Orphan Biovitrum AB
(publ); December 2020.
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ANTI-OBESITY AGENTS

Generic Brand HICL GCN Medi-Span Exception/Other

NALTREXONE CONTRAVE ER | 41389 GPI-10

HCL/ (6125990250)

BUPROPION HCL

PHENTERMINE/ QSYMIA 39347 GPI-10

TOPIRAMATE (6120990230)

LIRAGLUTIDE SAXENDA 37637 | GPI-10
(6125205000)

ORLISTAT XENICAL, 95213 | GPI-14

ORLISTAT (61253560000120)

SEMAGLUTIDE WEGOVY 44675 GPI-10 BRAND #

(6125207000) OZEMPIC,
RYBELSUS

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
1. Are weight loss products (anti-obesity medications) a covered benefit?

If yes, continue to #2.
If no, guideline does not apply.

2. lIs the request for Contrave for weight loss or weight management and the patient meets ALL of the

following criteria?
e The patient is 18 years of age or older
¢ The patient meets ONE of the following criteria:
o Body mass index (BMI) of 30 kg/m? or greater

o BMI of 27 kg/m? or greater AND at least one weight-related comorbidity (e.g., hypertension,

type 2 diabetes mellitus, or hyperlipidemia)
¢ Evidence of active enroliment in an exercise and caloric reduction program or a weight
loss/behavioral modification program

If yes, approve for a total of 4 months by HICL or GPI-10 as follows:
e FIRST APPROVAL: #78 for 30 days.

e SECOND APPROVAL: #4 per day for 3 months with a start date of one day after the

end date of the first approval.
If no, continue to #3.

CONTINUED ON NEXT PAGE
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3. Is the request for Xenical for weight loss or weight management and the patient meets ALL of the
following criteria?
e The patient meets ONE of the following criteria:
o Body mass index (BMI) of 30 kg/m?or greater
o BMI of 27 kg/m? or greater AND at least one weight-related comorbidity (e.g., hypertension,
type 2 diabetes mellitus, or hyperlipidemia)
¢ Evidence of active enroliment in an exercise and caloric reduction program or a weight
loss/behavioral modification program

If yes, approve for a total of 3 months by GPID or GPI-14 with a quantity limit of #3 per
day.

If no, continue to #4.

4. Is the request for Qsymia for weight loss or weight management and the patient meets ALL of the
following criteria?
o Evidence of active enroliment in an exercise and caloric reduction program or a weight
loss/behavioral modification program
e The patient had a trial of or contraindication to the preferred agents: Saxenda AND Wegovy

If yes, continue to #5.
If no, continue to #7.

5. Is the patient 18 years of age or older and meets ONE of the following criteria?
e Body mass index (BMI) of 30 kg/m? or greater
e BMI of 27 kg/m? or greater AND at least one weight-related comorbidity (e.g., hypertension, type
2 diabetes mellitus, or hyperlipidemia)

If yes, approve for all of the following strengths by GPID or GPI-14 as follows:

e 3.75/23mg: #1 per day for 2 weeks.

e 7.5/46mg: #1 per day for 3 months with a start date of one day after the end date of
the first authorization.

If no, continue to #6.

CONTINUED ON NEXT PAGE
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6. Isthe patient 12 to 17 years of age AND meets the following criterion?
e The patient’s initial body mass index (BMI) is in the 95th percentile or greater for age and sex
(See table below)
95th Percentile BMI Value for Age and Sex

Age (in years) Male Female
95th Percentile BMI Value 95th Percentile BMI Value
12 24.2 25.3
12.5 24.7 25.8
13 25.2 26.3
13.5 25.6 26.8
14 26.0 27.3
14.5 26.5 27.7
15 26.8 28.1
15.5 27.2 28.5
16 27.6 28.9
16.5 27.9 29.3
17 28.3 29.6
17.5 28.6 30.0

If yes, approve for all of the following strengths by GPID or GPI-14 as follows:

o 3.75/23mg: #1 per day for 2 weeks.

e 7.5/46mg: #1 per day for 3 months with a start date of one day after the end date of
the first authorization.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

7. Is the request for Saxenda for weight loss or weight management and the patient meets ALL of the
following criteria?
e The patient is NOT currently taking a GLP-1 receptor agonist (e.g., Victoza, Byetta, Bydureon,
Tanzeum)
¢ Evidence of active enroliment in an exercise and caloric reduction program or a weight
loss/behavioral modification program

If yes, continue to #8.
If no, continue to #10.

CONTINUED ON NEXT PAGE
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8. Is the patient 18 years of age or older and meet ONE of the following criteria?
e Body mass index (BMI) of 30 kg/m? or greater
e BMI of 27 kg/m? or greater AND at least one weight-related comorbidity (e.g., hypertension, type
2 diabetes mellitus, or hyperlipidemia)

If yes, approve for 4 months by GPID or GPI-10 with a quantity limit of #15mL per 30 days.
If no, continue to #9.

9. lIs the patient 12 to 17 years of age and meets ALL of the following criteria?
o The patient’s body weight is greater than 60 kg
e The patient's initial BMI corresponds to 30 kg/m? or greater to that for adults (See table below)
BMI Cut-offs for Obesity in Patients 12 to 17 years that corresponds to 30 kg/m? in Adults

Age Body Mass Index
Males Females
12 26.02 26.67
12.5 26.43 27.24
13 26.84 27.76
13.5 27.25 28.20
14 27.63 28.57
14.5 27.98 28.87
15 28.30 29.11
15.5 28.60 29.29
16 28.88 29.43
16.5 29.14 29.56
17 29.41 29.69
17.5 29.70 29.84

If yes, approve for 3 months by GPID or GPI-10 with a quantity limit of #15mL per 30 days.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

10. Is the request for Wegovy for weight loss or weight management and the patient meets ALL of the
following criteria?
e Evidence of active enrollment in an exercise and caloric reduction program or a weight
loss/behavioral modification program
o The patient is NOT currently taking another GLP-1 receptor agonist (e.g., Victoza, Byetta,
Bydureon, Tanzeum)

If yes, continue to #11.

If no, do not approve.

DENIAL TEXT: See the initial denial text at the end of the guideline.
CONTINUED ON NEXT PAGE
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11. Is the patient 18 years of age or older and meets ONE of the following criteria?
e Body mass index (BMI) of 30 kg/m? or greater
e BMI of 27 kg/m? or greater AND at least one weight-related comorbidity (e.g., hypertension, type
2 diabetes mellitus, or hyperlipidemia)

If yes, approve all of the following strengths for 5 months by GPID or GPI-14 with the
following quantity limits:

e 0.25mg/0.5mL, 0.5mg/0.5mL, 1mg/0.5mL: #2mL per 28 days.

e 1.7mg/0.75mL, 2.4mg/0.75mL: #3mL per 28 days.

If no, continue to #12.

12. Is the patient 12 to 17 years of age AND meets the following criterion?
e The patient has an initial BMI at the 95th percentile or greater standardized for age and sex
(See table below)
BMI Cut-offs for Obesity by Age and Sex

Age Male Female
(in years) 95th Percentile BMI Value 95th Percentile BMI Value
12 24.2 25.2
12.5 24.7 25.7
13 25.1 26.3
13.5 25.6 26.8
14 26.0 27.2
14.5 26.4 27.7
15 26.8 28.1
15.5 27.2 28.5
16 27.5 28.9
16.5 27.9 29.3
17 28.2 29.6
17.5 28.6 30.0

If yes, approve all of the following strengths for 5 months by GPID or GPI-14 with the
following quantity limits:

e 0.25mg/0.5mL, 0.5mg/0.5mL, 1mg/0.5mL: #2mL per 28 days.

e 1.7mg/0.75mL, 2.4mg/0.75mL: #3mL per 28 days.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named ANTI-OBESITY AGENTS (Contrave, Qsymia, Saxenda, Wegovy,
Xenical) requires the following rule(s) be met for approval:
A. The request is for weight loss OR weight loss management
B. You have evidence of active enroliment in an exercise and caloric reduction program or a
weight loss/behavioral modification program
C. If you are requesting Contrave, approval also requires:
1. You are 18 years of age or older
2. You meet ONE of the following:
a. Body mass index (BMI: a tool for evaluating body fat) of 30 kg/m(2) or greater
b. BMI of 27 kg/m(2) or greater AND at least one weight-related comorbidity (disease)
such as hypertension (high blood pressure), type 2 diabetes mellitus, or
hyperlipidemia (high cholesterol)
D. If you are requesting Xenical, approval also requires you meet ONE of the following:
1. Body mass index (BMI: a tool for evaluating body fat) of 30 kg/m(2) or greater
2. BMI of 27 kg/m(2) or greater AND at least one weight-related comorbidity (disease) such
as hypertension (high blood pressure), type 2 diabetes mellitus, or hyperlipidemia (high
cholesterol)
E. If you are requesting Qsymia, approval also requires:
1. You had a trial of or contraindication (harmful for) to the preferred medications: Saxenda
AND Wegovy
2. You are 18 years of age or older and meet ONE of the following:
a. Body mass index (BMI: a tool for evaluating body fat) of 30 kg/m(2) or greater
b. BMI of 27 kg/m(2) or greater AND at least one weight-related comorbidity (disease)
such as hypertension (high blood pressure), type 2 diabetes mellitus, or
hyperlipidemia (high cholesterol)
3. You are 12 to 17 years of age and meet the following:
a. Your initial body mass index (BMI: a tool for evaluating body fat) is in the 95th
percentile or greater for age and sex
(Initial denial text continued on next page)
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F. If you are requesting Saxenda, approval also requires:
1. You are NOT currently taking a GLP-1 receptor agonist (type of drug for type 2 diabetes
such as Victoza, Byetta, Bydureon, Tanzeum)
2. You are 18 years of age or older and meet ONE of the following:
a. Body mass index (BMI: a tool for evaluating body fat) of 30 kg/m(2) or greater
b. BMI of 27 kg/m(2) or greater AND at least one weight-related comorbidity (disease)
such as hypertension (high blood pressure), type 2 diabetes mellitus, or
hyperlipidemia (high cholesterol)
3. You are 12 to 17 years of age and meet the following:
a. Body weight greater than 60 kg AND an initial BMI corresponding to 30 kg/m(2) for
adults
G. If you are requesting Wegovy, approval also requires:
1. You are 18 years of age or older and meet ONE of the following:
a. Body mass index (BMI: a tool for evaluating body fat) of 30 kg/m(2) or greater
b. BMI of 27 kg/m(2) or greater AND at least one weight-related comorbidity (disease)
such as hypertension (high blood pressure), type 2 diabetes mellitus, or
hyperlipidemia (high cholesterol)
2. You are 12 to 17 years of age and meet the following:
a. You have an initial body mass index (BMI: a tool for evaluating body fat) in the 95th
percentile or greater standardized for age and sex
3. You are NOT currently taking another GLP-1 receptor agonist (type of drug for type 2
diabetes such as Victoza, Byetta, Bydureon, Tanzeum)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Is the request for weight loss or weight management?
If yes, continue to #2.
If no, do not approve.

DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

2. lIs the request for Saxenda AND does the patient meet ONE of the following criteria?

e The patient is 18 years of age or older AND has achieved or maintained at least 4% weight loss
of baseline body weight after 4 months of treatment

e The patientis 12 to 17 years of age AND has achieved or maintained at least 1% weight loss of
baseline body weight after 3 months of treatment

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #15mL per 30
days.
If no, continue to #3.

3. Is the request for Xenical AND does the patient meet the following criterion?

e The patient has achieved or maintained at least 5% weight loss of baseline body weight after 3
months of treatment

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #3 per day.
If no, continue to #4.

4. s the request for Contrave AND does the patient meet the following criterion?

e The patient has achieved or maintained at least 5% weight loss of baseline body weight after 3
months of treatment at the maintenance dose (two 8/90mg tablets twice daily)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.
If no, continue to #5.

5. Is the request for Wegovy and the patient meets ONE of the following criteria?

e The patient is 18 years of age or older AND has achieved or maintained at least 5% weight loss
from baseline

e The patientis 12 to 17 years of age AND has achieved or maintained at least 5% reduction from
baseline body mass index (BMI)

If yes, approve all of the following strengths for 12 months by GPID or GPI-14 with the
following quantity limits:

e 0.25mg/0.5mL, 0.5mg/0.5mL, 1mg/0.5mL: #2mL per 28 days.
e 1.7mg/0.75mL, 2.4mg/0.75mL: #3mL per 28 days.

If no, continue to #6.

CONTINUED ON NEXT PAGE
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6. Is the request for Qsymia 7.5/46mg AND does the patient meet ONE of the following criteria?
e The patient is 18 years of age or older AND has achieved or maintained at least 3% weight loss
of baseline body weight after at least 3 months of treatment
e The patientis 12 to 17 years of age AND has achieved or maintained at least 3% of baseline
BMI after at least 3 months of treatment

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #1 per day.
If no, continue to #7.

7. Is the request for dose escalation to Qsymia 11.25/69mg for 2 weeks, followed by Qsymia
15/92mg?

If yes, approve and enter two authorizations by GPID or GPI-14 as follows:

o 11.25/69mg: #1 per day for 2 weeks.

e 15/92mg: #1 per day for 3 months with a start date of one day after the end date of
the first authorization.

If no, continue to #8.

8. Is the request for continuation of therapy after at least 12 weeks on Qsymia 15/92mg AND does
the patient meet ONE of the following criteria?
e The patient is 18 years of age or older AND has achieved or maintained at least 5% weight loss
of baseline body weight after 3 months of treatment
e The patient is 12 to 17 years of age AND has achieved or maintained at least 5% of baseline
BMI after 3 months of treatment

If yes, approve Qsymia 15/92mg for 12 months by GPID or GPI-14 for #1 per day.

If no, do not approve. If the request is for Qsymia 15/92mg, please also enter a partial
approval for ONE fill of Qsymia by HICL up to #4 total to taper dose in order to discontinue
therapy.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ANTI-OBESITY AGENTS (Contrave, Qsymia, Saxenda, Wegovy,
Xenical) requires the following rule(s) be met for renewal:

A. The request is for weight loss OR weight loss management

(Renewal denial text continued on next page)
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RENEWAL CRITERIA (CONTINUED)

B.

If you are requesting Saxenda, renewal also requires ONE of the following:

1. You are 18 years of age or older AND have achieved or maintained at least 4% weight
loss of baseline body weight after 4 months of treatment

2. You are 12 to 17 years of age AND have achieved or maintained at least 1% weight loss
of baseline body weight after 3 months of treatment

If you are requesting Xenical, renewal also requires:

1. You have achieved or maintained at least 5% weight loss of baseline body weight after 3
months of treatment

. If you are requesting Contrave, renewal also requires:

1. You have achieved or maintained at least 5% weight loss of baseline body weight after 3
months of treatment at the maintenance dose (two 8/90mg tablets twice daily)

If you are requesting Wegovy, renewal also requires ONE of the following:

1. You are 18 years of age or older AND have achieved or maintained at least 5% weight
loss from baseline

2. You are 12 to 17 years of age AND have achieved or maintained at least 5% reduction
from baseline body mass index (BMI: a tool for evaluating body fat)

If you are requesting Qsymia 7.5/46mg, renewal also requires ONE of the following:

1. You are 18 years of age or older AND have achieved or maintained at least 3% weight
loss of baseline body weight after 3 months of treatment

2. You are 12 to 17 years of age AND have achieved or maintained at least 3% of baseline
body mass index (BMI: a tool for evaluating body fat) after at least 3 months of treatment

. If you are requesting Qsymia 15/92mg, renewal also requires ONE of the following:

1. You are 18 years of age or older AND have achieved or maintained at least 5% weight
loss of baseline body weight after 3 months of treatment

2. You are 12 to 17 years of age AND have achieved or maintained at least 5% of baseline
body mass index (BMI: a tool for evaluating body fat) after 3 months of treatment

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for the
requested Anti-Obesity agent.

REFERENCES
e Contrave [Prescribing Information]. San Diego, CA: Nalpropion Pharmaceuticals, Inc.; March 2021.

e Qsymia [Prescribing Information]. Mountain View, CA: Vivus, Inc.; June 2022.
e Saxenda [Prescribing Information]. Plainsboro, NJ: Novo Nordisk, Inc.; December 2020.
e Wegovy [Prescribing Information]. Plansboro, NJ: Novo Nordisk, Inc.; December 2022.
e Xenical [Prescribing Information]. Greifswald, Germany: CHEPLAPHARM Arzneimittel GmbH;
November 2019.
Library Commercial NSA
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APALUTAMIDE ERLEADA 44773 GPI-10
(2140241000)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of metastatic castration-sensitive prostate cancer (mCSPC)?

If yes, continue to #3.
If no, continue to #2.

Does the patient have a diagnosis of non-metastatic castration-resistant prostate cancer (hmCRPC)

AND meet the following criterion?

The patient has high risk prostate cancer (i.e., rapidly increasing prostate specific antigen [PSA]
levels)

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

Does the patient meet ONE of the following criteria?

The patient previously received a bilateral orchiectomy

The patient has a castrate level of testosterone (i.e., < 50 ng/dL)

The requested medication will be used concurrently with a gonadotropin releasing hormone
GnRH) analog (e.g., leuprolide, goserelin, histrelin, degarelix)

If yes, approve for 12 months by GPID or GPI-14 with the following quantity limits:
e 60mg: #4 per day.
e 240mg: #1 per day.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named APALUTAMIDE (Erleada) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Non-metastatic castration-resistant prostate cancer (hnmCRPC: prostate cancer that does
not respond to hormone reduction therapy and has not spread to other parts of the body)
2. Metastatic castration-sensitive prostate cancer (NCSPC: prostate cancer that has spread
to other parts of the body and responds to hormone therapy)
B. You meet ONE of the following:
1. You previously received a bilateral orchiectomy (both testicles have been surgically
removed)
2. You have a castrate level of testosterone (your blood testosterone levels are less than 50
ng/DlI)
3. The requested medication will be used together with a gonadotropin releasing hormone
analog (such as leuprolide, goserelin, histrelin, degarelix)
C. If you have a non-metastatic castration-resistant prostate cancer, approval also
requires:
1. You have high risk prostate cancer (rapidly increasing prostate specific antigen [PSA]
levels)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have ONE of the following diagnoses?
o Metastatic castration-sensitive prostate cancer (mCSPC)
¢ Non-metastatic castration-resistant prostate cancer (nmCRPC)

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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2. Does the patient meet ONE of the following criteria?
e The patient previously received a bilateral orchiectomy
o The patient has a castrate level of testosterone (i.e., < 50 ng/dL)
o The requested medication will be used concurrently with a gonadotropin releasing hormone
(GnRH) analog (e.g., leuprolide, goserelin, histrelin, degarelix)

If yes, approve for 12 months by GPID or GPI-14 with the following quantity limits:
e 60mg: #4 per day.
e 240mg: #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named APALUTAMIDE (Erleada) requires the following rule(s) be met for
renewal:
A. You have ONE of the following diagnoses:
1. Non-metastatic castration-resistant prostate cancer (nmCRPC: prostate cancer that does
not respond to hormone reduction therapy but has not spread)
2. Metastatic castration-sensitive prostate cancer (NCSPC: prostate cancer that has spread
and responds to hormone therapy)
B. You meet ONE of the following:
1. You previously received a bilateral orchiectomy (both testicles have been surgically
removed)
2. You have a castrate level of testosterone (your blood testosterone levels are less than 50
ng/dL)
3. The requested medication will be used together with a gonadotropin releasing hormone
analog (such as leuprolide, goserelin, histrelin, degarelix)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the prescribing information and/or drug monograph for Erleada.
REFERENCES
e Erleada [Prescribing Information]. Horsham, PA: Janssen; February 2023.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/18
Commercial Effective: 03/13/23 Client Approval: 03/23 P&T Approval: 10/22
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APOMORPHINE | APOKYN, 42078 | GPI-14
HCL APOMORPHINE HCL (7320301010E220)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of advanced Parkinson's disease and meet ALL of the following
criteria?

Therapy is prescribed by or in consultation with a neurologist

Apokyn will be used for the acute, intermittent treatment of hypomobility, OFF episodes

associated with advanced Parkinson's disease

The physician has optimized drug therapy as evidenced by BOTH of the following:

o Change in levodopa/carbidopa dosing strategy or formulation

o Trial of or contraindication to TWO Parkinson disease agents from two different classes:
dopamine agonist (i.e., ropinirole, pramipexole, rotigotine), monoamine oxidase-inhibitors
(MAO-I) (i.e., selegiline, rasagiline), catechol-O-methyl transferase (COMT) inhibitors (i.e.,
entacapone, tolcapone)

If yes, approve for 6 months by GPID or GPI-14 with a quantity limit of #60mL per month.
If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named APOMORPHINE (Apokyn) requires the following rule(s) be met for

approval:

A. You have a diagnosis of advanced Parkinson's disease (a type of movement disorder)

B. Therapy is prescribed by or in consultation with a neurologist (a type of brain doctor)

C. The requested medication will be used for acute, intermittent treatment of hypomobility
(short and sudden episodes where you have decreased ability to move), OFF episodes
associated with advanced Parkinson's disease

D. Your doctor has optimized your drug therapy as evidenced by BOTH of the following:

1. Change in levodopal/carbidopa dosing strategy or formulation

2. You have had a trial of or contraindication (harmful for) to TWO Parkinson disease
agents from two different classes: dopamine agonist (ropinirole, pramipexole, rotigotine),
monoamine oxidase-inhibitors (MAO-I) (selegiline, rasagiline), catechol-O-methyl
transferase (COMT) inhibitors (entacapone, tolcapone)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of advanced Parkinson's disease AND meet the following
criterion?

e Patient has experienced improvement with motor fluctuations during OFF episodes with the use
of Apokyn (e.g., improvement in speech, facial expression, tremor at rest, action or postural
tremor of hands, rigidity, finger taps, hand movements, rapid alternating movements of hands,
posture, leg agility, arising from chair)

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #60mL per month.
If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named APOMORPHINE (Apokyn) requires the following rule(s) be met for

renewal:

A. You have a diagnosis of advanced Parkinson's disease (a type of movement disorder)

B. You have had improvement with motor fluctuations during OFF episodes with the use of
Apokyn (such as improvement in speech, facial expression, tremor [shaking] at rest, action
or postural tremor of hands, rigidity, finger taps, hand movements, rapid alternating
movements of hands, posture, leg agility, arising from chair)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Apokyn.
REFERENCES
e Apokyn [Prescribing Information]. Louisville, KY: US WorldMeds, LLC, April 2020.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 11/04
Commercial Effective: 04/01/22 Client Approval: 03/22 P&T Approval: 04/19
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Generic Brand HICL GCN Medi-Span Exception/Other
APOMORPHINE KYNMOBI 01934 GPI-10 BRAND = KYNMOBI
(7320301010)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of Parkinson's disease and meet ALL of the following criteria?
o The patient is 18 years of age or older
e Therapy is prescribed by or given in consultation with a neurologist
e The physician has optimized drug therapy as evidenced by BOTH of the following:
o Change in levodopa/carbidopa dosing strategy or formulation
o Trial of or contraindication to at least TWO Parkinson's agents from two different classes:
dopamine agonist (i.e., ropinirole, pramipexole, rotigotine), monoamine oxidase-inhibitor
(MAO-I) (i.e., selegiline, rasagiline), or catechol-O-methyl transferase (COMT) inhibitors (i.e.,
entacapone, tolcapone)
e Kynmobi is being used for the acute, intermittent treatment of 'OFF' episodes

If yes, approve for 6 months for all strengths by GPID or GPI-14 as follows:

¢ Kynmobi Titration Kit: no quantity limit.

e Kynmobi 10mg, 15mg, 20mg, 25mg and 30mg: #5 per day.

APPROVAL TEXT: Renewal requires the patient had improvement with motor fluctuations
during OFF episodes with the use of Kynmobi (e.g., improvement in speech, facial expression,
tremor at rest, action or postural tremor of hands, rigidity, finger taps, hand movements, rapid
alternating movements of hands, posture, leg agility, arising from chair).

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named APOMORPHINE (Kynmobi) requires the following rule(s) be met for

approval:

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

B. You are 18 years of age or older

C. Therapy is prescribed by or given in consultation with a neurologist

(Initial denial text continued on next page)
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D. The physician has optimized drug therapy as evidenced by BOTH of the following:
1. Change in levodopa/carbidopa dosing strategy or formulation
2. Trial of or contraindication to at least two Parkinson's agents from two different classes:
dopamine agonist (i.e., ropinirole, pramipexole, rotigotine), monoamine oxidase-inhibitor
(MAO-I) (i.e., selegiline, rasagiline), or catechol-o-methyl transferase (COMT) inhibitors
(i.e., entacapone, tolcapone)
E. The requested medication is being used for acute, intermittent treatment (sudden and
periodic treatment) of 'OFF' episodes (when symptoms return due to your medication for
Parkinson's disease wearing off)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of Parkinson's disease AND meet the following criterion?

e The patient had improvement with motor fluctuations during 'OFF' episodes with the use of
Kynmobi (e.g., improvement in speech, facial expression, tremor at rest, action or postural
tremor of hands, rigidity, finger taps, hand movements, rapid alternating movements of hands,
posture, leg agility, arising from chair)

If yes, approve for 12 months by GPID or GPI-14 for all of the following:
¢ Kynmobi 10mg, 15mg, 20mg, 25mg and 30mg: #5 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named APOMORPHINE (Kynmobi) requires the following rule(s) be met for

renewal:

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

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

(Renewal denial text continued on next page)
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Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Kynmobi.

REFERENCES

¢ Kynmobi [Prescribing Information]. Marlborough, MA: Sunovion Pharmaceuticals Inc., May 2020.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 08/20

Commercial Effective: 10/01/20 Client Approval: 08/20 P&T Approval: 07/20
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APREMILAST OTEZLA 40967 GPI-10
(6670001500)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1.

Does the patient have a diagnosis of psoriatic arthritis (PsA) and meet ALL of the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist or dermatologist

The patient had a trial of or contraindication to ONE DMARD (disease-modifying antirheumatic
drug), such as methotrexate, leflunomide, hydroxychloroquine, or sulfasalazine

If yes, enter approval(s) by GPID or GPI-14 as follows:

o If the starter pack is requested for dosage titration, approve for 1 fill for either #1
Otezla Two Week Starter Pack (#27 tablets) OR for #1 Otezla 28-day Starter Pack (#55
tablets) AND

e Approve for 6 months for #2 per day.

If no, continue to #2.

Does the patient have a diagnosis of mild plaque psoriasis (PsO) and meet ALL of the following

criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a dermatologist

The patient meets ONE of the following:

o The patient has psoriasis covering 2% of body surface area (BSA)

o The patient has a static Physician Global Assessment (sSPGA) score of 2

o The patient has a Psoriasis Area and Severity Index (PASI) score of 2 to 9

The patient had a trial of or contraindication to one conventional systemic agent (e.g.,
methotrexate, acitretin, cyclosporine) OR one conventional topical agent (e.g., PUVA, UVB,
topical corticosteroids)

If yes, enter approval(s) by GPID or GPI-14 as follows:

o If the starter pack is requested for dosage titration, approve for 1 fill for either #1
Otezla Two Week Starter Pack (#27 tablets) OR for #1 Otezla 28-day Starter Pack (#55
tablets) AND

e Approve for 6 months for #2 per day.

If no, continue to #3.

CONTINUED ON NEXT PAGE
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3. Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) and meet ALL of

the following criteria?

o The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with a dermatologist

e The patient has psoriasis covering 3% or more of body surface area (BSA) OR psoriatic lesions
affecting the hands, feet, face, or genital area

e The patient had a trial of or contraindication to ONE or more forms of conventional therapies,
such as PUVA, UVB, topical corticosteroids, calcipotriene, acitretin, methotrexate, or
cyclosporine

If yes, enter approval(s) by GPID or GPI-14 as follows:

o If the starter pack is requested for dosage titration, approve for 1 fill for either #1
Otezla Two Week Starter Pack (#27 tablets) OR for #1 Otezla 28-day Starter Pack (#55
tablets) AND

e Approve for 6 months for #2 per day.
If no, continue to #4.

4. Does the patient have a diagnosis of Behcet's disease with oral ulcers or history of recurrent oral
ulcers based on clinical symptoms and meet ALL of the following criteria?
e The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with a rheumatologist
e The patient had a trial of or contraindication to ONE or more conservative treatments (e.g.,
colchicine, topical corticosteroid, oral corticosteroid)

If yes, enter approval(s) by GPID or GPI-14 as follows:

o If the starter pack is requested for dosage titration, approve for 1 fill for either #1
Otezla Two Week Starter Pack (#27 tablets) OR for #1 Otezla 28-day Starter Pack (#55
tablets) AND

e Approve for 6 months for #2 per day.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named APREMILAST (Otezla) requires the following rule(s) be met for approval:

A

You have ONE of the following diagnoses:

1. Psoriatic arthritis (a type of skin and joint condition)

2. Plaque psoriasis (a type of skin condition)

3. Behcet's disease (a type of inflammation disorder) with oral ulcers or history of recurrent
oral ulcers based on clinical symptoms

You are 18 years of age or older

If you have psoriatic arthritis, approval also requires:

1. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune
system doctor) or dermatologist (a type of skin doctor)

2. You had a trial of or contraindication (harmful for) to ONE DMARD (disease-modifying
antirheumatic drug), such as methotrexate, leflunomide, hydroxychloroquine, or
sulfasalazine

. If you have mild plaque psoriasis, approval also requires:

1. Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor)

2. You have psoriasis covering 2 percent of body surface area (BSA), OR a static Physician
Global Assessment (Spga: a measure used to evaluate severity of your disease) score
of 2, OR a Psoriasis Area and Severity Index (PASI: a measure used to evaluate
severity of your disease) score of 2t0 9

3. You had a trial of or contraindication to (harmful for) one conventional (standard)
systemic (treatment that targets the entire body) agent (such as methotrexate, acitretin,
cyclosporine) OR one conventional topical agent (such as Phototherapy Ultraviolet Light
A [PUVA], Ultraviolet Light B [UVB], topical corticosteroids)

If you have moderate to severe plaque psoriasis, approval also requires:

1. Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor)

2. You have psoriasis covering 3 percent or more of body surface area (BSA) OR psoriatic
lesions (rashes) affecting your hands, feet, face, or genital area

3. You had a trial of or contraindication (harmful for) to ONE or more forms of conventional
(standard) therapies, such as Phototherapy Ultraviolet Light A (PUVA), Ultraviolet Light
B (UVB), topical corticosteroids, calcipotriene, acitretin, methotrexate, cyclosporine

If you have Behcet's disease with oral ulcers or history of recurrent oral ulcers based

on clinical symptoms, approval also requires:

1. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune
system doctor)

2. You had a trial of or contraindication (harmful for) to ONE or more conservative
treatments such as colchicine, topical corticosteroid, oral corticosteroid

(Initial denial text continued on next page)
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INITIAL CRITERIA (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have psoriatic arthritis (PsA) AND meet the following criterion?

e The patient has experienced or maintained a 20% or greater improvement in tender or swollen
joint count while on therapy

If yes, approve for 12 months by HICL or GPI-10 for #2 per day.
If no, continue to #2.

2. Does the patient have mild plaque psoriasis (PsO) AND meet the following criterion?
e The patient has achieved or maintained clear or minimal disease OR a decrease in PASI
(Psoriasis Area and Severity Index) of at least 50% or more OR a decrease in sPGA (static
Physician Global Assessment) by at least a 2-point reduction from baseline

If yes, approve for 12 months by HICL or GPI-10 for #2 per day.
If no, continue to #3.

3. Does the patient have moderate to severe plaque psoriasis (PsO) AND meet the following
criterion?

e The patient has achieved or maintained clear or minimal disease OR a decrease in PASI
(Psoriasis Area and Severity Index) of at least 50% or more

If yes, approve for 12 months by HICL or GPI-10 for #2 per day.
If no, continue to #4.

4. Does the patient have Behcet's disease with oral ulcers or history of recurrent oral ulcers based on
clinical symptoms AND meet the following criterion?

e The patient has achieved or maintained clinical benefit compared to baseline (e.g., pain scores,
number of ulcers)

If yes, approve for 12 months by HICL or GPI-10 for #2 per day.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.
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RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named APREMILAST (Otezla) requires the following rule(s) be met for renewal:
A. You have ONE of the following diagnoses:

1. Psoriatic arthritis (a type of skin and joint condition)

2. Plaque psoriasis (a type of skin condition)

3. Behcet's disease (a type of inflammation disorder) with oral ulcers or history of recurrent oral
ulcers based on clinical symptoms

A. If you have psoriatic arthritis, renewal also requires:

1. You have experienced or maintained a 20 percent or greater improvement in tender joint

count or swollen joint count while on therapy
B. If you have mild plaque psoriasis, renewal also requires:

1. You have achieved or maintained clear or minimal disease OR a decrease in Psoriasis Area
and Severity Index (PASI: a measure used to evaluate severity of your disease) of at least
50 percent or more OR a decrease in static Physician Global Assessment (Spga: a measure
used to evaluate severity of your disease) by at least a 2-point reduction from baseline

C. If you have moderate to severe plaque psoriasis, renewal also requires:

1. You achieved or maintained clear or minimal disease OR a decrease in Psoriasis Area and
Severity Index (PASI: a measure used to evaluate severity of your disease) of at least 50
percent or more

E. If you have Behcet's disease with oral ulcers or history of recurrent oral ulcers based on
clinical symptoms, renewal also requires:

1. You have achieved or maintained clinical benefit compared to baseline such as an
improvement in pain scores, number of ulcers

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Otezla.
REFERENCES
e Otezla [Prescribing Information]. Summit, NJ: Celgene Corporation; December 2021.

Library Commercial NSA
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Generic Brand HICL GCN Medi-Span Exception/Other
ARIPIPRAZOLE | ABILIFY MYCITE | 24551 GPI-10 BRAND = ABILIFY
TABLETS WITH (5925001502, MYCITE

SENSOR 5925001503)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of schizophrenia and meet ALL of the following criteria?

The patient is 18 years of age or older
Therapy is prescribed by or in consultation with a psychiatrist
The patient has a medical necessity for tracking medication ingestion

If yes, approve all strengths for 12 months by GPID or GPI-14 with a quantity limit of #1 kit
per 30 days.

If no, continue to #2.

2. Does the patient have a diagnosis of major depressive disorder and meet ALL of the following
criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a psychiatrist

Abilify MyCite will be used as an adjunctive treatment

The patient has a medical necessity for tracking medication ingestion

If yes, approve all strengths for 12 months by GPID or GPI-14 with a quantity limit of #1 kit
per 30 days.

If no, continue to #3.

3. Does the patient have a diagnosis of bipolar | disorder and meet ALL of the following criteria?

The patient is 18 years of age or older
Therapy is prescribed by or in consultation with a psychiatrist
The patient has a medical necessity for tracking medication ingestion

If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
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GUIDELINES FOR USE (CONTINUED)

4. Does the patient meet ONE of the following criteria?
o The request is for acute treatment of manic and mixed episodes as monotherapy, OR as an
adjunct to lithium or valproate
e The request is for maintenance treatment as monotherapy, OR as an adjunct to lithium or
valproate

If yes, approve all strengths for 12 months by GPID or GPI-14 with a quantity limit of #1 kit
per 30 days.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ARIPIPRAZOLE SENSOR TABS (Abilify MyCite) requires the following
rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Schizophrenia (a type of mental health disorder)
2. Bipolar | disorder (a type of mood disorder)
3. Major depressive disorder (MDD: a type of mental health disorder)
B. If you have schizophrenia, approval also requires:
1. You are 18 years of age or older
2. Therapy is prescribed by or in consultation with a psychiatrist (a type of mental health
doctor)
3. You have a medical necessity for medication ingestion tracking
C. If you have major depressive disorder, approval also requires:
1. You are 18 years of age or older
2. Therapy is prescribed by or in consultation with a psychiatrist (a type of mental health
doctor)
3. Abilify MyCite will be used as an adjunctive (add-on) treatment
4. You have a medical necessity for medication ingestion tracking
D. If you have bipolar | disorder, approval also requires:
1. You are 18 years of age or older
2. Therapy is prescribed by or in consultation with a psychiatrist (a type of mental health
doctor)
3. You have a medical necessity for medication ingestion tracking
4. You meet ONE of the following:
i. The request is for acute (short-term) treatment of manic and mixed episodes as
monotherapy (used alone), OR as an adjunct (add-on) to lithium or valproate
ii. The request is for maintenance treatment as monotherapy, OR as an adjunct to lithium
or valproate
(Denial text continued on the next page)

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 118 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ARIPIPRAZOLE SENSOR TABS
GUIDELINES FOR USE (CONTINUED)
Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with

your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Abilify
MyCite.

REFERENCES
¢ Abilify MyCite [Prescribing Information]. Redwood City, CA: Proteus Digital Health, Inc.: February
2020.

Library Commercial NSA
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ASCIMINIB
Generic Brand HICL GCN Medi-Span Exception/Other
ASCIMINIB SCEMBLIX 47647 GPI-10
HYDROCHLORIDE (2153180610)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of Philadelphia chromosome-positive chronic myeloid leukemia
(Ph+ CML) in chronic phase (CP) and meet ALL of the following criteria?
o The patient is 18 years of age or older
e The patient had a mutational analysis prior to initiation AND Scemblix is appropriate per the
NCCN guideline table for treatment recommendations based on BCR-ABL1 mutation profile
(Please see header CML-5 of the current NCCN guidelines)

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. lIs the patient's cancer positive for the T315] mutation?

If yes, approve Scemblix 40mg for 12 months by GPID or GPI-14 with a quantity limit of
#10 per day.
If no, continue to #3.

3. Has the patient been previously treated with at least TWO tyrosine kinase inhibitors (TKIls) (e.g.,
bosutinib, dasatinib, imatinib, nilotinib)?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ASCIMINIB (Scemblix) requires the following rule(s) be met for approvail:

D. You have Philadelphia chromosome-positive chronic myeloid leukemia (Ph+ CML: type of
blood cancer) in chronic phase (CP)

E. You are 18 years of age or older

F. You had a mutational analysis prior to initiation of therapy AND Scemblix is appropriate per
the National Comprehensive Cancer Network (NCCN) guideline table for treatment
recommendations based on BCR-ABL1 mutation (breakpoint cluster region-Abelson murine
leukemia 1; a type of abnormal gene) profile

G. You meet ONE of the following:
1. Your cancer has the T315] mutation (a type of abnormal gene)
2. You have been previously treated with at least TWO tyrosine kinase inhibitors (TKIs),

such as bosutinib, dasatinib, imatinib, nilotinib
(Denial text continued on next page)
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GUIDELINES FOR USE (CONTINUED)
Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with

your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Scemblix.

REFERENCES
o Scemblix [Prescribing Information]. East Hanover, New Jersey: Novartis Pharmaceuticals Co.;
October 2021.

Library Commercial NSA
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ASPARAGINASE ERWINIA-RYWN

Generic Brand HICL GCN Medi-Span Exception/Other
ASPARAGINASE RYLAZE 47474 GPI-10
ERWINIA-RYWN (2125001060)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of acute lymphoblastic leukemia (ALL) or lymphoblastic
lymphoma (LBL) and meet ALL of the following criteria?
e The patient is 1 month of age or older
e The patient has developed hypersensitivity to E. coli-derived asparaginase
¢ Rylaze will be used as a component of a multi-agent chemotherapeutic regimen

If yes, approve for 12 months by HICL or GPI-10.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ASPARAGINASE ERWINIA-RYWN (Rylaze) requires the following

rule(s) be met for approval:

A. You have acute lymphoblastic leukemia (ALL: type of blood cancer) or lymphoblastic
lymphoma (LBL: type of cancer affecting the immune system)

B. You are 1 month of age or older

C. You have developed hypersensitivity to E.coli-derived asparaginase (you are allergic to an
enzyme/protein that is from a type of bacteria)

D. Rylaze will be used as a component of a multi-agent chemotherapeutic regimen

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Rylaze.
REFERENCES
¢ Rylaze [Prescribing Information]. Palo Alto, CA: Jazz Pharmaceuticals, Inc.; June 2021.
Library Commercial NSA
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ASFOTASE ALFA STRENSIQ 42649 GPI-10
(3090561000)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Is this a request for treatment of perinatal/infantile-onset hypophosphatasia (HPP)?

If yes, continue to #2.
If no, continue to #3.

2. Does the patient have a documented diagnosis of perinatal/infantile-onset hypophosphatasia (HPP)
and meet ALL of the following criteria?
e Therapy is prescribed by or in consultation with an endocrinologist
e The patient was 6 months of age or younger at hypophosphatasia (HPP) onset
o The patient is NOT currently receiving treatment with a bisphosphonate [e.g., Boniva
(ibandronate), Fosamax (alendronate), Actonel (risedronate)].
o The patient is positive for a tissue non-specific alkaline phosphatase (TNSALP) (ALPL) gene
mutation as confirmed by genetic testing OR meets at least TWO of the following criteria:
Serum alkaline phosphatase (ALP) level below that of normal range for patient age
Serum pyridoxal-5'-phosphate (PLP) levels elevated AND patient has not received vitamin

@)
O

Bs supplementation in the previous week

Urine phosphoethanolamine (PEA) level above that of normal range for patient age
Radiographic evidence of hypophosphatasia (HPP) (e.g., flared and frayed metaphyses,

osteopenia, widened growth plates, areas of radiolucency or sclerosis)
Presence of two or more of the following:
Rachitic chest deformity

Craniosynostosis (premature closure of skull bones)

Delay in skeletal growth resulting in delay of motor development

History of vitamin Bs dependent seizures
Nephrocalcinosis or history of elevated serum calcium
History or presence of non-traumatic postnatal fracture and delayed fracture healing

If yes, continue to #5.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

3. Is this a request for treatment of juvenile-onset hypophosphatasia (HPP)?

If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.
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INITIAL CRITERIA (CONTINUED)

4. Does the patient have a documented diagnosis of juvenile-onset hypophosphatasia (HPP) and
meet ALL of the following criteria?
e Therapy is prescribed by or in consultation with an endocrinologist
e The patient was 18 years of age or younger at hypophosphatasia (HPP) onset
e The patient is NOT currently receiving treatment with a bisphosphonate [e.g., Boniva
(ibandronate), Fosamax (alendronate), Actonel (risedronate)].
o The patient is positive for a tissue non-specific alkaline phosphatase (TNSALP) (ALPL) gene
mutation as confirmed by genetic testing OR meets at least TWO of the following criteria:
o Serum alkaline phosphatase (ALP) level below that of normal range for patient age
o Serum pyridoxal-5'-phosphate (PLP) levels elevated AND patient has not received vitamin
Bes supplementation in the previous week
o Urine phosphoethanolamine (PEA) level above that of normal range for patient age
o Radiographic evidence of hypophosphatasia (HPP) (e.g., flared and frayed metaphyses,
osteopenia, osteomalacia, widened growth plates, areas of radiolucency or sclerosis)
o Presence of two or more of the following:
= Rachitic deformities (rachitic chest, bowed legs, knock-knees)
= Premature loss of primary teeth prior to 5 years of age
= Delay in skeletal growth resulting in delay of motor development
= History or presence of non-traumatic fractures or delayed fracture healing

If yes, continue to #5.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

5. Does the patient meet ANY of the following criteria?
e The patient’s serum calcium or phosphate level is below the normal range
e The patient has a treatable form of rickets

If yes, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline

If no, approve for 6 months by HICL or GPI-10.
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)

in it.

Our guideline named ASFOTASE ALFA (Strensiq) requires the following rules be met for
approval:
A. You have a documented diagnosis of perinatal/infantile-onset hypophosphatasia (HPP: a
type of genetic condition) or juvenile-onset hypophosphatasia (HPP).
B. Therapy is prescribed by or in consultation with an endocrinologist (hormone doctor)
C. You are NOT currently receiving treatment with a bisphosphonate [such as Boniva
(ibandronate), Fosamax (alendronate), Actonel (risedronate)]
D. If you have perinatal/infantile-onset hypophosphatasia, approval also requires:
1. You were 6 months of age or younger at hypophosphatasia onset
2. You are positive for a tissue non-specific alkaline phosphatase (a type of enzyme)
(ALPL) gene mutation as confirmed by genetic testing OR you meet at least TWO of the
following criteria:
a.

b.

c.
d.

Vi.

Serum alkaline phosphatase (type of enzyme) level below that of normal range for
your age
Serum pyridoxal-5'-phosphate (PLP) levels elevated AND you have not received
vitamin B6 supplementation in the previous week
Urine phosphoethanolamine (PEA) level above that of normal range for your age
Radiographic evidence of hypophosphatasia [such as flared and frayed metaphyses
(narrow part of long bone), osteopenia (bone loss), widened growth plates, areas of
radiolucency (ability to see through with x-rays/ radiation) or sclerosis (hardening of
an area)]
Presence of two or more of the following:

Rachitic chest deformity (chest bones are not normal)

Craniosynostosis (premature closure of skull bones)

Delay in skeletal growth resulting in delay of motor development

History of vitamin B6 dependent seizures

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

calcium

History or presence of fracture after birth not due to injury or delayed fracture

healing

(Initial denial text continued on next page)
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INITIAL CRITERIA (CONTINUED)

E. If you have juvenile-onset hypophosphatasia, approval also requires:
1. You were 18 years of age or younger at hypophosphatasia onset
2. You are positive for a tissue non-specific alkaline phosphatase (TNSALP) (ALPL) gene
mutation as confirmed by genetic testing OR meet at least TWO of the following criteria:

a.

b.

C.

Serum alkaline phosphatase (type of enzyme) level below that of normal range for
your age
Serum pyridoxal-5'-phosphate (PLP) levels elevated AND you have not received
vitamin B6 supplementation in the previous week
Urine phosphoethanolamine (PEA) level above that of normal range for your age
Radiographic evidence of hypophosphatasia [such as flared and frayed metaphyses
(narrow part of long bone), osteopenia (bone loss), osteomalacia (bone softening),
widened growth plates, areas of radiolucency or sclerosis (hardening of an area)]
Presence of two or more of the following:

Rachitic deformities (rachitic chest, bowed legs, knock-knees)

Premature loss of primary teeth prior to 5 years of age

Delay in skeletal growth leading to motor development delay

History or presence of fracture after birth not due to injury or delayed fracture

healing

Strensiq will not be approved if you meet any of the following:

1. Your serum calcium or phosphate level is below the normal range

2. You have a treatable form of rickets (softening and weakening of bones in children, usually
due to low vitamin D)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1.

During the last 6 months of treatment, has the patient experienced improvement in the skeletal
characteristics of hypophosphatasia (HPP) (e.g., improvement of the irregularity of the provisional
zone of calcification, physeal widening, metaphyseal flaring, radiolucencies, patchy osteosclerosis,
ratio of mid-diaphyseal cortex to bone thickness, gracile bones, bone formation and fractures)?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

Is the patient currently receiving treatment with a bisphosphonate [e.g., Boniva (ibandronate),
Fosamax (alendronate), Actonel (risedronate)]?

If yes, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

If no, approve for 12 months by HICL or by GPI-10.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ASFOTASE ALFA (Strensiq) requires that the following rule(s) be met for

renewal:

A. You have experienced improvement in the skeletal characteristics of hypophosphatasia
(HPP: genetic disorder causing abnormal development of bones and teeth). Characteristics
may include irregularity of the provisional zone of calcification (area on long bone for
calcium build-up), physeal widening (area of bone that helps length growth), metaphyseal
flaring (a narrow part of long bone grows), radiolucencies (ability to see with x-rays/
radiation), patchy osteosclerosis (parts of abnormal hardening of bone), ratio of mid-
diaphyseal cortex to bone thickness, gracile (slender) bones, bone formation and fractures.

B. You are NOT currently receiving treatment with a bisphosphonate [such as Boniva
(ibandronate), Fosamax (alendronate), Actonel (risedronate)].

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Strensiq.
REFERENCES
e Strensiq [Prescribing Information]. Cheshire, CT: Alexion Pharmaceuticals, Inc.; June 2020.
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ASPIRIN ER DURLAZA 17988 GPI-10
(8515001000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of chronic coronary artery disease, (e.g., a history of Ml or
unstable angina), or a history of an ischemic stroke or transient ischemic attack (TIA)?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of guideline.

2. Does the patient meet the following criteria?

Patient has previously tried aspirin over-the-counter (OTC)
Durlaza is NOT being used for acute treatment of myocardial infarction or before percutaneous
coronary intervention

If yes, approve for 12 months by GPID or GPI-10 for a quantity limit of #30 per 30 days.
If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ASPIRIN ER (Durlaza) requires the following rules be met for approval:
1. You have ONE of the following:

a. Diagnosis of chronic coronary artery disease [damage or disease in the heart's major
blood vessels; may include a history of myocardial infarction (heart attack) or unstable
angina (chest pain when your heart doesn’t get enough oxygen)] OR

b. History of an ischemic stroke or transient ischemic attack (arteries to your brain become
narrowed or blocked, causing blood flow loss).

2. You have previously tried aspirin over-the-counter (OTC)

3. Durlaza is NOT being used for acute treatment (short term treatment) of myocardial
infarction (heart attack) or before percutaneous coronary intervention (non-surgical
procedure used to treat narrowing of the coronary arteries of the heart)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Durlaza.

REFERENCES
¢ Durlaza [Prescribing Information] North Haven, CT. New haven Pharmaceuticals, Inc., September
2015.

Library Commercial NSA
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ASPIRIN- YOSPRALA, 43771 GPI-10
OMEPRAZOLE ASPIRIN- (8515990204)

OMEPRAZOLE

GUIDELINES FOR USE

1. Does the patient require aspirin for secondary prevention of cardiovascular or cerebrovascular
events and have ONE of the following diagnoses?

Ischemic stroke

Transient ischemia of the brain due to fibrin platelet emboli

Previous myocardial infarction

Unstable angina pectoris

Chronic stable angina pectoris

Previously undergone revascularization procedures (i.e., coronary artery bypass graft,

percutaneous transluminal coronary angioplasty)

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. Does the patient have a risk of developing aspirin associated gastrointestinal (Gl) ulcers and meet
ALL of the following criteria?
e The patient is 55 years of age or older
o Documented history of gastrointestinal (Gl) ulcers

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

3. Has the patient tried ALL of the following medications?
e Aspirin over-the-counter (OTC)
e Generic proton pump inhibitors (e.g., omeprazole, lansoprazole, pantoprazole, or rabeprazole)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 131 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ASPIRIN-OMEPRAZOLE
GUIDELINES FOR USE (CONTINUED)

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ASPIRIN-OMEPRAZOLE (Yosprala) requires the following rule(s) be met for
approval:
A. The request is for secondary prevention of cardiovascular (related to heart and blood vessels)
or cerebrovascular (related brain and blood vessels) events
B. You have ONE of the following:
1. Ischemic stroke (arteries to your brain become narrowed or blocked, causing less blood
flow)
2. Transient ischemia of the brain due to fibrin platelet emboli (blood flow to your brain gets cut
off for a short time due to temporary blockage)
Previous myocardial infarction (heart attack)
Unstable angina pectoris (chest pain when your heart doesn’t get enough oxygen)
Chronic stable angina pectoris (chest pain when your heart doesn’t get enough oxygen)
History of undergoing revascularization procedures (procedures that restore blood flow to
heart such as coronary artery bypass graft, percutaneous transluminal coronary angioplasty)
C. You have a risk of developing aspirin associated gastrointestinal (Gl) ulcers due to age (55
years or older) AND have a documented history of gastrointestinal (Gl) ulcers
D. You have tried both aspirin over-the-counter (OTC) AND generic proton pump inhibitors (such
as omeprazole, lansoprazole, pantoprazole, rabeprazole)

o0k w

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for
Yosprala.

REFERENCES

e Yosprala [Prescribing Information]. Princeton, NJ: Aralez Pharmaceuticals US Inc. June 2018.
Library Commercial NSA
Yes Yes No
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ASPIRIN ZERO COST SHARE OVERRIDE

Generic Brand HICL GCN Medi-Span Exception/Other
ASPIRIN ASPIRIN, 161 GPI-14
ASPIRIN EC, 16701 (64100010000315,
VARIOUS 16713 64100010000510,
16720 64100010000601,
64100010000605)

GUIDELINES FOR USE

1. Is the patient requesting a cost share exception for the requested aspirin agent AND does the plan
cover these agents at zero cost share (i.e., the plan follows Affordable Care Act [ACA]
recommendations and is linked to MedIimpact's Essential Health Benefit Tables)?

If yes, continue to #2.
If no, guideline does not apply.

2. Does the patient's plan have specific procedures, instructions, and/or policies for cost share
exception processes or for multi-source brand agent overrides (DAW1 override)?

If yes, guideline does not apply.
If no, continue to #3.

3. Is the request for a generic agent?

If yes, approve the requested agent for 12 months by GPID or GPI-14 at zero copay.
If no, continue to #4.

4. |s the request for ONE of the following?

¢ A single-source brand (SSB) agent that has no preferred generic agents or therapeutically
equivalent products available

o A multi-source brand (MSB) agent

If yes, continue to #5.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
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5. Does the patient meet ONE of the following criteria?

o Two preferred medications are medically inappropriate for the patient (one if only one agent is
available)

e The patient has tried or has a documented medical contraindication to TWO preferred
medications (one if only one agent is available)

o The prescriber provided documentation confirming that the requested drug is considered
medically necessary (considerations may include severity of side effects and ability to adhere to
the appropriate use of the item or service)

If yes, approve the requested agent for 12 months by GPID or GPI-14 at zero copay.
APPROVAL TEXT (applies to multi-source brand agents only): Although your cost share
has been reduced to zero-dollar, you may incur a dispense-as-written (DAW) penalty fee if you
choose to fill a brand prescription instead of its generic equivalent.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ASPIRIN ZERO COST SHARE OVERRIDE requires the following rule(s)
be met for approval:
A. The request is for ONE of the following:
1. A generic aspirin agent
2. A single-source brand (SSB) aspirin agent that has no preferred generic agents or
therapeutically equivalent products available
3. A multi-source brand (MSB) aspirin agent
B. If the request is for a single-source brand or multi-source brand agent, approval also
requires ONE of the following:
1. Two preferred medications are medically inappropriate for you (one if only one agent is
available)
2. You have tried or have a documented medical contraindication (harmful for) to TWO
preferred medications (one if only one agent is available)
3. Your doctor has provided documentation confirming that your requested drug is
considered medically necessary for you (considerations may include severity of side
effects and ability to adhere to the appropriate use of the item or service)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE

This guideline applies to plans where the pharmacy benefit allows for coverage of aspirin for
preventative use at zero copay. The override criteria allow patient access to all FDA-approved aspirin
medications at zero copay by waiving the applicable cost-sharing for branded or non-preferred branded
aspirin medications.

REFERENCES

e U.S. Department of Labor. Affordable Care Act Implementation Frequently Asked Questions.
Available at: https://www.dol.gov/agencies/ebsal/laws-and-regulations/laws/affordable-care-act/for-
employers-and-advisers/aca-implementation-fags. Accessed May 2022.
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ATOGEPANT QULIPTA 47599 GPI-10
(6770101000)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Is the request for the preventative treatment of episodic migraine and the patient meets ALL of the
following criteria?

The patient is 18 years of age or older

Qulipta will NOT be used concurrently with other CGRP inhibitors (e.g., Ajovy, Aimovig,
Emagality, Vyepti, Nurtec ODT) for migraine prevention

The patient had a trial of or contraindication to ONE of the following preventative migraine
treatments: divalproex sodium/sodium valproate, topiramate, propranolol, timolol, metoprolol,
atenolol, nadolol, amitriptyline, venlafaxine

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named ATOGEPANT (Qulipta) requires the following rule(s) be met for approval:

A. The request is for the preventative treatment of episodic migraine

B. You are 18 years of age or older

C. You will NOT use Qulipta concurrently (at the same time) with other calcitonin gene-related
peptide (CGRP) inhibitors (such as Ajovy, Aimovig, Emgality, Vyepti, Nurtec ODT) for
migraine prevention

D. You had a trial of or contraindication (harmful for) to ONE of the following preventative
migraine treatments: divalproex sodium/sodium valproate, topiramate, propranolol, timolol,
metoprolol, atenolol, nadolol, amitriptyline, venlafaxine

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.
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GUIDELINES FOR USE (CONTINUED)

RENEWAL CRITERIA

1. Is the request for the preventative treatment of episodic migraine AND does the patient meet the
following criterion?

Qulipta will NOT be used concurrently with other CGRP inhibitors (e.g., Ajovy, Aimovig,
Emgality, Vyepti, Nurtec ODT) for migraine prevention

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

2. Does the patient meet ONE of the following criteria?

The patient has experienced a reduction in migraine or headache frequency of at least 2 days
per month

The patient has experienced a reduction in migraine severity

The patient has experienced a reduction in migraine duration

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ATOGEPANT (Qulipta) requires the following rule(s) be met for renewal:
A. The request is for the preventative treatment of episodic migraine
B. You will NOT use Qulipta concurrently (at the same time) with other calcitonin gene-related
peptide (CGRP) inhibitors (such as Ajovy, Aimovig, Emgality, Vyepti, Nurtec ODT) for
migraine prevention
C. You meet ONE of the following criteria:
1. You have experienced a reduction in migraine or headache frequency of at least 2 days
per month
2. You have experienced a reduction in migraine severity
3. You have experienced a reduction in migraine duration

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.
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Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 137 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

ATOGEPANT

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Qulipta.
REFERENCES
¢ Qulipta [Prescribing Information]. North Chicago, IL: AbbVie, Inc., October 2021.
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AVACOPAN TAVNEOS 47626 GPI-10
(8580551000)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of severe active anti-neutrophil cytoplasmic autoantibody
(ANCA)-associated vasculitis (granulomatosis with polyangiitis [GPA] or microscopic polyangiitis
[MPA]) and meet ALL of the following criteria?

e The patient is 18 years of age or older

o Therapy is prescribed by or in consultation with a rheumatologist or nephrologist

o The patient is ANCA seropositive (anti-PR3 or anti-MPO)

e Tavneos will be used as adjunctive therapy in combination with standard therapy including
glucocorticoids (e.g., methylprednisolone, prednisone)

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #6 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named AVACOPAN (Tavneos) requires the following rule(s) be met for approval:
A. You have severe active anti-neutrophil cytoplasmic autoantibody (ANCA)-associated
vasculitis (inflammation of blood vessels) (granulomatosis with polyangiitis [GPA: condition
that affects the blood vessels] or microscopic polyangiitis [MPA: condition that affects the
blood vessels])

You are 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist (a type of immune system
doctor) or nephrologist (a type of kidney doctor)

You are ANCA seropositive for anti-PR3 or anti-MPO (a type of lab test)

Tavneos will be used as adjunctive (add-on) therapy in combination with standard therapy
including glucocorticoids (such as methylprednisolone, prednisone)

mo oW

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of severe active anti-neutrophil cytoplasmic autoantibody
(ANCA)-associated vasculitis (granulomatosis with polyangiitis [GPA] or microscopic polyangiitis
[MPA]) AND meet the following criterion?

e The patient continues to benefit from therapy (e.g., improvement of clinical manifestations, if
renal vasculitis - improvement in eGFR and proteinuria values, reduction of corticosteroid dose
without disease flares)

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #6 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named AVACOPAN (Tavneos) requires the following rule(s) be met for renewal:

A. You have severe active anti-neutrophil cytoplasmic autoantibody (ANCA)-associated
vasculitis (inflammation of blood vessels) (granulomatosis with polyangiitis [GPA: condition
that affects the blood vessels] or microscopic polyangiitis [MPA: condition that affects the
blood vessels])

B. You continue to benefit from the medication

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Tavneos.
REFERENCES
e Tavneos [Prescribing Information]. Cincinnati, OH: ChemoCentryx Inc.; October 2021.
Library Commercial NSA
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AVAPRITINIB
Generic Brand HICL GCN Medi-Span Exception/Other
AVAPRITINIB AYVAKIT 46291 GPI-10
(2149000900)

GUIDELINES FOR USE

1.

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.

Does the patient have a diagnosis of unresectable or metastatic gastrointestinal stromal tumor

(GIST) and meet ALL of the following criteria?

e The patient is 18 years of age or older

e The patient has a platelet-derived growth factor receptor alpha (PDGFRA) exon 18 mutation,
including PDGFRA D842V mutations

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.
If no, continue to #2.

Does the patient have a diagnosis of advanced systemic mastocytosis (AdvSM) and meet ALL of

the following criteria?

o The patient is 18 years of age or older

o The patient’'s AdvSM includes aggressive systemic mastocytosis (ASM), systemic mastocytosis
with an associated hematological neoplasm (SM-AHN), and mast cell leukemia (MCL)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named AVAPRITINIB (Ayvakit) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:

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

2. Advanced systemic mastocytosis (AdvSM: group of rare diseases in which uncontrolled
growth and accumulation of mast cells [type of white blood cell] occurs in one or more
organs)

B. You are 18 years of age or older

C. If you have unresectable or metastatic gastrointestinal stromal tumor (GIST), approval

also requires:
1. You have a platelet-derived growth factor receptor alpha (PDGFRA: a type of
gene/protein) exon 18 mutation, including PDGFRA D842V mutations (a change in your
DNA that make up your gene)
(Denial text continued on next page)
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D. If you have advanced systemic mastocytosis (AdvSM), approval also requires:

1. Your AdvSM includes aggressive systemic mastocytosis (ASM), systemic mastocytosis
with an associated hematological neoplasm (abnormal mass of blood and blood-forming
tissue that forms when cells grow and divide) (SM-AHN), and mast cell leukemia (MCL:
an aggressive subtype of acute myeloid leukemia)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Ayvakit.

REFERENCES

e Ayvakit [Prescribing Information]. Cambridge, MA: Blueprint Medicines Corporation, June 2021.
Library Commercial NSA
Yes Yes No
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AVATROMBOPAG
Generic Brand HICL GCN Medi-Span Exception/Other
AVATROMBOPAG | DOPTELET | 44942 GPI-10
MALEATE (8240501020)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of thrombocytopenia and meet ALL of the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a hematologist, gastroenterologist, hepatologist,
immunologist, surgeon, or endocrinologist

The patient has chronic liver disease

The patient is scheduled to undergo a procedure 10 to 13 days following the initiation of
Doptelet therapy

The patient has a platelet count of <50 x 10°%/L measured within the last 30 days

The patient is NOT receiving other thrombopoietin receptor agonist therapy (e.g., Promacta)

If yes, approve by HICL or GPI-10 for 1 fill with a quantity limit of #15.
If no, continue to #2.

2. Does the patient have a diagnosis of chronic immune thrombocytopenia (cITP) and meet ALL of
the following criteria?

The patient is 18 years of age or older
Therapy is prescribed by or in consultation with a hematologist or immunologist

The patient had a trial of or contraindication to corticosteroids or immunoglobulins OR had an
insufficient response to splenectomy

If yes, approve for 2 months by HICL or GPI-10 with a quantity limit of #2 per day.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.
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INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it

Our guideline named AVATROMBOPAG (Doptelet) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:

a.
b.

Thrombocytopenia (a type of blood disorder)
Chronic immune thrombocytopenia (immune system attacks your blood platelets)

B. If you have thrombocytopenia, approval also requires:

1.
2.

3.
4.
5.

6.

You are 18 years of age or older

Therapy is prescribed by or in consultation with a hematologist (a type of blood doctor),
gastroenterologist (doctor who treats digestive conditions), hepatologist (a type of liver
doctor), immunologist (a type of immune system doctor), surgeon, or endocrinologist (a type
of hormone doctor)

You have chronic (long-term) liver disease

You are scheduled to undergo a procedure 10 to 13 days after starting Doptelet therapy
You have a platelet (type of blood cell that prevents bleeding) count of less than 50 x 10(9)/L
measured within the last 30 days

You are NOT receiving other thrombopoietin receptor agonist therapy such as Promacta

C. If you have chronic immune thrombocytopenia (cITP), approval also requires:

1.
2.

3.

You are 18 years of age or older

Therapy is prescribed by or in consultation with a hematologist (a type of blood doctor) or
immunologist (a type of immune system doctor)

You had a trial of or contraindication (harmful for) to corticosteroids or immunoglobulins OR
you had an insufficient response to splenectomy (surgical removal of spleen did not work)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.
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RENEWAL CRITERIA

NOTE: For the diagnosis of thrombocytopenia in chronic liver disease, please refer to the Initial Criteria
section.

1. Does the patient have a diagnosis of chronic immune thrombocytopenia (cITP) AND meet the
following criterion?
e Patient had a clinical response to therapy as defined by an increase in platelet count to at least
50 x 10%L (at least 50,000 per microliter), compared to baseline.

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named AVATROMBOPAG (Doptelet) requires the following rule(s) be met for

renewal:

A. You have a diagnosis of chronic immune thrombocytopenia (immune system attacks your
blood platelets)

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

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Doptelet.
REFERENCES
e Doptelet [prescribing information]. Durham, NC. Dova Pharmaceuticals, Inc. July 2021.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 08/18
Commercial Effective: 04/01/22 Client Approval: 02/22 P&T Approval: 01/22
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Generic Brand HICL GCN Medi-Span Exception/Other
AXITINIB INLYTA 38446 GPI-10
(2133501300)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of advanced renal cell carcinoma (RCC) and meet ONE of the
following criteria?

e The patient has tried at least ONE systemic therapy for the treatment of RCC [e.g., Nexavar
(sorafenib), Torisel (temsirolimus), Sutent (sunitinib), Votrient (pazopanib), or Avastin
(bevacizumab) in combination with interferon]

¢ Inlyta will be used in combination with avelumab (Bavencio) as a first-line treatment

¢ Inlyta will be used in combination with pembrolizumab (Keytruda) as a first-line treatment

If yes, approve for 12 months by GPID or GPI-14 for all strengths with the following
quantity limits:

e Inlyta 1mg: #6 per day.

e Inlyta 5mg: #4 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named AXITINIB (Inlyta) requires the following rule(s) be met for approval:
A. You have advanced renal cell carcinoma (RCC; type of kidney cancer)
B. You also meet ONE of the following:

1. You have tried at least ONE systemic therapy (treatment that spreads throughout the
body) for the treatment of renal cell carcinoma such as Nexavar (sorafenib), Torisel
(temsirolimus), Sutent (sunitinib), Votrient (pazopanib), or Avastin (bevacizumab) in
combination with interferon

2. Inlyta will be used in combination with avelumab (Bavencio) as a first-line treatment

3. Inlyta will be used in combination with pembrolizumab (Keytruda) as a first-line treatment

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Inlyta.
REFERENCES
¢ Inlyta [Prescribing Information]. New York, NY: Pfizer; June 2020.

Library Commercial NSA

Yes Yes No
Part D Effective: N/A Created: 02/12
Commercial Effective: 04/10/21 Client Approval: 03/21 P&T Approval: 07/20
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AZACITIDINE
Generic Brand HICL GCN Medi-Span Exception/Other
AZACITIDINE ONUREG 48545 GPI-14
48540 (21300003000330)
(21300003000320)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of acute myeloid leukemia and meet ALL of the following
criteria?
o The patient is 18 years of age or older
e The patient achieved first complete remission (CR) or complete remission with incomplete blood
count recovery (CRi) following intensive induction chemotherapy
o The patient is not able to complete intensive curative therapy

If yes, approve for 12 months for all strengths by GPID or GPI-14 with a quantity limit of
#14 per 28 days.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named AZACITIDINE (Onureg) requires the following rule(s) be met for approval:

A. You have acute myeloid leukemia (AML: type of blood and bone marrow cancer with too
many white blood cells)

B. You are 18 years of age or older

C. You have achieved first complete remission (CR: signs or symptoms of cancer have
disappeared) or complete remission with incomplete blood count recovery (CRi) following
intensive induction chemotherapy (medications for cancer)

D. You are not able to complete intensive curative therapy (treatment to cure the disease)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Onureg.
REFERENCES
e Onureg [Prescribing Information]. Summit, NJ: Celgene Corporation; September 2020.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/20
Commercial Effective: 01/01/21 Client Approval: 11/20 P&T Approval: 10/20
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Generic Brand HICL GCN Medi-Span Exception/Other
AZTREONAM CAYSTON 28039 | GPI-10
LYSINE (1614001040)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of cystic fibrosis and meet ALL of the following criteria?
e The patient is 7 years of age or older
e The patient has a lung infection with a Gram negative species (such as Pseudomonas
aeruginosa; not Staphylococcus aureus because it is not a Gram negative species)

If yes, approve for 12 months by GPI-10 for 6 fills of #84 vials per 56 days.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named AZTREONAM INHALED requires the following rule(s) be met for

approval:

A. You have a diagnosis of cystic fibrosis (inherited life-threatening disorder that damages the
lungs and digestive system)

B. You are 7 years of age or older

C. You have a lung infection with a Gram negative species such as Pseudomonas aeruginosa

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Cayston.
REFERENCES
e Cayston [Prescribing Information]. Foster City, CA. Gilead Sciences, Inc.; November 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/12
Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 05/12
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BACLOFEN OZOBAX, 64209 GPI-14
BACLOFEN (75100010002070)

BACLOFEN FLEQSUVY 51885 GPI-14
(75100010001825)

BACLOFEN LYVISPAH 51638 GPI-14
51639 (75100010003010),
51652 (75100010003020),
(75100010003030)

GUIDELINES FOR USE

1.

Is the request for Ozobax and the patient meets ALL of the following criteria?
e The patient had a trial of or contraindication to generic baclofen tablets
e The patient is unable to swallow generic baclofen tablets

If yes, approve for 6 months by GPID or GPI-14 with a quantity limit of #80mL per day.
If no, continue to #2.

Is the request for Fleqsuvy and the patient meets ALL of the following criteria?
e The patient had a trial of or contraindication to generic baclofen tablets
e The patient is unable to swallow generic baclofen tablets

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #16mL per day.
If no, continue to #3.

Is the request for Lyvispah and the patient meets ALL of the following criteria?
e The patient had a trial of or contraindication to generic baclofen tablets
e The patient is unable to swallow generic baclofen tablets

If yes, approve for 12 months by GPID or GPI-14 for all strengths with the following
quantity limits:

o 5mg: #9 per day.

e 10mg: #3 per day.

e 20mg: #4 per day.

If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
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DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BACLOFEN (Ozobax, Flegsuvy, Lyvispah) requires the following rule(s)
be met for approval:

A. You have tried or have a contraindication (harmful for) to generic baclofen tablets

B. You are unable to swallow generic baclofen tablets

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Ozobax
Flegsuvy, and Lyvispah.

REFERENCES

¢ Ozobax [Prescribing Information]. Athens, GA: Metacel Pharmaceuticals, LLC; May 2020.

e Fleqgsuvy [Prescribing Information]. Wilmington, MA: Azurity Pharmaceuticals, Inc.; February 2022.
e Lyvispah [Prescribing Information]. Roswell, GA: Saol Therapeutics, Inc.; November 2021.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 11/19
Commercial Effective: 10/01/22 Client Approval: 09/22 P&T Approval: 07/22
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GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1.

Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) and meet ALL of

the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist

The patient had a trial of or contraindication to at least 3 months of treatment with ONE DMARD
(disease-modifying antirheumatic drug), such as methotrexate dose greater than or equal to
20mg per week or maximally tolerated dose, leflunomide, hydroxychloroquine, or sulfasalazine
The patient had a trial of or contraindication to any TWO of the following preferred agents:
Enbrel, Humira, Rinvoq, Xeljanz (IR/XR) [Note: pharmaceutical samples acquired from the
prescriber or manufacturer assistance program do not qualify]

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #1 per day.
If no, continue to #2.

Is the request for the treatment of coronavirus disease 2019 (COVID-19) in a hospitalized adult?

If yes, do not approve. [NOTE: This indication is for hospital use only.]
DENIAL TEXT: See initial denial text at the end of the guideline.
If no, continue to #3.

Does the patient have a diagnosis of severe alopecia areata and meet ALL of the following criteria?

The patient is 18 years of age or older
Therapy is prescribed by or in consultation with a dermatologist

The patient has had at least 50% scalp hair loss as measured by the Severity of Alopecia Tool
(SALT) for more than 6 months

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #1 per day.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named BARICITINIB (Olumiant) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:

1. Moderate to severe rheumatoid arthritis (RA: a type of joint condition)

2. Severe alopecia areata (a type of hair loss)

B. If you have moderate to severe rheumatoid arthritis, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune
system doctor)

3. You had a trial of or contraindication (harmful for) to at least 3 months of treatment with
ONE DMARD (disease-modifying antirheumatic drug), such as methotrexate dose
greater than or equal to 20mg per week or maximally tolerated dose, leflunomide,
hydroxychloroquine, or sulfasalazine

4. You have tried or have a contraindication (harmful for) to any TWO of the following
preferred medications: Enbrel, Humira, Rinvoq, Xeljanz (immediate release/extended
release)

C. If you have severe alopecia areata, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor)

3. You have had at least 50% scalp hair loss as measured by the Severity of Alopecia Tool
(SALT: a type of disease evaluation tool) for more than 6 months

D. NOTE: Olumiant will not be approved for the treatment of coronavirus disease 2019

(COVID-19) in hospitalized adults.

NOTE: The use of pharmaceutical samples (from the prescriber or manufacturer assistance
program) will not be considered when evaluating the medical condition or prior prescription
history for drugs that require prior authorization.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) AND meet the
following criterion?
¢ The patient has experienced or maintained a 20% or greater improvement in tender joint count
or swollen joint count while on therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.
If no, continue to #2.

2. Does the patient have a diagnosis of severe alopecia areata AND meet the following criterion?
e The patient has had improvement while on therapy (e.g., scalp hair coverage)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named BARICITINIB (Olumiant) requires the following rule(s) be met for
renewal:
A. You have ONE of the following diagnoses:
1. Moderate to severe rheumatoid arthritis (RA: a type of joint condition)
2. Severe alopecia areata (a type of hair loss)
B. If you have moderate to severe rheumatoid arthritis, renewal also requires:
1. You have experienced or maintained a 20 percent or greater improvement in tender joint
count or swollen joint count while on therapy
C. If you have severe alopecia areata, renewal also requires:
1. You have had improvement while on therapy (such as scalp hair coverage)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Olumiant.

REFERENCES
¢ Olumiant [Prescribing Information]. Indianapolis, IN: Eli Lilly and Company; June 2022.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 06/18
Commercial Effective: 04/01/23 Client Approval: 02/23 P&T Approval: 01/23
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BEDAQUILINE SIRTURO 39895 GPI-10
FUMARATE (0900001510)

GUIDELINES FOR USE

1.

Does the patient have a diagnosis of pulmonary multi-drug resistant tuberculosis (MDR-TB) (i.e., an

isolate of M. tuberculosis that is resistant to at least isoniazid and rifampin) and meet ALL of the
following criteria?

The patient meets ONE of the following:

o The patient is 5 to less than 18 years of age AND weighs at least 15kg
o The patient is 18 years of age or older

Sirturo will be used in combination with at least 3 other antibiotics

If yes, approve for a total of 24 weeks by GPID or GPI-14 as follows:
e FIRST APPROVAL: Approve for 4 weeks for the requested strength as follows:
o Sirturo 20mg: #340 per 28 days.
o Sirturo 100mg: #68 per 28 days.
e SECOND APPROVAL: Approve for 20 weeks (total fill count 5) for the requested
strength as follows:
o Sirturo 20mg: #120 per 28 days.
o Sirturo 100mg: #24 per 28 days.
Please enter a start date of 3 WEEKS AFTER the START date of the first approval.

If no, continue to #2.

Does the patient have a diagnosis of pulmonary multi-drug resistant tuberculosis (MDR-TB) (i.e., an

isolate of M. tuberculosis that is resistant to at least isoniazid and rifampin) OR pulmonary
extensively drug resistant tuberculosis (XDR-TB) (i.e., an isolate of M. tuberculosis that is resistant
to at least isoniazid, rifampin, a fluoroquinolone, and an aminoglycoside) and meet ALL of the
following criteria?

The patient is 18 years of age or older
Sirturo will be used in combination with pretomanid and linezolid

If yes, approve for a total of 26 weeks for Sirturo 100mg by GPID or GPI-14 as follows:

e FIRST APPROVAL: Approve for 4 weeks with a quantity limit of #68 per 28 days.

e SECOND APPROVAL: Approve for 22 weeks (total fill count 6) with a quantity limit of
#24 per 28 days. Please enter a start date of 3 WEEKS AFTER the START date of the
first approval.

If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
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DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BEDAQUILINE (Sirturo) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:

1. Pulmonary multi-drug resistant tuberculosis (MDR-TB: tuberculosis bacteria in lungs does
not respond to multiple drugs, including at least isoniazid and rifampin)

2. Pulmonary extensively drug resistant tuberculosis (XDR-TB: tuberculosis bacteria is
resistant to at least isoniazid, rifampin, a fluoroquinolone [type of antibiotic], and an
aminoglycoside [a type of antibiotic])

B. If you have pulmonary multi-drug resistant tuberculosis, approval also requires ONE of
the following:

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

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

3. You are 18 years of age, AND will be using Sirturo in combination with pretomanid and
linezolid

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

1. You are 18 years of age or older

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

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Sirturo.
REFERENCES
e Sirturo [Prescribing Information]. Titusville, NJ: Janssen Therapeutics; May 2020.
Library Commercial NSA
Yes Yes No
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Commercial Effective: 12/01/21 Client Approval: 11/21 P&T Approval: 07/20

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlmpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 157 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

BELIMUMAB - SQ

Generic Brand HICL | GCN Medi-Span Exception/Other

BELIMUMAB | BENLYSTA 43658 | GPI-14

43661 | (9942201500D520,
9942201500E520)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1.

Does the patient have a diagnosis of autoantibody-positive systemic lupus erythematosus (SLE)

and meet ALL of the following criteria?

The patient is 18 years of age or older
Therapy is prescribed by or in consultation with a rheumatologist
The patient is currently using corticosteroids, antimalarials, NSAIDs, or immunosuppressives

If yes, approve for 6 months by GPID or GPI-14 for the requested product with a quantity
limit of #4mL per 28 days.

If no, continue to #2.

Does the patient have a diagnosis of active lupus nephritis and meet ALL of the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist or nephrologist
The patient is receiving standard therapy (e.g., steroids, antimalarials, NSAIDs,
immunosuppressives)

If yes, approve for a total of 6 months by GPID or GPI-14 for the requested product as

follows:

FIRST APPROVAL:

e 200mg/mL: Approve for 1 month with a quantity limit of #8mL per 28 days.

SECOND APPROVAL:

e 200mg/mL: Approve for 5 months with a quantity limit of #4mL per 28 days (Please
enter a start date 3 weeks after the start date of the first approval).

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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BELIMUMAB - SQ

INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named BELIMUMAB - SQ (Benlysta) requires the following rule(s) be met for
approval:
You have ONE of the following diagnoses:

A

1.
2.

Autoantibody-positive systemic lupus erythematosus (SLE: a type of immune condition)
Active lupus nephritis (LN: A type of immune condition that affects the kidneys)

If you have autoantibody-positive systemic lupus erythematosus (SLE), approval also
requires:

1.
2.

3.

You are 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist (a type of immune
system doctor)

You are currently using corticosteroids, antimalarials (drugs that treat parasites), non-
steroidal anti-inflammatory drugs (NSAIDS), or immunosuppressives (drugs that weaken
your immune system)

If you have active lupus nephritis, approval also requires:

1.
2.

3.

You are 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist (a type of immune
system doctor) or nephrologist (a type of kidney doctor)

You are receiving standard treatment (such as steroids, antimalarials, nonsteroidal anti-
inflammatory drugs (NSAIDs), or immunosuppressives (drugs that weaken your immune
system)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1.

Does the patient have a diagnosis of autoantibody-positive systemic lupus erythematosus (SLE)
AND meet the following criterion?

The patient has had clinical improvement while on Benlysta

If yes, approve for 12 months by GPID or GPI-14 for the requested product with a quantity
limit of #4mL per 28 days.

If no, continue to #2.

CONTINUED ON NEXT PAGE
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BELIMUMAB - SQ
RENEWAL CRITERIA (CONTINUED)

2. Does the patient have a diagnosis of active lupus nephritis AND meet the following criterion?
e The patient has had clinical improvement in renal response as compared to baseline (i.e., eGFR
or proteinuria) and/or clinical parameters (e.g., fluid retention, use of rescue drugs,
glucocorticoid dose)

If yes, approve for 12 months by GPID or GPI-14 for the requested product with a quantity
limit of #4mL per 28 days.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named BELIMUMAB - SQ (Benlysta) requires the following rule(s) be met for
renewal:
A. You have ONE of the following diagnoses:

1. Autoantibody-positive systemic lupus erythematosus (SLE: a type of immune condition)

2. Active lupus nephritis (LN: a type of immune condition that affects the kidneys)

B. If you have autoantibody-positive systemic lupus erythematosus (SLE), renewal also
requires:

a. You have had clinical improvement while on Benlysta

C. If you have active lupus nephritis, renewal also requires:

1. You have had clinical improvement in renal response as compared to baseline
laboratory values (eGFR [measurement of kidney function] or proteinuria [level of protein
in urine]), and/or clinical parameters (such as fluid retention, use of rescue drugs,
glucocorticoid dose)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Benlysta.

REFERENCES

e Benlysta [Prescribing Information]. Rockville, Maryland: Human Genome Sciences, Inc.; July 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 08/17

Commercial Effective: 08/29/22 Client Approval: 08/22 P&T Approval: 01/21
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BELUMOSUDIL

Generic Brand HICL GCN Medi-Span Exception/Other
BELUMOSUDIL REZUROCK 47503 GPI-10
MESYLATE (9939851050)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of chronic graft-versus-host-disease (cGVHD) and meet ALL of
the following criteria?
o The patient is 12 years of age or older
e The patient had failure of at least two prior lines of systemic therapies

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BELUMOSUDIL (Rezurock) requires the following rule(s) be met for

approval:

A. You have chronic graft-versus-host-disease (cGVHD: a long-term type of immune disorder)

B. You are 12 years of age or older

C. You had failure of at least two prior lines of systemic therapies (treatment that spreads
throughout the body)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Rezurock.

REFERENCES

e Rezurock [Prescribing Information]. Warrendale, PA: Kadmon Pharmaceuticals, LLC, July 2021.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 08/21

Commercial Effective: 04/16/22 Client Approval: 03/22 P&T Approval: 07/21
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BELZUTIFAN
Generic Brand HICL GCN Medi-Span Exception/Other
BELZUTIFAN WELIREG 47546 GPI-10
(2142102000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of von Hippel-Lindau (VHL) disease and meet ALL of the
following criteria?
e The patient is 18 years of age or older
e The patient requires therapy for associated renal cell carcinoma (RCC), central nervous system
(CNS) hemangioblastomas, or pancreatic neuroendocrine tumors (pNET)
e The patient does NOT require immediate surgery

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #3 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BELZUTIFAN (Welireg) requires the following rule(s) be met for approval:

A. You have von Hippel-Lindau (VHL) disease (genetic disorder that causes tumors to grow in
the body)

B. You are 18 years of age or older

C. You require therapy for associated renal cell carcinoma (RCC: a type of kidney cancer),
central nervous system (CNS) hemangioblastomas (tumor in the brain or spinal cord), or
pancreatic neuroendocrine tumors (pNET: tumor in the pancreas)

D. You do NOT require immediate surgery

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Welireg.
REFERENCES
e Welireg [Prescribing Information]. Whitehouse Station, NJ: Merck & Co, Inc.; August 2021.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/21
Commercial Effective:01/01/22 Client Approval: 11/21 P&T Approval: 10/21
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BENRALIZUMAB
Generic Brand HICL GCN Medi-Span Exception/Other
BENRALIZUMAB | FASENRA | 44635 GPI-10
(4460402000)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1 Does the patient have a diagnosis of severe asthma with an eosinophilic phenotype and meet ALL
of the following criteria?

The patient is 12 years of age or older

Therapy is prescribed by or in consultation with a physician specializing in pulmonary medicine
or allergy medicine

The patient has a documented blood eosinophil level of at least 150 cells/mcL within the past 12
months

The patient is concurrently treated with a medium, high-dose, or maximally tolerated dose of an
inhaled corticosteroid AND at least one other maintenance medication (e.g., a long-acting
inhaled beta2-agonist such as formoterol, salmeterol, long-acting muscarinic antagonist such as
tiotropium, a leukotriene receptor antagonist such as montelukast, theophylline, or oral
corticosteroid)

Fasenra will NOT be used concurrently with Xolair, Dupixent, or another anti-IL5 biologic (e.g.,
Nucala, Cingair) when used for the treatment of asthma

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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BENRALIZUMAB

INITIAL CRITERIA (CONTINUED)

2 Does the patient meet ONE of the following criteria?

The patient experienced at least ONE asthma exacerbation requiring systemic corticosteroid

burst lasting at least 3 days within the past 12 months OR at least ONE serious exacerbation

requiring hospitalization or emergency room visit within the past 12 months

The patient has poor symptom control despite current therapy as evidenced by at least THREE

of the following within the past 4 weeks:

o Daytime asthma symptoms more than twice a week

o Any night waking due to asthma

o Use of a short-acting inhaled beta2-agonist reliever (SABA; such as albuterol) for symptoms
more than twice a week

o Any activity limitation due to asthma

If yes, approve for a total of 4 months as follows:
e [f the plan covers non-self-administered (NSA) agents: Enter TWO approvals by HICL
or GPI-10 as below:

o FIRST APPROVAL: approve for 2 months (total fill count of 2) with a quantity limit
of #1mL (one 30mg/mL pre-filled syringe/autoinjector pen) per 28 days.

o SECOND APPROVAL: approve for 2 months (total fill count of 2) with a quantity
limit of #1mL (one 30mg/mL pre-filled syringe/autoinjector pen) per 56 days. (Start
date is 1 week before the end of the first approval.)

o If the plan does NOT cover NSA agents: Approve Fasenra autoinjector pen by GPID
or GPI-14 and enter TWO approvals as below:

o FIRST APPROVAL: approve for 2 months (total fill count of 2) with a quantity limit
of #1mL (one 30mg/mL autoinjector pen) per 28 days.

o SECOND APPROVAL: approve for 2 months (total fill count of 2) with a quantity
limit of #1mL (one 30mg/mL autoinjector pen) per 56 days. (Start date is 1 week
before the end of the first approval.)

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named BENRALIZUMAB (Fasenra) requires the following rule(s) be met for

approval:

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

B. You are 12 years of age or older

C. Therapy is prescribed by or in consultation with a physician specializing in pulmonary
(lung/breathing) medicine or allergy medicine

(Initial denial text continued on next page)

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

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

E. You are being treated with medium, high-dose, or a maximally tolerated dose of an inhaled
corticosteroid AND at least one other maintenance medication which includes a long-acting
inhaled beta2-agonist (such as formoterol, salmeterol), long-acting muscarinic antagonist

(such as tiotropium), leukotriene receptor antagonist (such as montelukast), theophylline, or

oral corticosteroid

F. You have ONE of the following:

1. Experienced at least ONE asthma exacerbation (worsening of symptoms) requiring
systemic corticosteroid burst lasting at least 3 days within the past 12 months OR at
least ONE serious exacerbation requiring hospitalization or emergency room visit within
the past 12 months

2. Poor symptom control despite current therapy as evidenced by at least THREE of the
following within the past 4 weeks:

a. Daytime asthma symptoms more than twice per week
b. Any night waking due to asthma
c. Use of a short-acting inhaled beta2-agonist reliever (such as albuterol) for symptoms
more than twice per week
d. Any activity limitation due to asthma
G. You will NOT use Fasenra concurrently (at the same time) with Xolair, Dupixent, or another
anti-IL5 biologic (such as Nucala, Cingair) when used for the treatment asthma

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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GUIDELINES FOR USE (CONTINUED)

RENEWAL CRITERIA

1. Does the patient meet ALL of the following criteria?

The patient will continue to use an inhaled corticosteroid (ICS) AND at least one other

maintenance medication (e.g., a long-acting inhaled beta2-agonist such as formoterol or

salmeterol, a long-acting muscarinic antagonist such as tiotropium, a leukotriene receptor

antagonist such as montelukast, theophylline, or oral corticosteroid)

Fasenra will NOT be used concurrently with Xolair, Dupixent, or another anti-IL5 biologic (e.g.,

Nucala, Cinqair) when used for the treatment of asthma

The patient has shown a clinical response as evidenced by ONE of the following:

o Reduction in asthma exacerbation from baseline

o Decreased utilization of rescue medications

o Increase in percent predicted FEV1 from pretreatment baseline

o Reduction in severity or frequency of asthma-related symptoms (e.g., wheezing, shortness
of breath, coughing, etc.)

If yes, approve for 12 months as follows:

e If the plan covers non-self-administered (NSA) agents: Approve by HICL or GPI-10
with a quantity limit of #1mL (one 30mg/mL pre-filled syringe/autoinjector pen) per 56
days.

o If the plan does NOT cover NSA agents: Approve by GPID or GPI-14 with a quantity
limit of #1mL (one 30mg/mL autoinjector pen) per 56 days.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named BENRALIZUMAB (Fasenra) requires the following rule(s) be met for

renewal:

A. You will continue to use an inhaled corticosteroid (ICS) AND at least one other maintenance
medication such as a long-acting inhaled beta2-agonist (such as formoterol, salmeterol), a
long-acting muscarinic antagonist (such as tiotropium), a leukotriene receptor antagonist
(such as montelukast), theophylline, or oral corticosteroid

B. You will NOT use Fasenra concurrently (at the same time) with Xolair, Dupixent, or another
anti-IL5 biologic (such as Nucala, Cingair) when used for the treatment asthma

(Renewal denial text continued on next page)

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

C. You have shown a clinical response as evidenced by ONE of the following:
1. Reduction in asthma exacerbation (worsening of symptoms) from baseline
2. Decreased use of rescue medications
3. Increase in percent predicted FEV1 (amount of air exhaled in one second) from
pretreatment baseline
4. Reduction in severity or frequency of asthma-related symptoms (such as wheezing,
shortness of breath, coughing, etc.)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Fasenra.

REFERENCES

e Fasenra [Prescribing Information]. Wilmington, DE: AstraZeneca Pharmaceutical LP.; February
2021.

Library Commercial NSA
Yes Yes Yes
Part D Effective: N/A Created: 02/18
Commercial Effective: 07/01/22 Client Approval: 05/22 P&T Approval: 04/22
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BEROTRALSTAT
Generic Brand HICL GCN Medi-Span Exception/Other
BEROTRALSTAT ORLADEYO 47016 GPI-10
HYDROCHLORIDE (8584001020)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1.

Does the patient have a diagnosis of hereditary angioedema (HAE) and meet ALL of the following

criteria?

The patient is 12 years of age or older

The diagnosis of HAE is confirmed via documentation of complement testing

Orladeyo is being used for prophylaxis against HAE attacks

Therapy is prescribed by or in consultation with an allergist, immunologist or hematologist

The patient is NOT on concurrent treatment with an alternative prophylactic agent for HAE (e.g.,
Takhzyro, Haegarda, Cinryze, danazol)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named BEROTRALSTAT (Orladeyo) requires the following rule(s) be met for
approval:

You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)
Your diagnosis is confirmed by documented complement testing (a type of blood test)

You are 12 years of age or older

Orladeyo is being used for prevention of hereditary angioedema attacks

Therapy is prescribed by or in consultation with an allergist, immunologist (allergy or
immune system doctor) or hematologist (blood doctor)

You will NOT use Orladeyo concurrently (at the same time) with an alternative preventive
agent for HAE (such as Takhzyro, Haegarda, Cinryze, danazol)

moow>

n

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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BEROTRALSTAT
GUIDELINES FOR USE (CONTINUED)
RENEWAL CRITERIA

1. Does the patient have a diagnosis of hereditary angioedema (HAE) and meet ALL of the following
criteria?
e The patient has experienced improvement (i.e., reductions in attack frequency or attack
severity) compared to baseline in HAE attacks
o The patient is NOT on concurrent treatment with an alternative prophylactic agent for HAE (e.g.,
Takhzyro, Haegarda, Cinryze, danazol)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named BEROTRALSTAT (Orladeyo) requires the following rule(s) be met for

renewal:

A. You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)

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

C. You will NOT use Orladeyo concurrently (at the same time) with an alternative preventive
agent for HAE (such as Takhzyro, Haegarda, Cinryze, danazol)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Orladeyo.

REFERENCES

e Orladeyo [Prescribing Information]. Durham, NC: BioCryst Pharmaceuticals, Inc.; December 2020.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 12/20

Commercial Effective: 07/01/22 Client Approval: 05/22 P&T Approval: 04/22
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BETAINE
Generic Brand HICL GCN Medi-Span Exception/Other
BETAINE CYSTADANE, 12233 GPI-10
BETAINE (3090452000)
ANHYDROUS

GUIDELINES FOR USE

1. Does the patient have a diagnosis of homocystinuria (including cystathionine beta-synthase (CBS)
deficiency, 5,10-methylenetetrahydrofolate reductase (MTHFR) deficiency, and cobalamin cofactor
metabolism (cbl) defect)?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #20 grams per day.
If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BETAINE (Cystadane) requires the following rule(s) be met for approval:
A. You have homocystinuria (a type of genetic metabolic disorder), including cystathionine beta-
synthase (CBS: a type of enzyme) deficiency, 5,10-methylenetetrahydrofolate reductase
(MTHFR: a type of enzyme) deficiency, and cobalamin cofactor metabolism (cbl: vitamin B12

that is required for enzyme activity) defect

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Cystadane.

REFERENCES

e Cystadane [Prescribing Information]. Lebanon, NJ: Recordati Rare Diseases, Inc.; October 2019.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 05/22

Commercial Effective:04/01/23 Client Approval: 02/23 P&T Approval: 04/22
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BEXAROTENE
Generic Brand HICL GCN Medi-Span Exception/Other
BEXAROTENE | TARGRETIN, GPI-10
SOFTGEL BEXAROTENE (2170822000)
BEXAROTENE | TARGRETIN, 20832 GPI-10
1% TOPICAL BEXAROTENE (9037622000)
GEL

GUIDELINES FOR USE

TARGRETIN (BEXAROTENE) CAPSULE

1. Does the patient have a diagnosis of cutaneous T-cell lymphoma (CTCL) AND meet the following

criterion?

The patient is refractory to at least one prior systemic therapy (e.g., gemcitabine, methotrexate,
liposomal doxorubicin, bortezomib)

If yes, approve for 12 months by GPID or GPI-10.
If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these

definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BEXAROTENE (Targretin capsule) requires the following rule(s) be met
for approval:

A. You have cutaneous T-cell ymphoma (CTCL: a type of blood cancer)

B. You are refractory (resistant) to at least one prior systemic therapy (therapy that spreads
through the blood) such as gemcitabine, methotrexate, liposomal doxorubicin, or bortezomib

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

TARGRETIN (BEXAROTENE) GEL

1. Does the patient have a diagnosis of cutaneous T-cell lymphoma (CTCL) (stage IA or IB) and meet
ONE of the following criteria?
o The patient has refractory or persistent disease after other therapies
o The patient has not tolerated other therapies

If yes, approve for 12 months by GPID or GPI-10.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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BEXAROTENE
GUIDELINES FOR USE - TARGRETIN (BEXAROTENE) GEL (CONTINUED)

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BEXAROTENE (Targretin gel) requires the following rule(s) to be met for
approval:
A. You have cutaneous T-cell lymphoma (CTCL: a type of blood cancer) (stage IA or IB)
B. You meet ONE of the following:
1.You have refractory (resistant) or persistent disease after other therapies
2. You have not tolerated other therapies

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Targretin.

REFERENCES
e Targretin Capsule [Prescribing Information]. Bridgewater, NJ: Bausch Health US, LLC; April 2020.
e Targretin Gel [Prescribing Information]. Bridgewater, NJ: Bausch Health US, LLC; February 2020.

Library Commercial NSA
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BINIMETINIB
Generic Brand HICL GCN Medi-Span Exception/Other
BINIMETINIB MEKTOVI 45040 GPI-10
(2153352000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of unresectable or metastatic melanoma and meet ALL of the
following criteria?
o The patient has BRAF V600E or V600K mutation as detected by an FDA-approved test
o The medication will be used in combination with Braftovi (encorafenib)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #6 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BINIMETINIB (Mektovi) requires the following rule(s) be met for approval:

A. You have a diagnosis of unresectable (cannot completely remove by surgery) or metastatic
(disease that has spread) melanoma (skin cancer)

B. You have a BRAF V600E or V600K mutation (types of gene mutations) as detected by a
Food and Drug Administration-approved test

C. The medication will be used in combination with Braftovi (encorafenib)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Mektovi.
REFERENCES
e Mektovi [Prescribing Information]. Boulder, CO: Array BioPharma Inc. February 2019.
Library Commercial NSA
Yes Yes No
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BOSENTAN
Generic Brand HICL GCN Medi-Span Exception/Other
BOSENTAN TRACLEER, 22990 GPI-10
BOSENTAN (4016001500)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1.

Does the patient have a diagnosis of pulmonary arterial hypertension (WHO Group 1) and meet

ALL of the following criteria?

2.

The patient is 3 years of age or older

Therapy is prescribed by or in consultation with a cardiologist or pulmonologist
The patient has NYHA-WHO Functional Class Il to IV symptoms

The patient does not have idiopathic pulmonary fibrosis (IPF)

The patient is NOT concurrently taking cyclosporine A or glyburide

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

Does that patient have a documented confirmatory PAH diagnosis based on right heart

catheterization with the following parameters?

Mean pulmonary artery pressure (PAP) of > 20 mmHg
Pulmonary capillary wedge pressure (PCWP) of < 15 mmHg
Pulmonary vascular resistance (PVR) of 2 3 Wood units

If yes, approve for 12 months by GPID or GPI-14 for all strengths with the following
quantity limits:

62.5mg tablet: #2 per day.

125mg tablet: #2 per day.

32mg tablet for suspension: #4 per day.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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BOSENTAN
INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named BOSENTAN (Tracleer) requires the following rule(s) be met for approval:
A. You have pulmonary arterial hypertension (a type of heart and lung condition) (World Health
Organization Group 1)
You are 3 years of age and older
Therapy is prescribed by or in consultation with a cardiologist (heart doctor) or pulmonologist
(lung doctor)
You have New York Heart Association-World Health Organization (NYHA-WHO) Functional
Class Il to IV symptoms (a classification system of heart failure symptoms)
You do not have idiopathic pulmonary fibrosis (scarring of the lungs for an unknown reason)
You are NOT concurrently (at the same time) taking cyclosporine A or glyburide
. You have documentation confirming your diagnosis of pulmonary arterial hypertension
based on right heart catheterization (a test using a thin tube that is placed into the right side
of your heart) with the following values:
1. Mean pulmonary artery pressure (PAP) greater than 20 mmHg
2. Pulmonary capillary wedge pressure (PCWP) less than or equal to 15 mmHg
3. Pulmonary vascular resistance (PVR) greater than or equal to 3 Wood units

o ow

@mm

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RENEWAL CRITERIA
1. Does the patient have a diagnosis of pulmonary arterial hypertension (WHO Group 1)?
If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.
2. s the patient concurrently taking cyclosporine A or glyburide?
If yes, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

If no, continue to #3.

CONTINUED ON NEXT PAGE
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BOSENTAN
RENEWAL CRITERIA (CONTINUED)

3. Is the patient between the ages of 3 and 17 years old and meets ONE of the following criteria?
e The patient has demonstrated an improvement in pulmonary vascular resistance (PVR)
e The patient has remained stable or shown improvement in exercise ability (e.g., 6-minute walk
test, World Health Organization [WHO] functional class symptoms)

If yes, approve for 12 months by GPID or GPI-14 for all strengths with the following
quantity limits:

o 62.5mg tablet: #2 per day.

o 125mg tablet: #2 per day.

. 32mg tablet for suspension: #4 per day.

If no, continue to #4.

s

Is the patient 18 years of age or older and meets ONE of the following criteria?

e The patient has shown improvement from baseline in the 6-minute walk distance test

e The patient has remained stable from baseline in the 6-minute walk distance test AND World
Health Organization (WHO) functional class has remained stable or improved

If yes, approve for 12 months by GPID or GPI-14 for all strengths with the following
quantity limits:

o 62.5mg tablet: #2 per day.

e 125mg tablet: #2 per day.

¢ 32mg tablet for suspension: #4 per day.

If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 176 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

BOSENTAN
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RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named BOSENTAN (Tracleer) requires the following rule(s) be met for renewal:

A. You have pulmonary arterial hypertension (a type of heart and lung condition) (World Health
Organization Group 1)

B. You are NOT concurrently (at the same time) taking cyclosporine A or glyburide

C. Ifyou are 3 to 17 years of age, renewal also requires ONE of the following:

You have demonstrated an improvement in pulmonary vascular resistance (a type of
measurement for pulmonary arterial hypertension)

You have remained stable or shown improvement in exercise ability (such as the 6-minute
walk test, World Health Organization [WHO] functional class symptoms) [way to classify
how limited you are during physical activity])

D. If you are 18 years of age or older, renewal requires ONE of the following:

1. You have shown improvement from baseline in the 6-minute walk distance test

2. You have remained stable from baseline in the 6-minute walk distance test AND World
Health Organization (WHO) functional class has remained stable or improved

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Tracleer.

REFERENCES
e Tracleer [Prescribing Information]. South San Francisco, CA: Actelion Pharmaceuticals US, Inc.;
January 2021.

Library Commercial NSA
Yes Yes No
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BOSUTINIB
Generic Brand HICL GCN Medi-Span Exception/Other
BOSUTINIB BOSULIF | 39590 GPI-10 (2153181200)

GUIDELINES FOR USE

1.

Does the patient have a newly diagnosed, chronic phase Philadelphia chromosome-positive (Ph+)

chronic myelogenous leukemia (CML) AND meet the following criterion?

The patient is 18 years of age or older

If yes, approve for 12 months by GPID or GPI-14 with the following quantity limits:
e Bosulif 500mg: #1 per day.
o Bosulif 400mg: #1 per day.
e Bosulif 100mg: #3 per day.

If no, continue to #2.

Does the patient have a diagnosis of chronic, accelerated, or blast phase Philadelphia

chromosome-positive (Ph+) chronic myelogenous leukemia (CML) and meet ALL of the following
criteria?

The patient is 18 years of age or older

The patient previously tried or has a contraindication to other tyrosine kinase inhibitors [e.g.,
Gleevec (imatinib), Sprycel (dasatinib), Tasigna (nilotinib)]

The patient had a mutational analysis prior to initiation AND Bosulif is appropriate per the NCCN
guideline table for treatment recommendations based on BCR-ABL1 mutation profile

(Please see header CML-5 of the current NCCN guidelines)

If yes, approve for 12 months by GPID or GPI-14 with the following quantity limits:
e Bosulif 500mg: #1 per day.
o Bosulif 400mg: #1 per day.
e Bosulif 100mg: #3 per day.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BOSUTINIB (Bosulif) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Newly diagnosed, chronic phase Philadelphia chromosome-positive chronic
myelogenous leukemia (Ph+ CML; a type of blood cancer)
2. Chronic, accelerated, or blast phase Philadelphia chromosome-positive chronic
myelogenous leukemia
B. You are 18 years of age or older
(Denial text continued on next page)

CONTINUED ON NEXT PAGE
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BOSUTINIB

GUIDELINES FOR USE (CONTINUED)

C. If you have chronic, accelerated, or blast phase Philadelphia chromosome-positive,

approval also requires:

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

2. You had a mutational analysis prior to initiation of therapy AND Bosulif is appropriate per
the National Comprehensive Cancer Network (NCCN) guideline table for treatment
recommendations based on BCR-ABL1 mutation (breakpoint cluster region-Abelson

murine leukemia

1; a type of abnormal gene) profile

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve

this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Bosulif.
REFERENCES
o Bosulif [Prescribing Information]. New York, NY: Pfizer; November 2019.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A
Commercial Effective: 04/01/22
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BOWEL PREP FOR CRC SCREENING ZERO COST SHARE OVERRIDE

Generic Brand HICL GCN |Medi-Span Exception/
Other

SOD PICOSULF/MAG PREPOPIK, 24291 GPI-10
OX/CITRIC AC CLENPIQ (4699200345)
BISACODYL/PEG/ PEG-PREP 33281 GPI-10
ELECTROLYTES (4699200520)
PEG3350/SOD GAVILYTE-C, 34667 GPI-10
SULF,BICARB,CL/KCL GAVILYTE-G, 01344 (4699200530)

GOLYTELY

COLYTE WITH FLAVOR

PACKS,

PEG 3350-

ELECTROLYTES
SODIUM NULYTELY, 07981 GPI-10
CHLORIDE/NAHCOQO3/ GAVILYTE-N, PEG 33276 (4699200430)
KCL/PE 3350-ELECTROLYTE
PEG3350-SOD SUL- MOVIPREP, 34026 GPI-10
NACL-KCL-ASB-C PLENVU, (4699200630)

PEG3350-SOD SUL-

NACL-KCL-ASB-C
SODIUM, SUPREP 37152 GPI-10
POTASSIUM,MAG (4699200360)
SULFATES
SOD SULF/POT SUTAB 46967 GPI-10
CHLORIDE/MAG SULF (4699200358)
SOD PHOSPHATE OSMOPREP 21886 GPI-10
MBAS/SOD PHOS,DI (4610990212)

GUIDELINES FOR USE

1. Is the patient requesting a cost share exception for the requested bowel preparation agent AND
does the plan cover these agents at zero cost share (i.e., the plan follows Affordable Care Act

[ACA] recommendations and is linked to MedIimpact's Essential Health Benefit Tables)?

If yes, continue to #2.
If no, guideline does not apply.

2. Does the patient's plan have specific procedures, instructions, and/or policies for cost share
exception processes or for multi-source brand agent overrides (DAW1 override)?

If yes, guideline does not apply.
If no, continue to #3.

CONTINUED ON NEXT PAGE
Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 180 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

BOWEL PREP FOR CRC SCREENING ZERO COST SHARE OVERRIDE
GUIDELINES FOR USE (CONTINUED)

3. Does the patient meet ALL of the following criteria?
o The patient is between 45 to 75 years of age
o The request is for colorectal cancer screening

If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

4. |s the request for a generic agent?

If yes, approve for 12 months for the requested agent by HICL or GPI-10 at zero copay as
follows:

If no fills in the past 365 days: Approve for 2 fills.
If 2 or more fills in the past 365 days: Approve for 1 fill.

If no, continue to #5.

5. Is the request for ONE of the following?

e A single-source brand (SSB) agent that has no preferred generic agents or therapeutically
equivalent products available

o A multi-source brand (MSB) agent

If yes, continue to #6.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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BOWEL PREP FOR CRC SCREENING ZERO COST SHARE OVERRIDE
GUIDELINES FOR USE (CONTINUED)

6. Does the patient meet ONE of the following criteria?

o Two preferred medications are medically inappropriate for the patient (one if only one agent is
available)

e The patient has tried or has a documented medical contraindication to TWO preferred
medications (one if only one agent is available)

o The prescriber provided documentation confirming that the requested drug is considered
medically necessary (considerations may include additional follow-up colonoscopy required
after a positive/abnormal screening test)

If yes, approve for 12 months for the requested agent by HICL or GPI-10 at zero copay as
follows:

¢ If nofills in the past 365 days: Approve for 2 fills.

o If 2 or more fills in the past 365 days: Approve for 1 fill.

APPROVAL TEXT (applicable to multi-source brand agents only): Although your cost
share has been reduced to zero-dollar, you may incur a dispense-as-written (DAW) penalty fee
if you choose to fill a brand prescription instead of its generic equivalent.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BOWEL PREP FOR CRC SCREENING ZERO COST SHARE

OVERRIDE requires the following rule(s) be met for approval:

A. Your request is for ONE of the following:

1. A generic agent

2. A single-source brand (SSB) agent that has no preferred generic agents or
therapeutically equivalent products available

3. A multi-source brand (MSB) agent

You are 45 to 75 years of age

The request is for colorectal cancer screening

If the request is for a single-source brand or multi-source brand agent, approval also

requires you meet ONE of the following:

1. Two preferred medications are medically inappropriate for you (one if only one agent is
available)

2. You have tried or have a documented medical contraindication (harmful for) to TWO
preferred medications (one if only one agent is available)

3. Your doctor has provided documentation confirming that your requested drug is
considered medically necessary for you (considerations may include additional follow-up
colonoscopy required after a positive/abnormal screening test)

(Denial text continued on the next page)

OOw
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GUIDELINES FOR USE (CONTINUED)
Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with

your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for bowel
preparation for colonoscopy agents listed.

This guideline applies to plans where the pharmacy benefit allows for coverage of bowel preparation for
colonoscopy medications (used for colorectal cancer screening) at zero copay. The override criteria
allow patient access to all FDA-approved bowel preparation for colonoscopy medications (if used for
colorectal cancer screening) at zero copay by waiving the applicable cost-sharing for branded or non-
preferred branded medications.

REFERENCES

o U.S. Department of Labor. Affordable Care Act Implementation Frequently Asked Questions.
Available at: https://www.dol.gov/agencies/ebsa/laws-and-requlations/laws/affordable-care-act/for-
employers-and-advisers/aca-implementation-fags. Accessed May 2020.

Library Commercial NSA
Yes Yes No
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BREAST CANCER PREVENTION ZERO COST SHARE OVERRIDE

Generic Brand HICL GCN Medi-Span Exception/Other
ANASTROZOLE | ARIMIDEX, 10249 GPI-10
ANASTROZOLE (2140281000)
EXEMESTANE | AROMASIN, 20803 GPI-10
EXEMESTANE (2140283500)
RALOXIFENE EVISTA, 16917 GPI-10
HCL RALOXIFENE (3005306010)
HCL
TAMOXIFEN TAMOXIFEN 38720 | GPI-14
CITRATE CITRATE 38721 | (214026801003)

GUIDELINES FOR USE

1. Is the patient requesting a cost share exception for the requested AND does the plan cover these
agents at zero cost share (i.e., the plan follows Affordable Care Act [ACA] recommendations and is
linked to Medlmpact's Essential Health Benefit Tables)?

If yes, continue to #2.
If no, guideline does not apply.

2. Does the patient's plan have specific procedures, instructions, and/or policies for cost share
exception processes or for multi-source brand agent overrides (DAW1 override)?

If yes, guideline does not apply.
If no, continue to #3.

3. Is the patient using the requested medication for prevention (risk reduction) of breast cancer AND
meets the following criterion?
e The patient is 35 years of age or older

If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

4. Is the request for a generic agent?

If yes, approve the requested agent for 12 months at zero copay as follows:

¢ Anastrozole: Approve by HICL or GPI-10 with a quantity limit of #1 per day.

o Exemestane: Approve by HICL or GPI-10 with a quantity limit of #1 per day.

¢ Raloxifene: Approve by HICL or GPI-10 with no quantity limit.

¢ Tamoxifen 10mg and 20mg: Approve both by GPID or GPI-14 (no quantity limit).

If no, continue to #5.

CONTINUED ON NEXT PAGE
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5. Is the request for ONE of the following?
e Asingle-source brand (SSB) agent that has no preferred generic agents or therapeutically
equivalent products available
e A multi-source brand (MSB) agent

If yes, continue to #6.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

6. Does the patient meet ONE of the following criteria?

e Two preferred medications are medically inappropriate for the patient (one if only one agent is
available)

e The patient has tried or has a documented medical contraindication to TWO preferred
medications (one if only one agent is available)

e The prescriber provided documentation confirming that the requested drug is considered
medically necessary (considerations may severity of side effects and ability to adhere to the
appropriate use of the item or service)

If yes, approve the requested agent for 12 months at zero copay as follows:

¢ Arimidex (anastrozole): Approve by HICL with a quantity limit of #1 per day.

o Aromasin (exemestane): Approve by HICL with a quantity limit of #1 per day.

o Evista (raloxifene): Approve by HICL with no quantity limit.

¢ Tamoxifen 10mg and 20mg: Approve by GPID or GPI-14 (no quantity limit).
APPROVAL TEXT (applies to multi-source brand agents only): Although your cost share
has been reduced to zero-dollar, you may incur a dispense-as-written (DAW) penalty fee if you
choose to fill a brand prescription instead of its generic equivalent.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BREAST CANCER PREVENTION ZERO COST SHARE OVERRIDE
requires the following rule(s) be met for approval:
A. The request is for ONE of the following:
1. A generic agent
2. A single-source brand (SSB) agent that has no preferred generic agents or
therapeutically equivalent products available
3. A multi-source brand (MSB) agent
(Denial text continued on next page)
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B. The requested medication is being used for prevention (risk reduction) of breast cancer
C. You are 35 years of age or older
D. If the request is for a single-source brand or multi-source brand agent, approval also
requires ONE of the following:
1. Two preferred medications are medically inappropriate for you (one if only one agent is
available)
2. You have tried or have a documented medical contraindication (harmful for) to TWO
preferred medications (one if only one agent is available)
3. Your doctor has provided documentation confirming that your requested drug is
considered medically necessary for you (considerations may include severity of side
effects and ability to adhere to the appropriate use of the item or service)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE

This guideline applies to plans where the pharmacy benefit allows for coverage of medications for
breast cancer prevention at zero copay. The override criteria allow patient access to all FDA-approved
medications at zero copay by waiving the applicable cost-sharing for branded or non-preferred branded
medications.

REFERENCES

e U.S. Department of Labor. Affordable Care Act Implementation Frequently Asked Questions.
Available at: https://www.dol.gov/agencies/ebsa/laws-and-regulations/laws/affordable-care-act/for-
employers-and-advisers/aca-implementation-fags. Accessed May 2022.

Library Commercial NSA
Yes Yes No
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Commercial Effective: 07/01/22 Client Approval: 05/22 P&T Approval: 04/22

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlmpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 186 of 1425



https://www.dol.gov/agencies/ebsa/laws-and-regulations/laws/affordable-care-act/for-employers-and-advisers/aca-implementation-faqs.
https://www.dol.gov/agencies/ebsa/laws-and-regulations/laws/affordable-care-act/for-employers-and-advisers/aca-implementation-faqs.

Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

BREMELANOTIDE

Generic Brand HICL GCN Medi-Span Exception/Other
BREMELANOTIDE | VYLEESI 45878 GPI-10
(6217351510)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)
1. Is Vyleesi (bremelanotide) a covered benefit?

If yes, continue to #2.
If no, guideline does not apply.

2. Does the patient have a diagnosis of acquired, generalized hypoactive sexual desire disorder

(HSDD) (also referred to as female sexual interest/arousal disorder [FSIAD] per DSM-5), as defined

by ALL of the following criteria?

o Persistently or recurrently deficient (or absent) sexual fantasies and desire for sexual activity

that has persisted for at least 6 months
e HSDD is NOT a result of a co-existing medical or psychiatric condition, a problem within the
relationship or the effects of a medication or drug substance
o HSDD symptom causes marked distress or interpersonal difficulty

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

3. Does the patient meet ALL of the following criteria?
e The patient is a premenopausal female
e The patient is 18 years of age or older
e The patient had a previous trial of or contraindication to bupropion
e The patient is NOT currently using Addyi (flibanserin)

If yes, approve for 8 weeks by HICL or GPI-10 with a quantity limit of #2.4mL per month.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in

it.

Our guideline named BREMELANOTIDE (Vyleesi) requires the following rule(s) be met for
approval:

A

CoOow

E.

You have a diagnosis of acquired, generalized hypoactive sexual desire disorder (HSDD; also

referred to as female sexual interest/arousal disorder where you do not desire sexual activity),

as defined by ALL of the following:

1. Persistently or recurrently deficient (or absent) sexual fantasies and desire for sexual activity
that has persisted for at least 6 months

2. HSDD is NOT a result of a co-existing medical or psychiatric (mental) condition, a problem
within the relationship or the effects of a medication or drug substance

3. HSDD symptom causes marked distress or interpersonal difficulty

You are a premenopausal female

You are 18 years of age or older

You had a previous trial of bupropion, unless there is a medical reason why you cannot

(contraindication)

You are NOT currently using Addyi (flibanserin)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of acquired, generalized hypoactive sexual desire disorder
(HSDD) (also referred to as female sexual interest/arousal disorder [FSIAD] per DSM-5), as defined
by ALL of the following criteria?

Persistently or recurrently deficient (or absent) sexual fantasies and desire for sexual activity
that has persisted for at least 6 months

HSDD is NOT a result of a co-existing medical or psychiatric condition, a problem within the
relationship or the effects of a medication or drug substance

HSDD symptom causes marked distress or interpersonal difficulty

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

2. Does the patient meet ALL of the following criteria?
e The patient is a premenopausal female
e The patient is NOT currently using Addyi (flibanserin)
o The patient has demonstrated continued improvement in symptoms of HSDD/FSIAD (e.g.,
increased sexual desire, lessened distress)

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #2.4mL per month.
If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named BREMELANOTIDE (Vyleesi) requires the following rule(s) be met for

approval:

A. You have a diagnosis of acquired, generalized hypoactive sexual desire disorder (HSDD;

also referred to as female sexual interest/arousal disorder [FSIAD] where you do not desire

sexual activity), as defined by ALL of the following:

1. Persistently or recurrently deficient (or absent) sexual fantasies and desire for sexual
activity that has persisted for at least 6 months

2. HSDD is NOT a result of a co-existing medical or psychiatric (mental) condition, a
problem within the relationship or the effects of a medication or drug substance

3. HSDD symptom causes marked distress or interpersonal difficulty

You are a premenopausal female

You are NOT currently using Addyi (flibanserin)

You have experienced continued improvement in symptoms of HSDD/FSIAD such as

increased sexual desire, lessened distress)

oW

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Vyleesi.
REFERENCES
¢ Vyleesi [Prescribing Information]. Waltham, MA: AMAG Pharmaceuticals, Inc.; June 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 08/19
Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 07/19
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BRIGATINIB
Generic Brand HICL GCN Medi-Span Exception/Other
BRIGATINIB ALUNBRIG 44226 GPI-10
(2153051000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of metastatic non-small cell lung cancer (NSCLC) and meet ALL
of the following criteria?
e The patient is 18 years of age or older
o The patient is positive for anaplastic lymphoma kinase (ALK) fusion oncogene as detected by
an FDA-approved test

If yes, approve for 12 months by GPID or GPI-14 with the following quantity limits:
Alunbrig 30mg: #120 per 30 days.

e Alunbrig 90mg: #30 per 30 days.

Alunbrig 180mg: #30 per 30 days.

Alunbrig 90mg-180mg initiation pack: #30 per 30 days.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BRIGATINIB (Alunbrig) requires the following rule(s) be met for approval:

A. You have metastatic non-small cell lung cancer (NSCLC: type of lung cancer that has
spread to other parts of the body)

B. You are 18 years of age or older

C. You are positive for anaplastic lymphoma kinase (ALK) fusion oncogene (a type of gene
mutation that causes a change in your DNA) as detected by a Food and Drug Administration
(FDA)-approved test

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Alunbrig.
REFERENCES
e Alunbrig [Prescribing Information]. Cambridge, MA: Ariad Pharmaceuticals; May 2020.
Library Commercial NSA
Yes Yes No
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BRODALUMAB
Generic Brand HICL GCN Medi-Span Exception/Other
BRODALUMAB | SILIQ 44102 GPI-10
(9025052000)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) and meet ALL of the

following criteria?

e The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with a dermatologist

e The patient has psoriasis covering 3% or more of body surface area (BSA) OR psoriatic lesions
affecting the hands, feet, genital area, or face

e The patient had a trial of or contraindication to ONE or more forms of conventional therapies
such as PUVA (Phototherapy Ultraviolet Light A), UVB (Ultraviolet Light B), topical
corticosteroids, calcipotriene, acitretin, methotrexate, or cyclosporine

e The patient has been counseled on and expresses understanding of the risk of suicidal ideation
and behavior

e The patient had a trial of or contraindication to any TWO of the following preferred
immunomodulators: Cosentyx, Humira, Stelara, Tremfya, Skyrizi, Enbrel, Otezla [NOTE:
Pharmaceutical samples acquired from the prescriber or manufacturer assistance program do
not qualify]

If yes, approve for 6 months by entering TWO approvals by HICL or GPI-10 as follows:

e FIRST APPROVAL.: approve for 1 month with a quantity limit of #6mL.

e SECOND APPROVAL.: approve for 5 months with a quantity limit of #3mL per 28 days
(Enter a start date that is 5 weeks AFTER the START date of the first approval).

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named BRODALUMAB (Siliq) requires the following rule(s) be met for approval:

You have moderate to severe plaque psoriasis (PsO: a type of skin condition)

You are 18 years of age or older

Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor)

You have psoriasis covering 3% or more of body surface area (BSA) OR psoriatic lesions

(rashes) affecting the hands, feet, genital area, or face

You had a trial of or contraindication (harmful for) to ONE or more forms of conventional

therapies, such as PUVA (Phototherapy Ultraviolet Light A), UVB (Ultraviolet Light B), topical

corticosteroids, calcipotriene, acitretin, methotrexate, or cyclosporine

F. You have been counseled on and express an understanding of the risk of suicidal thoughts and
behavior

G. You had a trial of or contraindication (harmful for) to any TWO of the following preferred
immunomodulators: Cosentyx, Humira, Stelara, Tremfya, Skyrizi, Enbrel, Otezla

oow»

m

NOTE: The use of pharmaceutical samples (from the prescriber or manufacturer assistance
program) will not be considered when evaluating the medical condition or prior prescription history
for drugs that require prior authorization.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) AND meet the
following criteria?
¢ The patient has achieved or maintained clear or minimal disease or a decrease in PASI
(Psoriasis Area and Severity Index) of at least 50% or more
o The patient has NOT developed or reported worsening depressive symptoms or suicidal
ideation and behaviors

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #3mL per 28 days.
If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named BRODALUMAB (Siliq) requires the following rule(s) be met for renewal:

A. You have moderate to severe plaque psoriasis (PsO: a type of skin condition)

B. You have achieved or maintained clear or minimal disease or a decrease in PASI (Psoriasis
Area and Severity Index) of at least 50% or more

C. You have NOT developed or reported worsening depressive symptoms or suicidal thoughts
and behaviors while on treatment with Siliq

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Siliq.
REFERENCES
Siliq [Prescribing Information]. Bridgewater, NJ: Valeant Pharmaceuticals; April 2020.
Library Commercial NSA
Yes Yes No
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BUDESONIDE - ORTIKOS

Generic Brand HICL GCN Medi-Span Exception/Other
BUDESONIDE ORTIKOS 46496 | GPI-14
46497 | (22100012007025)
(22100012007030)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of mild to moderate active Crohn's Disease and meet ALL of the
following criteria?
o The patient is 8 years of age or older
e The patient had a trial of generic budesonide 3mg capsules OR the patient cannot tolerate the
pill burden associated with the generic product

If yes, approve for 6 months for all strengths by GPID or GPI-14 with a quantity limit of #1
per day.
If no, continue to #2.

2. Does the patient have a diagnosis of mild to moderate Crohn's Disease and meet ALL of the
following criteria?
o The patient is 18 years of age or older
e The requested medication is being used for the maintenance of clinical remission
e The patient had a trial of generic budesonide 3mg capsules OR the patient cannot tolerate the
pill burden associated with the generic product

If yes, approve for 6 months for all strengths by GPID or GPI-14 with a quantity limit of #1
per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named BUDESONIDE - ORTIKOS requires the following rule(s) be met for
approval:
A. You have mild to moderate Crohn's Disease (a type of bowel disorder)
B. If you have mild to moderate active Crohn's Disease, approval also requires:
1. You are 8 years of age or older
2. You have tried generic budesonide 3mg capsules OR you cannot tolerate the pill burden
associated with the generic product
(Denial text continued on the next page)

CONTINUED ON NEXT PAGE
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GUIDELINES FOR USE (CONTINUED)

C. If you have mild to moderate Crohn's Disease, approval also requires:
1. You are 18 years of age or older
2. The requested medication is being used for the maintenance of clinical remission (signs
and symptoms of disease have either improved or disappeared)
3. You have tried generic budesonide 3mg capsules OR you cannot tolerate the pill burden
associated with the generic product

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Ortikos.

REFERENCES

e Ortikos [Prescribing Information]. Cranbury, NJ: Sun Pharmaceuticals Industries, Inc. June 2019.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 11/20
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BUDESONIDE - TARPEYO

Generic Brand HICL GCN Medi-Span Exception/Other
BUDESONIDE TARPEYO 51745 | GPI-14
(22100012006520)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of primary immunoglobulin A nephropathy (IgAN) and meet ALL
of the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a nephrologist

The patient's diagnosis is confirmed by a renal biopsy

The patient is currently on an ACE inhibitor (e.g., benazepril, lisinopril) or an ARB (e.g., losartan,
valsartan) at maximum tolerated dose for at least three months OR has a contraindication to
both

The patient has a progressively declining glomerular filtration rate (GFR) and/or worsening
proteinuria (e.g., >1 gram protein/24-hour urine collection or UPCR [urine protein to creatinine
ratio] =1 g/g)

The patient had a trial of or contraindication to one generic systemic corticosteroid therapy (e.g.,
oral prednisone, oral prednisolone)

If yes, approve for 9 months by GPID or GPI-14 with a quantity limit of #4 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named BUDESONIDE - TARPEYO requires the following rule(s) be met for
approval:

You have primary immunoglobulin A nephropathy (IgAN: a type of kidney disease)

You are 18 years of age or older

Therapy is prescribed by or in consultation with a nephrologist (a type of kidney doctor)
Your diagnosis is confirmed by a renal biopsy (removal of cells or tissue from the kidney for
examination)

You are currently on an angiotensin converting enzyme inhibitor (ACE-I: a type of drug used
to protect kidneys such as benazepril, lisinopril, etc.) or an angiotensin receptor blocker
(ARB: a type of drug used to protect kidneys such as losartan, valsartan, etc.) at maximum
tolerated dose for at least three months OR have a contraindication (harmful for) to both
(Initial denial text continued on the next page)

oW

m

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 197 of 1425




Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

BUDESONIDE - TARPEYO

INITIAL CRITERIA (CONTINUED)

F. You have a progressively declining glomerular filtration rate (GFR: a tool for evaluating
kidney function) and/or worsening proteinuria (such as greater than 1 gram protein in a 24-
hour urine collection or greater than or equal to 1g/g urine protein to creatinine ratio [UPCR:
test that measures the amount of protein in urine])

G. You had a trial of or contraindication to one generic systemic corticosteroid therapy (such as
oral prednisone, oral prednisolone)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of primary immunoglobulin A nephropathy (IgAN) and meet ONE
of the following criteria?

The patient has improved, or stable kidney function compared to baseline
The patient has had a reduction in proteinuria

If yes, approve for 9 months by GPID or GPI-14 with a quantity limit of #4 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named BUDESONIDE - TARPEYO requires the following rule(s) be met for

renewal:

A. You have primary immunoglobulin A nephropathy (IgAN: a type of kidney disease)

B. You have improved, or stable kidney function compared to baseline OR a reduction in
proteinuria

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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BUDESONIDE - TARPEYO

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Tarpeyo.

REFERENCES
e Tarpeyo [Prescribing Information]. Stockholm, Sweden: Calliditas Therapeutics, Inc.; December
2021.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 01/22
Commercial Effective: 01/17/22 Client Approval: 01/22 P&T Approval: 07/21
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C1 ESTERASE INHIBITOR - BERINERT

Generic Brand HICL GCN Medi-Span Exception/Other

C1 ESTERASE BERINERT 18568 GPI-10 FDB & MEDI-SPAN:

INHIBITOR (8580202200) | BRAND =
BERINERT

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of hereditary angioedema (HAE) and meet ALL of the following
criteria?
e Therapy is prescribed by or in consultation with an allergist, immunologist or hematologist
e The patient's diagnosis of HAE is confirmed via complement testing
o Berinert is being used for acute attacks of hereditary angioedema
e Berinert will NOT be used concurrently with alternative acute treatment for HAE attacks (e.g.,
Ruconest, Firazyr, Kalbitor)

If yes, approve for 12 months by NDC.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named C1 ESTERASE INHIBITOR - BERINERT requires the following rule(s) be
met for approval:

You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)
Therapy is prescribed by or in consultation with an allergist (a type of allergy doctor),
immunologist (a type of immune system doctor) or hematologist (a type of blood doctor)
Your diagnosis is confirmed by complement testing (a type of lab test)

Berinert is being used for acute (short term) attacks of hereditary angioedema

You will NOT be using Berinert concurrently (at the same time) with alternative acute
treatment for HAE attacks (such as Ruconest, Firazyr, Kalbitor)

moo w»

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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C1 ESTERASE INHIBITOR - BERINERT

GUIDELINES FOR USE (CONTINUED)

RENEWAL CRITERIA

1. Does the patient have a diagnosis of hereditary angioedema (HAE) AND meet the following criterion?

Berinert will NOT be used concurrently with alternative acute treatment for HAE attacks (e.g.,
Ruconest, Firazyr, Kalbitor)

If yes, approve for 12 months by NDC.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named C1 ESTERASE INHIBITOR - BERINERT requires the following rule(s) be

met for renewal:

A. You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)

B. You will NOT be using Berinert concurrently (at the same time) with alternative acute
treatment for HAE attacks (such as Ruconest, Firazyr, Kalbitor)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Berinert.
REFERENCES
o Berinert [Prescribing Information]. Kankakee, IL: CSL Behring LLC. May 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 04/09
Commercial Effective: 11/01/22 Client Approval: 10/22 P&T Approval: 04/22

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlmpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 201 of 1425




Megiﬁpact
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PRIOR AUTHORIZATION GUIDELINES

C1 ESTERASE INHIBITOR - CINRYZE

Generic Brand HICL GCN Medi-Span Exception/Other
C1 ESTERASE | CINRYZE 18568 GPI-10 FDB & MEDI-SPAN:
INHIBITOR (8580202200) BRAND = CINRYZE

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of hereditary angioedema (HAE) and meet ALL of the following
criteria?

e The patient is 6 years of age or older

Therapy is prescribed by or in consultation with an allergist, immunologist or hematologist
The patient's diagnosis of HAE is confirmed via documentation of complement testing
Cinryze is being used for prophylaxis against HAE attacks
Cinryze is NOT being used concurrently with alternative prophylactic agent for HAE (e.g.,

Takhzyro, Haegarda, danazol)

If yes, approve for 12 months for all NDCs with a quantity limit of #40 vials per 28 days.
If no, do not approve.
INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named C1 ESTERASE INHIBITOR - CINRYZE requires the following rule(s) be
met for approval:
You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)

nmmo ow>

You are 6 years of age or older

Therapy is prescribed by or in consultation with an allergist (a type of allergy doctor),
immunologist (a type of immune system doctor) or hematologist (a type of blood doctor)
Your diagnosis is confirmed by documented complement testing (a type of lab test)
Cinryze is being used for prevention of hereditary angioedema attacks

You will not be using Cinryze concurrently (at the same time) with an alternative preventive
agent for HAE (such as Takhzyro, Haegarda, danazol)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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C1 ESTERASE INHIBITOR - CINRYZE
GUIDELINES FOR USE (CONTINUED)
RENEWAL CRITERIA

1. Does the patient have a diagnosis of hereditary angioedema (HAE) and meet ALL of the following
criteria?
e The patient has experienced improvement (i.e., reductions in attack frequency or attack
severity) compared to baseline in HAE attacks
o Cinryze will NOT be used concurrently with alternative prophylactic agent for HAE (e.g.,
Takhzyro, Haegarda, danazol)

If yes, approve for 12 months by NDC with a quantity limit of #40 vials per 28 days.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named C1 ESTERASE INHIBITOR - CINRYZE requires the following rule(s) be

met for renewal:

A. You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)

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

C. You will NOT be using Cinryze concurrently (at the same time) with alternative prophylactic
(preventive) agent for HAE (such as Takhzyro, Haegarda, danazol)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Cinryze.
REFERENCES
e Cinryze [Prescribing Information]. Lexington, MA: Shire Viropharma Inc. December 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/22
Commercial Effective: 11/01/22 Client Approval: 10/22 P&T Approval: 04/22
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C1 ESTERASE INHIBITOR - HAEGARDA

Generic Brand HICL GCN Medi-Span Exception/Other
C1 ESTERASE | HAEGARDA | 18568 GPI-10 FDB & MEDI-SPAN:
INHIBITOR (8580202200) | BRAND = HAEGARDA

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of hereditary angioedema (HAE) and meet ALL of the following
criteria?

e The patient is 6 years of age or older

Therapy is prescribed by or in consultation with an allergist, immunologist or hematologist
The patient's diagnosis of HAE is confirmed via documentation of complement testing
Haegarda is being used for prophylaxis against HAE attacks
Haegarda will NOT be used concurrently with alternative prophylactic agent for HAE (e.g.,

Takhzyro, Cinryze, danazol)

If yes, approve for 12 months by GPID or GPI-14 for all strengths.

If no, do not approve.
INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named C1 ESTERASE INHIBITOR - HAEGARDA requires the following rule(s)
be met for approval:
You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)

nmmo ow>

You are 6 years of age or older

Therapy is prescribed by or in consultation with an allergist (a type of allergy doctor),
immunologist (a type of immune system doctor) or hematologist (a type of blood doctor)
Your diagnosis of HAE is confirmed by documented complement testing (a type of lab test)
Haegarda is being used for prevention of hereditary angioedema attacks

You will not be using Haegarda concurrently (at the same time) with an alternative
preventive agent for HAE (such as Takhzyro, Cinryze, danazol)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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C1 ESTERASE INHIBITOR - HAEGARDA
GUIDELINES FOR USE (CONTINUD)
RENEWAL CRITERIA

1. Does the patient have a diagnosis of hereditary angioedema (HAE) and meet ALL of the following
criteria?
e The patient has experienced improvement (i.e., reductions in attack frequency or attack
severity) compared to baseline in HAE attacks
e Haegarda will NOT be used concurrently with alternative prophylactic agent for HAE (e.g.,
Takhzyro, Cinryze, danazol)

If yes, approve for 12 months by GPID or GPI-14 for all strengths.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named C1 ESTERASE INHIBITOR - HAEGARDA requires the following rule(s)

be met for renewal:

A. You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)

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

C. You will NOT be using Haegarda concurrently (at the same time) with alternative
prophylactic (preventive) agent for HAE (such as Takhzyro, Cinryze, danazol)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Haegarda.

REFERENCES

o Haegarda [Prescribing Information]. Marburg, German: CSL Behring LLC. September 2020.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 10/22

Commercial Effective: 11/01/22 Client Approval: 10/22 P&T Approval: 04/22
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STANDARD COMMERCIAL DRUG FORMULARY
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C1 ESTERASE INHIBITOR - RUCONEST

Generic Brand HICL GCN Medi-Span Exception/Other
C1 ESTERASE RUCONEST 37766 GPI-10

INHIBITOR, (8580202210)

RECOMBINANT

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of hereditary angioedema (HAE) and meet ALL of the following
criteria?

Therapy is prescribed by or in consultation with an allergist, immunologist or hematologist

The patient's diagnosis of HAE is confirmed via complement testing

Ruconest is being used for acute attacks of hereditary angioedema

Ruconest will NOT be used concurrently with alternative acute treatment for HAE attacks (e.g.,
Berinert, Firazyr, Kalbitor)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #8 vials per fill.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named C1 ESTERASE INHIBITOR - RUCONEST requires the following rule(s)
be met for approval:

A. You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)
B. Therapy is prescribed by or in consultation with an allergist (a type of allergy doctor),
immunologist (a type of immune system doctor) or hematologist (a type of blood doctor)
Your diagnosis is confirmed by complement testing (a type of lab test)

Ruconest is being used for acute (short term) attacks of hereditary angioedema

You will NOT be using Ruconest concurrently (at the same time) with alternative acute
treatment for HAE attacks (such as Berinert, Firazyr, Kalbitor)

moo

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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C1 ESTERASE INHIBITOR - RUCONEST
GUIDELINES FOR USE (CONTINED)
RENEWAL CRITERIA

1. Does the patient have a diagnosis of hereditary angioedema (HAE) AND meet the following criterion?
e Ruconest will NOT be used concurrently with alternative acute treatment for HAE attacks (e.g.,
Berinert, Firazyr, Kalbitor)

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #8 vials per fill.
If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named C1 ESTERASE INHIBITOR - RUCONEST requires the following rule(s)

be met for renewal:

A. You have hereditary angioedema (HAE: a type of gene condition with severe body swelling)

B. You will NOT be using Ruconest concurrently (at the same time) with alternative acute
treatment for HAE attacks (such as Berinert, Firazyr, Kalbitor)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Ruconest.

REFERENCES
¢ Ruconest [Prescribing Information]. Raleigh, NC: Salix Pharmaceuticals; December 2019.
Library Commercial NSA
Yes Yes No
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CABOZANTINIB S-MALATE

Generic Brand HICL GCN Medi-Span Exception/Other
CABOZANTINIB COMETRIQ, 39815 GPI-10
S-MALATE CABOMETYX (2153301010)

** Please use the criteria for the specific drug requested **
GUIDELINES FOR USE
COMETRIQ
1. Does the patient have a diagnosis of progressive, metastatic medullary thyroid cancer (MTC)?

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #112 per 28 days
for the requested daily dose pack. (NOTE: Cometriq is available in three dosage packs
each containing 7 days supply)

o Cometriq 140mg daily dose pack.

o Cometriqg 100mg daily dose pack.

o Cometriq 60mg daily dose pack.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CABOZANTINIB S-MALATE (Cometriq) requires the following rule be

met for approval:

A. You have progressive, metastatic medullary thyroid cancer (type of thyroid cancer that has
spread)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

CONTINUED ON NEXT PAGE
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CABOZANTINIB S-MALATE

GUIDELINES FOR USE (CONTINUED)

CABOMETYX

1. Does the patient have a diagnosis of advanced renal cell carcinoma (RCC) and meet ONE of the
following criteria?

Cabometyx will be used as a single agent
Cabometyx will be used in combination with Opdivo (nivolumab) as first-line treatment (no prior
treatment for advanced RCC)

If yes, approve for 12 months by GPID or GPI-14 for the requested strength with the
following quantity limits:

e Cabometyx 60mg: #1 per day.

e Cabometyx 40mg: #2 per day.

e Cabometyx 20mg: #1 per day.

If no, continue to #2.

2. Does the patient have a diagnosis of hepatocellular carcinoma (HCC) AND meet the following
criterion?

The patient has previously been treated with Nexavar (sorafenib)

If yes, approve for 12 months by GPID or GPI-14 for the requested strength with the
following quantity limits:

e Cabometyx 60mg: #1 per day.

e Cabometyx 40mg: #2 per day.

e Cabometyx 20mg: #1 per day.

If no, continue to #3.

CONTINUED ON NEXT PAGE
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CABOZANTINIB S-MALATE

GUIDELINES FOR USE - CABOMETYX (CONTINUED)

3. Does the patient have a diagnosis of locally advanced or metastatic differentiated thyroid cancer
(DTC) and meet ALL of the following criteria?

The patient is 12 years of age or older
The patient has disease progression following prior vascular endothelial growth factor receptor
(VEGFR)-targeted therapy

The patient is radioactive iodine-refractory or ineligible

If yes, approve for 12 months by GPID or GPI-14 for the requested strength with the
following quantity limits:

e Cabometyx 60mg: #1 per day.

e Cabometyx 40mg: #2 per day.

e Cabometyx 20mg: #1 per day.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CABOZANTINIB S-MALATE (Cabometyx) requires the following rule(s)
be met for approval:
A. You have ONE of the following diagnoses:
1. Advanced renal cell carcinoma (RCC: type of kidney cancer)
2.  Hepatocellular carcinoma (HCC: type of liver cancer)
3. Locally advanced or metastatic differentiated thyroid cancer (DTC: type of thyroid
cancer)
B. If you have advanced renal cell carcinoma, approval also requires ONE of the
following:
1. Cabometyx will be used as a single agent (used alone)
2. Cabometyx will be used in combination with Opdivo (nivolumab) as first-line treatment
(You have not received prior treatment for advanced renal cell carcinoma)
C. If you have hepatocellular carcinoma, approval also requires:
1. You have previously been treated with Nexavar (sorafenib)
D. If you have locally advanced or metastatic differentiated thyroid cancer, approval also
requires:
1. You are 12 years of age or older
2. You have disease progression (disease has gotten worse) following prior vascular
endothelial growth factor receptor (VEGFR)-targeted therapy (a type of cancer therapy)
3. You are radioactive iodine-refractory (resistant to) or ineligible

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

CONTINUED ON NEXT PAGE
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CABOZANTINIB S-MALATE

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Cometriq
or Cabometyx.

REFERENCES
o Cometriq [Prescribing Information]. South San Francisco, CA: Exelixis, Inc.; February 2020.
o Cabometyx [Prescribing Information]. South San Francisco, CA: Exelixis, Inc.; September 2021.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 01/13
Commercial Effective: 10/04/21 Client Approval: 09/21 P&T Approval: 10/21
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CAPECITABINE

Generic Brand HICL GCN Medi-Span Exception/Other
CAPECITABINE | XELODA, 18385 GPI-10
CAPECITABINE (2130000500)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of Stage Ill colon cancer AND meet the following criterion?

o The requested medication will be used as adjuvant treatment

If yes, approve for 12 months by HICL or GPI-10 for 8 fills.
If no, continue to #2.

2. Does the patient have a diagnosis of locally advanced rectal cancer and meet ALL of the following
criteria?

e The patient is 18 years of age or older
e The requested medication will be used as perioperative treatment

e The requested medication will be used as part of chemoradiotherapy

If yes, approve for 12 months by HICL or GPI-10.
If no, continue to #3.

3. Does the patient have a diagnosis of unresectable or metastatic colorectal cancer?

If yes, approve for 12 months by HICL or GPI-10.
If no, continue to #4.

4. Does the patient have a diagnosis of advanced or metastatic breast cancer and meet ONE of the
following criteria?

The requested medication will be used as a single agent, if an anthracycline- or taxane-
containing chemotherapy is not indicated

The requested medication will be used in combination with docetaxel after disease progression
on prior anthracycline-containing chemotherapy

If yes, approve for 12 months by HICL or GPI-10.
If no, continue to #5.

5. Does the patient have a diagnosis of unresectable or metastatic gastric, esophageal, or
gastroesophageal junction cancer and meet ALL of the following criteria?
e The patient is 18 years of age or older

e The requested medication will be used as part of a combination chemotherapy regimen

If yes, approve for 12 months by HICL or GPI-10.
If no, continue to #6.

CONTINUED ON NEXT PAGE
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CAPECITABINE
GUIDELINES FOR USE (CONTINUED)

6. Does the patient have a diagnosis of HER2-overexpressing metastatic gastric or gastroesophageal
junction adenocarcinoma and meet ALL of the following criteria?
e The patient is 18 years of age or older
e The patient has not received prior treatment for metastatic disease
e The requested medication will be used as part of a combination regimen

If yes, approve for 12 months by HICL or GPI-10.
If no, continue to #7.

7. Does the patient have a diagnosis of pancreatic adenocarcinoma and meet ALL of the following
criteria?
e The patient is 18 years of age or older
e The requested medication will be used as adjuvant treatment

e The requested medication will be used as part of a combination chemotherapy regimen

If yes, approve for 12 months by HICL or GPI-10.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CAPECITABINE (Xeloda) requires the following rule(s) to be met for
approval:

A. You have ONE of the following diagnoses:

1. Stage Ill colon cancer (colon cancer that has spread to lymph nodes)

2. Locally advanced rectal cancer (cancer that has spread from where it started to nearby
tissue or lymph nodes)

3. Unresectable (unable to remove by surgery) or metastatic colorectal cancer (a type of
digestive cancer that has spread to other parts of the body)

4. Metastatic breast cancer (breast cancer that has spread to other parts of the body)

5. Unresectable or metastatic gastric, esophageal, or gastroesophageal junction cancer (a
type of digestive system cancer that has spread to other parts of the body)

6. HER2 (a type of protein)-overexpressing metastatic gastric or gastroesophageal junction

adenocarcinoma (a type of digestive system cancer that has spread to other parts of the
body)

7. Pancreatic adenocarcinoma (a type of cancer of the pancreas)
B. If you have Stage lll colon cancer, approval also requires:

1. The requested medication will be used as adjuvant (add-on) treatment
(Denial text continued on next page)
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C. If you have locally advanced rectal cancer, approval also requires:

1. You are 18 years of age or older

2. The requested medication will be used as perioperative (the time period before and after
surgery) treatment

3. The requested medication will be used as part of chemoradiotherapy (a type of cancer
treatment)

D. If you have advanced or metastatic breast cancer, approval also requires ONE of the
following:

1. The requested medication will be used as a single agent (used alone), if an anthracycline
(such as doxorubicin, daunorubicin)- or taxane (such as paclitaxel, docetaxel)-containing
chemotherapy is not indicated

2. The requested medication will be used in combination with docetaxel after disease
progression (worsens) on prior anthracycline (such as doxorubicin, daunorubicin)-
containing chemotherapy

E. If you have unresectable or metastatic gastric, esophageal, or gastroesophageal
junction cancer, approval also requires:

1. You are 18 years of age or older

2. The requested medication will be used as part of a combination chemotherapy (drugs
used to treat cancer) regimen

F. If you have HER2-overexpressing metastatic gastric or gastroesophageal junction
adenocarcinoma, approval also requires:

1. You are 18 years of age or older

2. You have not received prior treatment for metastatic disease

3. The requested medication will be used as part of a combination regimen (such as with
cisplatin, trastuzumab)

G. If you have pancreatic adenocarcinoma, approval also requires:

1. You are 18 years of age or older

2. The requested medication will be used as adjuvant (add-on) treatment

3. The requested medication will be used as part of a combination chemotherapy regimen
(such as with gemcitabine)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Xeloda.

REFERENCES

e Xeloda [Prescribing Information]. South San Francisco, CA: Genentech Inc., December 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 02/13

Commercial Effective: 01/23/23 Client Approval: 01/23 P&T Approval: 01/23
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CAPLACIZUMAB-YHDP

Generic Brand HICL | GCN Medi-Span Exception/Other
CAPLACIZUMAB-YHDP | CABLIVI 45591 GPI-10
(8515102080)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of acquired thrombotic thrombocytopenia purpura (aTTP) and
meet ALL of the following criteria?
o The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with a hematologist

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. Has the patient experienced more than two recurrences of aTTP, while on Cablivi therapy (i.e., new
drop in platelet count requiring repeat plasma exchange during 30 days post-plasma exchange
therapy [PEX] and up to 28 days of extended therapy)?

If yes, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
If no, continue to #3.

3. Is the request for continuation of Cablivi therapy from inpatient (hospital) setting AND the patient
meets the following criterion?
e Cablivi was previously initiated as part of the FDA approved treatment regimen in combination
with plasma exchange and immunosuppressive therapy within the inpatient setting

If yes, approve for 1 month by HICL or GPI-10 for a maximum quantity of #30 vials.
If no, continue to #4.

4. s the request for continuation of Cablivi therapy from the initial 30 days treatment course (e.g., no
break in therapy) and the patient meets ALL of the following criteria?
o The patient is receiving immunosuppressive therapy
o The patient is experiencing signs of persistent underlying disease (e.g., suppressed ADAMTS13
[a disintegrin and metalloproteinase with thrombospondin type 1 motif, member 13] activity level
remain present)

If yes, approve for 1 month by HICL or GPI-10 for a maximum quantity of #28 vials.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 216 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

CAPLACIZUMAB-YHDP
GUIDELINES FOR USE (CONTINUED)

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it

Our guideline named CAPLACIZUMAB-YHDP (Cablivi) requires the following rule(s) be met
for approval:

A. You have a diagnosis of acquired thrombotic thrombocytopenia purpura (aTTP- a type of
blood disorder)

You are 18 years of age or older

Therapy is prescribed by or given in consultation with a hematologist (blood specialist)
You have NOT experienced more than two recurrences of acquired thrombotic
thrombocytopenia purpura, while on Cablivi therapy. For example there’s a new drop in
platelet count requiring repeat plasma exchange during 30 days post-plasma exchange
therapy (process of replacing a liquid part of the blood) and up to 28 days of extended
therapy

E. You also meet ONE of the following:

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

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

a. You are receiving immunosuppressive therapy, and

b. You are experiencing signs of persistent underlying disease (such as suppressed
ADAMTS13 [a disintegrin and metalloproteinase with thrombospondin type 1 motif,
member 13: type of blood clot disorder] activity level remain present)

oow

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Cablivi.
REFERENCES
e Cablivi [Prescribing Information]. Cambridge, MA: Genzyme Corporation; February 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/19
Commercial Effective: 11/21/22 Client Approval: 11/22 P&T Approval: 04/19
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CAPMATINIB
Generic Brand HICL GCN Medi-Span Exception/Other
CAPMATINIB TABRECTA 46519 GPI-10
HYDROCHLORIDE (2153371620)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of metastatic non-small cell lung cancer (NSCLC) and meet ALL
of the following criteria?
o The patient is 18 years of age or older
e The patient's tumors have a mutation that leads to mesenchymal-epithelial transition (MET)
exon 14 skipping as detected by an FDA-approved test

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CAPMATINIB (Tabrecta) requires the following rule(s) be met for

approval:

A. You have metastatic non-small cell lung cancer (NSCLC: type of lung cancer that has
spread to other parts of the body)

B. You are 18 years of age or older

C. Your tumors have a mutation that leads to mesenchymal-epithelial transition (MET) exon 14
skipping (an abnormal change in a gene that makes MET protein) as detected by an FDA-
approved test

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Tabrecta.

REFERENCES
e Tabrecta [Prescribing Information]. East Hanover, NJ: Novartis; May 2020.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 08/20
Commercial Effective: 04/10/21 Client Approval: 03/21 P&T Approval: 07/20

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlmpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 218 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

CAPSAICIN
Generic Brand HICL GCN Medi-Span Exception/Other
CAPSAICIN 8% | QUTENZA 36916 GPI-10
PATCH (9085002530)

GUIDELINES FOR USE

1. Does the patient have neuropathic pain associated with ONE of the following conditions?
e Postherpetic neuralgia (PHN)
¢ Diabetic peripheral neuropathy (DPN) of the feet

If yes, approve for 12 months by HICL or GPI-10 for 4 fills with a quantity limit of up to #4
patches per fill (maximum dose is 4 patches every 3 months).

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CAPSAICIN (Qutenza) requires the following rule be met for approval:
A. You have a diagnosis of neuropathic pain associated with ONE of the following conditions:
o Postherpetic neuralgia (PHN) (painful condition that affects the nerve fibers and skin
after having shingles)
¢ Diabetic peripheral neuropathy (DPN) of the feet (numbness of the feet that is caused by
diabetes)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Qutenza.
REFERENCES
e Qutenza [Prescribing Information]. Ardsley, NY. Acorda Therapeutics, Inc. July 2020.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/10
Commercial Effective: 08/24/20 Client Approval: 07/20 P&T Approval: 10/20

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlmpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 219 of 1425



Me;liﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES
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Generic Brand HICL | GCN Medi-Span Exception/Other
CARBIDOPA/ DUOPA 37829 GPI-14
LEVODOPA (73209902101820)

GUIDELINES FOR USE
1. Does the patient have a diagnosis of advanced Parkinson's disease?

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #100mL per day.
If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CARBIDOPA-LEVODOPA (Duopa) requires the following rule be met for

approval:
A. You have a diagnosis of advanced Parkinson's disease (nerve system disorder that affects
movement)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Duopa.
REFERENCES
o Duopa [Prescribing Information]. North Chicago, IL: Abbvie, Inc. Februrary 2020.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/15
Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 05/15
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CARBOXYMETHYLCELLULOSE-CELLULOSE-CITRIC ACID

Generic Brand HICL GCN Medi-Span Exception/Other
CARBOXYMETHYLCELLULOSE | PLENITY | 47522 GPI-10
-CELLULOSE-CITRIC ACID (6120990306)

GUIDELINES FOR USE

1. Is the request for weight management and the patient meets ALL of the following criteria?
e The patient is 18 years of age or older
e The patient has a body mass index (BMI) of 25 to 40 kg/m(2)
o The requested medication will be used in conjunction with diet and exercise

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #168 per 28 days.
If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CARBOXYMETHYLCELLULOSE-CELLULOSE-CITRIC ACID (Plenity)
requires the following rule(s) be met for approval:

A. The request is for weight management

B. You are 18 years of age or older

C. You have a body mass index (BMI) of 25 to 40 kg/m(2)

D. The requested medication will be used in conjunction (together) with diet and exercise

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Plenity.
REFERENCES
e Plenity [Prescribing Information]. Boston, MA: Gelesis, Inc., 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 08/21
Commercial Effective: 10/01/21 Client Approval: 08/21 P&T Approval: 07/21
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Generic Brand HICL GCN Medi-Span Exception/Other
CARGLUMIC ACID | CARBAGLU 25643 GPI-10
CARGLUMIC ACID (3090823000)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of acute or chronic hyperammonemia (HA) due to N-
acetylglutamate synthase (NAGS) deficiency AND meet the following criterion?
e NAGS gene mutation is confirmed by biochemical or genetic testing

If yes, continue to #2.
If no, continue to #4.

2. Is the request for generic carglumic acid?

If yes, approve carglumic acid (generic only) by HICL or GPI-10 as follows:
Acute HA due to NAGS deficiency: approve for 7 days.

Chronic HA due to NAGS deficiency: approve for 6 months.

If no, continue to #3.

3. Is the request for brand Carbaglu AND the patient meets the following criterion?
o The patient had a trial of generic carglumic acid

If yes, approve by HICL or GPI-10 as follows:
Acute HA due to NAGS deficiency: approve for 7 days.
Chronic HA due to NAGS deficiency: approve for 6 months.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

4. Does the patient have a diagnosis of acute hyperammonemia (HA) due to propionic acidemia (PA)
AND meet following criterion?

e The diagnosis is confirmed by the presence of elevated methyicitric acid and normal
methylmalonic acid OR genetic testing confirming mutation in the PCCA or PCCB gene

If yes, approve for 7 days by HICL or GPI-10.
If no, continue to #5.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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5. Does the patient have a diagnosis of acute hyperammonemia (HA) due to methylmalonic acidemia
(MMA) AND meet following criterion?
o The diagnosis is confirmed by the presence of elevated methylmalonic acid, methylcitric acid
OR genetic testing confirming mutation in the MMUT, MMA, MMAB or MMADHC genes

If yes, approve for 7 days by HICL or GPI-10.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named CARGLUMIC ACID (Carbaglu) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:

1. Acute or chronic hyperammonemia (HA) due to N-acetylglutamate synthase (NAGS)
deficiency (short-term or long-term high ammonia blood levels due to a genetic disorder)

2. Acute hyperammonemia (HA) due to propionic acidemia (PA) or methylmalonic acidemia
(MMA) (short-term high ammonia blood levels due to a genetic disorder)

B. If you have acute or chronic hyperammonemia due to N-acetylglutamate synthase
deficiency, approval also requires:

1. Your N-acetylglutamate synthase gene mutation is confirmed by biochemical or genetic
testing (types of lab test)

2. Requests for brand Carbaglu requires a trial of generic carglumic acid

C. If you have acute hyperammonemia due to propionic acidemia, approval also
requires:

1. Your diagnosis is confirmed by the presence of elevated methyicitric acid and normal
methylmalonic acid (substances that indicate presence of a disease) OR genetic testing
confirming mutation in the PCCA or PCCB gene (types of abnormal genes)

D. If you have acute hyperammonemia due to methylmalonic acidemia, approval also
requires:

1. Your diagnosis is confirmed by the presence of elevated methylmalonic acid, methylcitric
acid OR genetic testing confirming mutation in the MMUT, MMA, MMAB or MMADHC
genes (types of abnormal genes)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

NOTE: For the diagnoses of acute hyperammonemia (HA) due to N-acetylglutamate synthase (NAGS)
deficiency or acute hyperammonemia (HA) due to propionic acidemia (PA) or methylmalonic acidemia
(MMA), please refer to the Initial Criteria section.

1. Does the patient have a diagnosis of chronic hyperammonemia (HA) due to N- acetylglutamate
synthase (NAGS) deficiency AND meet the following criterion?
e The patient has clinical improvement or improved plasma (blood) ammonia levels

If yes, approve for 12 months by HICL or GPI-10.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named CARGLUMIC ACID (Carbaglu) requires the following rule(s) be met for

renewal:

A. You have chronic hyperammonemia (HA) due to N-acetylglutamate synthase (NAGS) (long-
term high ammonia blood levels due to a genetic disorder)

B. You have clinical improvement or improved plasma (blood) ammonia levels

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Carbaglu.

REFERENCES

e Carbaglu [Prescribing Information]. Lebanon, NJ: Recordati Rare Diseases, Inc.; August 2021.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 05/22

Commercial Effective:07/01/22 Client Approval: 05/22 P&T Approval: 01/22
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CELECOXIB
Generic Brand HICL GCN Medi-Span Exception/Other
CELECOXIB ELYXYB 48006 | GPI-10
(6760403000)

GUIDELINES FOR USE

1. Is the request for the acute treatment of migraine and the patient meets ALL of the following
criteria?
o The patient is 18 years of age or older
o The patient had a trial of generic celecoxib AND OTC or generic aspirin, diclofenac, ibuprofen,
or naproxen
e The patient is unable to swallow pills (e.g., tablets or capsules)

If yes, approve for 6 months by GPID or GPI-14 with a quantity limit of #38.4 mL per 30
days.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CELECOXIB (Elyxyb) requires the following rule(s) be met for approval:

A. The request is for the acute (quick onset) treatment of migraines

B. You are 18 years of age or older

C. You had a trial of generic celecoxib AND over-the-counter (OTC) or generic aspirin,
diclofenac, ibuprofen, or naproxen

D. You are unable to swallow pills (such as tablets or capsules)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Elyxyb.

REFERENCES
o Elyxyb [Prescribing Information]. Raleigh, NC: BioDelivery Sciences International, Inc.; September
2021.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 02/22
Commercial Effective: 04/01/22 Client Approval: 02/22 P&T Approval: 01/22
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CENEGERMIN-BKBJ

Generic Brand HICL GCN Medi-Span Exception/Other
CENEGERMIN-BKBJ | OXERVATE | 45258 GPI-10
(8677002020)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of neurotrophic keratitis (NK) and meet ALL of the following
criteria?

Therapy is prescribed by or given in consultation with an ophthalmologist

The patient has a medical history supportive of causative etiology for trigeminal nerve damage
(e.g., herpes zoster infection, multiple sclerosis, diabetes, ocular surgical damage)

The patient has loss of corneal sensitivity, corneal epithelium changes, and/or loss of tear
production

The patient is refractory to conservative management (i.e., artificial tears, ocular lubricants,
topical antibiotics, therapeutic contact lenses)

If yes, approve for 8 weeks per lifetime by HICL or GPI-10 as follows:

o If treatment is for 1 eye: #28 vials per 28 days for 2 fills.

o If treatment is for 2 eyes: #56 vials per 28 days for 2 fills.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CENEGERMIN-BKBJ (Oxervate) requires the following rule(s) be met for

approval:

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

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

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

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

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

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use.

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 226 of 1425




Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

CENEGERMIN-BKBJ

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Oxervate.

REFERENCES
e Oxervate [Prescribing Information]. Boston, MA: Dompe U.S., Inc., December 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 02/19
Commercial Effective: 09/04/20 Client Approval: 09/20 P&T Approval: 01/19
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Generic Brand HICL GCN | Medi-Span Exception/Other
BOLUS INSULIN CEQUR 44109 GPI-10 Medi-Span: BRAND =
PUMP, 200 UNIT SIMPLICITY (9705105012) | CEQUR SIMPLICITY
DIABETIC CEQUR 04476 GPI-10 FDB/Medi-Span:
SUPPLIES,MISCELL | SIMPLICITY (9705105012) | BRAND = CEQUR
INSERTER SIMPLICITY
INSERTER

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of diabetes mellitus (type 1 or type 2) and meet ALL of the
following criteria?
The patient is 21 years of age or older
Therapy is prescribed by or in consultation with an endocrinologist
The patient follows a maintenance program of at least 3 injections of insulin per day
The patient has worked with the physician to adjust the dose of insulin for the past 6 months and
has not met glucose goals
The patient requires bolus insulin dosing in increments of 2 units per bolus
The patient had a trial of ONE of the following preferred devices: Omnipod, Omnipod Dash, V-Go

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

2. s the patient on a multiple daily insulin injection regimen and meets ONE of the following criteria?
e The patient's glycosylated hemoglobin level (HbA1c) is greater than 7%
e The patient has a history of recurring hypoglycemia
¢ The patient has wide fluctuations in blood glucose before mealtime
[ ]

The patient experiences the dawn phenomenon with fasting blood glucose levels frequently
exceeding 200 mg/dL

e The patient has a history of severe glycemic excursions (i.e., sudden spikes in blood sugar
levels)

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)
3. Is the request for more than 10 patches per month?

If yes, continue to #4.

If no, approve for 12 months for both agents as follows:

e CeQur Simplicity Inserter: Approve for 1 fill by NDC [FDB] or GPI-14.

e CeQur Simplicity Patches: Approve by HICL or NDC [Medi-Span] with a quantity limit
of #10 per 30 days.

4. Is the patient using more than more than 180 units of insulin per 72 hours?

If yes, approve for 12 months for both agents as follows:
e CeQur Simplicity Inserter: Approve for 1 fill by NDC [FDB] or GPI-14.

o CeQur Simplicity Patches: Approve by HICL or NDC [Medi-Span] for the requested
quantity per 30 days.

If no, do not approve.

DENIAL TEXT: See the initial denial text at the end of the guideline.

[PAC NOTE: Enter proactive PAs for 12 months for both agents as follows:

e CeQur Simplicity Inserter: Approve for 1 fill by NDC [FDB] or GPI-14.

e CeQur Simplicity Patches: Approve by HICL or NDC [Medi-Span] with a quantity limit
of #10 per 30 days.]

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named CEQUR SIMPLICITY INSULIN DEVICE requires the following rule(s) be

met for approval:

You have diabetes mellitus (type 1 or type 2) (a disorder with high blood sugar)

You are 21 years of age or older

Therapy is prescribed by or in consultation with an endocrinologist (a type of hormone

doctor)

You follow a maintenance program of at least 3 injections of insulin per day

You have worked with the physician to adjust the dose of insulin for the past 6 months and

have not met glucose (blood sugar) goals

F. You require bolus insulin dosing in increments of 2 units per bolus

G. You had a trial of ONE of the following preferred devices: Omnipod, Omnipod Dash, V-Go

H. If requesting more than 10 patches per month, then you must be using more than 180 units
of insulin per 72 hours

(Initial denial text continued on next page)

mo ow>

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

I. You are on a multiple daily insulin injection regimen and meet ONE of the following criteria:

1. You have a glycosylated hemoglobin level (HbA1c: a type of lab test) greater than 7
percent

2. You have a history of recurring hypoglycemia (low blood sugar)

3. You have wide fluctuations (variations) in blood glucose before mealtime

4. You experience the dawn phenomenon (abnormal early morning increase in blood sugar,
usually between 2 a.m. and 8 a.m.) with fasting blood glucose levels frequently
exceeding 200 mg/dL

5. You have a history of severe glycemic excursions (sudden spikes in blood sugar levels)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of diabetes mellitus (type 1 or type 2) and meet ALL of the
following criteria?

e The patient has shown a positive response to therapy
e The patient is adherent to physician follow-up visits

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

2. s the request for more than 10 patches per month?

If yes, continue to #3.

If no, approve 12 months for both as follows:

o CeQur Simplicity Inserter: Approve for 1 fill by NDC [FDB] or GPI-14.

e CeQur Simplicity Patches: Approve by HICL or NDC [Medi-Span] with a quantity limit
of #10 per 30 days.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)
3. Is the patient using more than more than 180 units of insulin per 72 hours?

If yes, approve 12 months for both as follows:

e CeQur Simplicity Inserter: Approve for 1 fill by NDC [FDB] or GPI-14.

e CeQur Simplicity Patches: Approve by HICL or NDC [Medi-Span] for the requested
quantity per 30 days.

If no, do not approve.

DENIAL TEXT: See the renewal denial text at the end of the guideline.

[PAC NOTE: Enter proactive PAs for 12 months for both as follows:

e CeQur Simplicity Inserter: Approve for 1 fill by NDC [FDB] or GPI-14.

e CeQur Simplicity Patches: Approve HICL or NDC [Medi-Span] with a quantity limit of
#10 per 30 days.]

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named CEQUR SIMPLICITY INSULIN DEVICE requires the following rule(s) be

met for renewal:

A. You have diabetes mellitus (type 1 or type 2) (a disorder with high blood sugar)

B. You have shown a positive response to therapy

C. You are adherent to your doctor follow-up visits

D. If requesting more than 10 patches per month, you are using more than 180 units of insulin
per 72 hours

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for CeQur
Simplicity.

REFERENCES
o CeQur Simplicity. CeQur Corp. Available at: https://myceqursimplicity.com/healthcare-
professionals/. [Accessed July 27, 2004].

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 08/22
Commercial Effective:04/01/23 Client Approval: 02/23 P&T Approval: 07/22
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Generic Brand HICL GCN Medi-Span Exception/Other
CERITINIB ZYKADIA 41111 GPI-10 (2153051400)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of metastatic non-small cell lung cancer (NSCLC) and meet ALL
of the following criteria?
e The patient is 18 years of age or older
e The patient's tumors are anaplastic lymphoma kinase (ALK)-positive, as detected by an FDA-
approved test

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #3 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CERITINIB (Zykadia) requires the following rule(s) be met for approval:

A. You have metastatic non-small cell lung cancer (type of lung cancer that has spread)

B. You are 18 years of age or older

C. Your tumors are anaplastic lymphoma kinase (ALK: a type of enzyme) positive as confirmed
by a Food and Drug Administration-approved test

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Zykadia.

REFERENCE
o Zykadia [Prescribing Information]. East Hanover, NJ: Novartis Pharmaceuticals Corporation; August
2021.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/14
Commercial Effective: 10/25/21 Client Approval: 10/21 P&T Approval: 10/21
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Generic Brand HICL GCN Medi-Span Exception/Other
CERTOLIZUMAB CIMZIA 35554 GPI-10
PEGOL (5250502010)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) and meet ALL of

the following criteria?

e The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with a rheumatologist

e The patient had a trial of or contraindication to at least 3 months of treatment with ONE DMARD
(disease-modifying antirheumatic drug), such as methotrexate dose greater than or equal to
20mg per week or maximally tolerated dose, leflunomide, hydroxychloroquine, or sulfasalazine

e The patient meets ONE of the following:

o The patient is pregnant, breastfeeding, or trying to become pregnant

o The patient had a trial of or contraindication to any TWO of the following preferred
immunomodulators: Enbrel, Humira, Rinvoq, Xeljanz (IR/XR)

o The patient has tried any TNF inhibitor (e.g., Humira, Enbrel) AND the physician has
indicated the patient cannot use a JAK inhibitor (e.g., Rinvoq, Xeljanz) due to the black box
warning for increased risk of mortality, malignancies, and serious cardiovascular events
[NOTE: pharmaceutical samples acquired from the prescriber or manufacturer assistance
program do not qualify]

If yes, approve for a total of 6 months. Please enter two authorizations as follows:

e FIRST APPROVAL: Approve for 1 month by HICL or GPI-10 for 1 fill with a quantity
limit of #3 (1200 mg) per 28 days (equals one starter kit of 6 syringes or three kits of 2
syringesl/vials per kit).

e SECOND APPROVAL: Approve for 5 months by HICL or GPI-10 with a quantity limit
of #1 kit (each kit contains 2 syringes/vials) per 28 days. (Start date is 2 days before
the end date of the first approval).

If no, continue to #2.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

2. Does the patient have a diagnosis of psoriatic arthritis (PsA) and meet ALL of the following criteria?
o The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with a rheumatologist or dermatologist
e The patient had a trial of or contraindication to ONE DMARD (disease-modifying antirheumatic
drug), such as methotrexate, leflunomide, hydroxychloroquine, or sulfasalazine
¢ The patient meets ONE of the following:
o The patient is pregnant, breastfeeding, or trying to become pregnant
o The patient had a trial of or contraindication to any TWO of the following preferred
immunomodulators: Cosentyx, Enbrel, Humira, Stelara, Xeljanz (IR/XR), Otezla, Tremfya,
Rinvoq, Skyrizi [NOTE: pharmaceutical samples acquired from the prescriber or
manufacturer assistance program do not qualify]

If yes, approve for a total of 6 months. Please enter two authorizations as follows:

o FIRST APPROVAL: Approve for 1 month by HICL or GPI-10 for 1 fill with a quantity
limit of #3 (1200 mg) per 28 days (equals one starter kit of 6 syringes or three kits of 2
syringesl/vials per Kkit).

o SECOND APPROVAL: Approve for 5 months by HICL or GPI-10 with a quantity limit
of #1 kit (each kit contains 2 syringes/vials) per 28 days. (Start date is 2 days before
the end date of the first approval).

If no, continue to #3.

3. Does the patient have a diagnosis of ankylosing spondylitis (AS) and meet ALL of the following
criteria?
o The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with a rheumatologist
e The patient had a trial of or contraindication to an NSAID (e.g., ibuprofen, naproxen, meloxicam,
diclofenac, etc.)
e The patient meets ONE of the following:
o The patient is pregnant, breastfeeding, or trying to become pregnant
o The patient had a trial of or contraindication to any TWO of the following preferred
immunomodulators: Cosentyx, Enbrel, Humira, Xeljanz (IR/XR), Rinvoq [NOTE:
pharmaceutical samples acquired from the prescriber or manufacturer assistance program
do not qualify]

If yes, approve for a total of 6 months. Please enter two authorizations as follows:

e FIRST APPROVAL: Approve for 1 month by HICL or GPI-10 for 1 fill with a quantity
limit of #3 (1200 mg) per 28 days (equals one starter kit of 6 syringes or three kits of 2
syringesl/vials per Kkit).

o SECOND APPROVAL: Approve for 5 months by HICL or GPI-10 with a quantity limit
of #1 kit (each kit contains 2 syringes/vials) per 28 days. (Start date is 2 days before
the end date of the first approval).
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If no, continue to #4.

CONTINUED ON NEXT PAGE
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4. Does the patient have a diagnosis of moderate to severe Crohn's disease (CD) and meet ALL of
the following criteria?
e The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with a gastroenterologist
e The patient had a trial of or contraindication to ONE conventional therapy (e.g., corticosteroids
[e.g., budesonide, methylprednisolone], azathioprine, mercaptopurine, methotrexate,
mesalamine)
¢ The patient meets ONE of the following:
o The patient is pregnant, breastfeeding, or trying to become pregnant
o The patient had a trial of or contraindication to the following preferred immunomodulator:
Humira [NOTE: pharmaceutical samples acquired from the prescriber or manufacturer
assistance program do not qualify]

If yes, approve for a total of 6 months. Please enter two authorizations as follows:

e FIRST APPROVAL: Approve for 1 month by HICL or GPI-10 for 1 fill with a quantity
limit of #3 (1200 mg) per 28 days (equals one starter kit of 6 syringes or three kits of 2
syringesl/vials per kit).

o SECOND APPROVAL: Approve for 5 months by HICL or GPI-10 with a quantity limit
of #1 kit (each kit contains 2 syringes/vials) per 28 days. (Start date is 2 days before
the end date of the first approval).

If no, continue to #5.

CONTINUED ON NEXT PAGE
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5. Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) and meet ALL of
the following criteria?
e The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with a dermatologist
e The patient has psoriasis covering 3% or more of body surface area (BSA) OR psoriatic lesions
affecting the hands, feet, genital area, or face
e The patient had a trial of or contraindication to ONE or more forms of conventional therapies,
such as PUVA (Phototherapy Ultraviolet Light A), UVB (Ultraviolet Light B), topical
corticosteroids, calcipotriene, acitretin, methotrexate, or cyclosporine
e The patient meets ONE of the following:
o The patient is pregnant, breastfeeding, or trying to become pregnant
o The patient had a trial of or contraindication to any TWO of the following preferred
immunomodulators: Cosentyx, Humira, Stelara, Tremfya, Skyrizi, Enbrel, Otezla [NOTE:
pharmaceutical samples acquired from the prescriber or manufacturer assistance program
do not qualify]

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #2 kits (each kit
contains 2 syringes/vials) per 28 days.

If no, continue to #6.

6. Does the patient have a diagnosis of non-radiographic axial spondyloarthritis (nr-axSpA) and meet

ALL of the following criteria?

e The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with a rheumatologist

e The patient had a trial of or contraindication to an NSAID (e.g., ibuprofen, naproxen, meloxicam,
diclofenac, etc.)

e The patient meets ONE of the following objective signs of inflammation:
o C-reactive protein (CRP) levels above the upper limit of normal
o Sacroiliitis on magnetic resonance imaging (MRI)

If yes, approve for a total of 6 months. Please enter two authorizations as follows:

o FIRST APPROVAL: Approve for 1 month by HICL or GPI-10 for 1 fill with a quantity
limit of #3 (1200 mg) per 28 days (equals one starter kit of 6 syringes or three kits of 2
syringesl/vials per kit).

o SECOND APPROVAL: Approve for 5 months by HICL or GPI-10 with a quantity limit
of #1 kit (each kit contains 2 syringes/vials) per 28 days. (Start date is 2 days before
the end date of the first approval).

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named CERTOLIZUMAB PEGOL (Cimzia) requires the following rule(s) be met for
approval:

A. You have ONE of the following diagnoses:

1. Moderate to severe rheumatoid arthritis (RA: a type of joint condition)

2. Psoriatic arthritis (PsA: a type of skin and joint condition)

3. Ankylosing spondylitis (AS: a type of joint condition)

4. Moderate to severe plaque psoriasis (PsO: a type of skin condition)

5. Moderate to severe Crohn's disease (CD: a type of bowel disorder)

6. Non-radiographic axial spondyloarthritis (nr-axSpA: a type of joint condition)

If you have moderate to severe rheumatoid arthritis, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune system
doctor)

3. You had a trial of or contraindication (harmful for) to at least 3 months of ONE DMARD
(disease-modifying antirheumatic drug), such as methotrexate dose greater than or equal to
20mg per week or maximally tolerated dose, leflunomide, hydroxychloroquine, or
sulfasalazine

4. You meet ONE of the following:

a. You are pregnant, breastfeeding, or trying to become pregnant

b. You had a trial of or contraindication (harmful for) to any TWO of the following preferred
immunomodulators (class of drugs): Enbrel, Humira, Rinvoq, Xeljanz (immediate
release/extended release)

c. You have tried any tumor necrosis factor (TNF) inhibitor (such as Humira, Enbrel) AND
your physician has indicated you cannot use a JAK inhibitor (such as Rinvoq, Xeljanz
IR/XR) due to the black box warning for increased risk of mortality (death), malignancies
(cancerous), and serious cardiovascular (heart-related) events

(Initial denial text continued on next page)
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C. If you have psoriatic arthritis, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune system
doctor) or dermatologist (a type of skin doctor)

3. You had a trial of or contraindication (harmful for) to ONE DMARD (disease-modifying
antirheumatic drug), such as methotrexate, leflunomide, hydroxychloroquine, or
sulfasalazine

4. You meet ONE of the following:

a. You are pregnant, breastfeeding, or trying to become pregnant
b. You had a trial of or contraindication (harmful for) to any TWO of the following preferred
immunomodulators (class of drugs): Cosentyx, Enbrel, Humira, Stelara, Xeljanz
(immediate release/extended release), Otezla, Tremfya, Rinvoq, Skyrizi
D. If you have ankylosing spondylitis, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a rheumatologist (a type of immune system
doctor)

3. You had a trial of or contraindication (harmful for) to an NSAID (non-steroidal anti-
inflammatory drug)

4. You meet ONE of the following:

a. You are pregnant, breastfeeding, or trying to become pregnant
b. You had a trial of or contraindication (harmful for) to any TWO of the following preferred
immunomodulators (class of drugs): Cosentyx, Enbrel, Humira, Xeljanz (immediate
release/extended release), Rinvoq
E. If you have moderate to severe Crohn's disease, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a gastroenterologist (doctor who treats
digestive conditions)

3. You had a trial of or contraindication (harmful for) to ONE standard therapy, such as
corticosteroids (such as budesonide, methylprednisolone), azathioprine, mercaptopurine,
methotrexate, or mesalamine

4. You meet ONE of the following:

a. You are pregnant, breastfeeding, or trying to become pregnant
b. You had a trial of or contraindication (harmful for) to the following preferred
immunomodulator (class of drug): Humira

(Initial denial text continued on next page)
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INITIAL CRITERIA (CONTINUED)

F. If you have moderate to severe plaque psoriasis, approval also requires:

1.
2.
3.

4.

You are 18 years of age or older

Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor)

You have psoriasis covering 3% or more of body surface area (BSA) OR psoriatic lesions

(rashes) affecting the hands, feet, genital area, or face

You had a trial of or contraindication (harmful for) to ONE or more forms of standard

therapies, such as PUVA (Phototherapy Ultraviolet Light A), UVB (Ultraviolet Light B),

topical corticosteroids, calcipotriene, acitretin, methotrexate, or cyclosporine

You meet ONE of the following:

a. You are pregnant, breastfeeding, or trying to become pregnant

b. You had a trial of or contraindication (harmful for) to any TWO of the following preferred
immunomodulators (class of drugs): Cosentyx, Humira, Stelara, Tremfya, Skyrizi,
Enbrel, Otezla

G. If you have non-radiographic axial spondyloarthritis, approval also requires:

1.
2.

3.

You are 18 years of age or older

Therapy is prescribed by or in consultation with a rheumatologist (a type of immune system

doctor)

You had a trial of or contraindication (harmful for) to an NSAID (non-steroidal anti-

inflammatory drug)

You have ONE of the following signs of inflammation:

a. C-reactive protein (CRP; a measure of how much inflammation you have) levels above
the upper limit of normal

b. Sacroailiitis (type of inflammation where lower spine and pelvis connect) on magnetic
resonance imaging (MRI)

NOTE: The use of pharmaceutical samples (from the prescriber or manufacturer assistance
program) will not be considered when evaluating the medical condition or prior prescription history
for drugs that require prior authorization.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA
1. Does the patient have a diagnosis of moderate to severe rheumatoid arthritis (RA) AND meet the
following criterion?
¢ The patient has experienced or maintained a 20% or greater improvement in tender joint count

or swollen joint count while on therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 kit (each kit
contains 2 syringes/vials) per 28 days.

If no, continue to #2.
2. Does the patient have a diagnosis of psoriatic arthritis (PsA) AND meet the following criterion?
¢ The patient has experienced or maintained a 20% or greater improvement in tender joint count

or swollen joint count while on therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 kit each kit
contains 2 syringes/vials) per 28 days.

If no, continue to #3.
3. Does the patient have a diagnosis of ankylosing spondylitis (AS) or non-radiographic axial
spondyloarthritis (nr-axSpA) AND meet the following criterion?

o The patient has experienced or maintained an improvement of at least 50% or 2 units (scale of
1-10) in the Bath Ankylosing Spondylitis Disease Activity Index (BASDAI) while on therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 kit (each kit
contains 2 syringesl/vials) per 28 days.

If no, continue to #4.
4. Does the patient have a diagnosis of moderate to severe Crohn's disease (CD)?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 kit (each kit
contains 2 syringes/vials) per 28 days.

If no, continue to #5.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

5. Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) AND meet the
following criterion?
e The patient has achieved or maintained clear or minimal disease or a decrease in PASI
(Psoriasis Area and Severity Index) of at least 50% or more while on therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 kits (each kit
contains 2 syringes/vials) per 28 days.

If no, do not approve.

RENEWAL DENIAL TEXT: Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named CERTOLIZUMAB PEGOL (Cimzia) requires the following rule(s) be met
for renewal:
A. You have ONE of the following diagnoses:

1. Moderate to severe rheumatoid arthritis (RA: a type of joint condition)

2. Psoriatic arthritis (PsA: a type of skin and joint condition)

3. Ankylosing spondylitis (AS: a type of joint condition)

4. Moderate to severe plaque psoriasis (PsO: a type of skin condition)

5. Moderate to severe Crohn's disease (CD: a type of bowel disorder)

6. Non-radiographic axial spondyloarthritis (nr-axSpA: a type of joint condition)

B. If you have moderate to severe rheumatoid arthritis, renewal also requires:

1. You have experienced or maintained a 20% or greater improvement in tender joint count

or swollen joint count while on therapy
C. If you have psoriatic arthritis, renewal also requires:

1. You have experienced or maintained a 20% or greater improvement in tender joint count

or swollen joint count while on therapy
D. If you have ankylosing spondylitis OR non-radiographic axial spondyloarthritis,
renewal also requires:

1. You have experienced or maintained an improvement of at least 50% or 2 units (scale of
1-10) in the Bath Ankylosing Spondylitis Disease Activity Index (BASDAI: diagnostic test
which allows a physician to determine the effectiveness of a current medication) while on
therapy

E. If you have moderate to severe plaque psoriasis, renewal also requires:

1. You have achieved or maintained clear or minimal disease or a decrease in PASI
(Psoriasis Area and Severity Index: used to measure the severity and extent of
psoriasis) of at least 50% or more while on therapy

(Renewal denial text continued on next page)
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RENEWAL CRITERIA (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Cimzia.
REFERENCES
e Cimazia [Prescribing Information]. Smyrna, GA: UCB, Inc.; September 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/08
Commercial Effective: 06/15/22 Client Approval: 05/22 P&T Approval: 04/22
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CHENODIOL
Generic Brand HICL GCN Medi-Span Exception/Other
CHENODIOL CHENODAL 01364 GPI-10
(5210001000)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Is the requested medication being prescribed for the treatment of cerebrotendinous xanthomatosis
(CTX)?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #3 daily.
If no, continue to #2.

2. lIs the requested medication being prescribed for the treatment of radiolucent gallstones?

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

3. Has the patient received previous chenodiol therapy with a total duration exceeding 24 months?

If yes, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.
If no, continue to #4.

4. Has the patient had a previous trial of or contraindication to ursodiol?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #7 daily.
If no, do not approve.
INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named CHENODIOL (Chenodal) requires the following rule(s) be met for
approval:
You have radiolucent gallstones (hard deposits in your gall bladder that can barely be seen
with x-rays) OR cerebrotendinous xanthomatosis (condition of missing an enzyme that

changes cholesterol into a bile acid)
If you have radiolucent gallstones, approval also requires:
1. You have tried ursodiol, unless there is a medical reason why you cannot

A

(Initial denial text continued on next page)

(contraindication)

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

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RENEWAL CRITERIA
1. Is the requested medication being used for radiolucent gallstones?

If yes, continue to #2.
If no, continue to #5.

2. Has the patient previously received a total duration of chenodiol therapy exceeding 24 months?

If yes, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.
If no, continue to #3.

3. Does the patient have complete or no gallstone dissolution seen on imaging after 12 months of
therapy?

If yes, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.
If no, continue to #4.

4. Does the patient have partial gallstone dissolution seen on imaging after 12 months of therapy?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #7 daily.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

5. Does the patient have a diagnosis of cerebrotendinous xanthomatosis (CTX) AND meet the
following criterion?
e The patient has experienced improvement in ONE of the following:
o Normalization of elevated serum or urine bile alcohols
o Normalization of elevated serum cholestanol levels
o Improvement in neurologic and psychiatric symptoms (dementia, pyramidal tract and
cerebellar signs)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #3 daily.

If no, do not approve.

DENIAL TEXT: See the renewal denial text at the end of the guideline.
CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named CHENODIOL (Chenodal) requires the following rule(s) be met for renewal:
A. You have radiolucent gallstones (hard deposits in your gall bladder that can barely be seen with
x-rays) OR cerebrotendinous xanthomatosis (condition of missing an enzyme that changes
cholesterol into a bile acid)
B. If you have radiolucent gallstones, renewal also requires:
1. You have NOT had chenodiol therapy for more than a total of 24 months
2. You do NOT have complete or no gallstone dissolution (disappearance) seen on imaging
(such as oral cholecystograms or ultrasonograms) after 12 months of therapy
3. You have partial gallstone dissolution seen on imaging (such as oral cholecystograms or
ultrasonograms) after 12 months of therapy
C. If you have cerebrotendinous xanthomatosis, renewal also requires you have
experienced an improvement in ONE of the following:
1. Normalization of elevated serum or urine bile alcohols
2. Normalization of elevated serum cholestanol levels
3. Improvement in neurologic and psychiatric symptoms (dementia, pyramidal tract and
cerebellar signs)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Chenodal.

REFERENCES

¢ Chenodal [Prescribing Information]. Manchester Pharmaceuticals, Inc. Fort Collins, CO. July 2019.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 11/09

Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 07/18
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CHOLIC ACID
Generic Brand HICL GCN Medi-Span Exception/Other
CHOLIC ACID CHOLBAM 39124 GPI-10
(5270002500)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient exhibit manifestations of liver disease, steatorrhea, or complications from
decreased fat-soluble vitamin absorption secondary to ONE of the following conditions?

e Bile acid synthesis disorders
e Peroxisomal disorders (i.e., Zellweger spectrum disorders)

If yes, approve for 3 months by HICL or GPI-10.
If no, do not approve.
INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named CHOLIC ACID (Cholbam) requires the following rule(s) be met for
approval:
You show signs of liver disease, steatorrhea (excess fat in feces), or complications from

your body not being able to absorb fat-soluble vitamins that occur from ONE of the following

A

conditions:

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

contains enzymes)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RENEWAL CRITERIA

1. Did the patient experience improvement in liver function (as defined by at least ONE of the following
criteria)?
e ALT or AST values reduced to less than 50 U/L or baseline levels reduced by 80%
e Total bilirubin values reduced to less than 1 mg/dL

¢ No evidence of cholestasis on liver biopsy

If yes, approve for 12 months by HICL or GPI-10.

If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s) in

it.

Our guideline named CHOLIC ACID (Cholbam) requires the following rule(s) be met for renewal:

A. You have experienced an improvement in your liver function as defined by at least ONE of the
following criteria:

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

2. Total bilirubin values reduced to less than 1 mg/dL

3. No evidence of cholestasis (condition where bile cannot flow from liver) on liver biopsy

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Cholbam.

REFERENCES

e Cholbam [Prescribing Information]. Baltimore, MD: Asklepion Pharmaceuticals, LLC; March 2015.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 04/15

Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 05/15
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CLADRIBINE
Generic Brand HICL GCN Medi-Span Exception/Other
CLADRIBINE MAVENCLAD 44338 GPI-10
(6240101500)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of a relapsing form of multiple sclerosis (MS) (e.g., relapsing-
remitting MS [RRMS], active secondary progressive MS [SPMS], etc.) AND meet the following
criterion?

e The patient is 18 years of age or older

If yes, approve for 48 weeks by GPID or GPI-10.

APPROVAL TEXT: Renewal requires 1) physician attestation that the patient has
demonstrated a clinical benefit compared to pre-treatment baseline, 2) the patient does not
have lymphopenia, and 3) the patient has not received a total of two years of Mavenclad
treatment (i.e., two treatment cycles divided into 2 yearly treatment courses).

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use

these definitions if the particular text you need to use does not already have definition(s)

in it.

Our guideline named CLADRIBINE (Mavenclad) requires the following rule(s) be met for

approval:

A. You have a relapsing form of multiple sclerosis (MS: disease where body attacks its own
nerves and returns after having no symptoms). This includes relapsing- remitting MS
[RRMS], active secondary progressive MS [SPMS], etc.

B. You are 18 years of age or older

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of a relapsing form of multiple sclerosis (MS) (e.g. relapsing-
remitting MS [RRMS], active secondary progressive MS [SPMS], etc.)?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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CLADRIBINE
RENEWAL CRITERIA (CONTINUED)

2. Has the patient received a total of two years of Mavenclad treatment (i.e., two treatment cycles
divided into 2 yearly treatment courses)?

If yes, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.
If no, continue to #3.

3. Does the patient meet ALL of the following criteria?
e The patient has demonstrated a clinical benefit compared to pre-treatment baseline
e The patient does not have lymphopenia

If yes, approve for 48 weeks by GPID or GPI-10.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please

use these definitions if the particular text you need to use does not already have

definition(s) in it.

Our guideline named CLADRIBINE (Mavenclad) requires the following rule(s) be met for

renewal:

A. You have a relapsing form of multiple sclerosis (MS: disease where body attacks its own
nerves and returns after having no symptoms). This includes relapsing- remitting MS
[RRMS], active secondary progressive MS [SPMS], etc.

B. You have demonstrated a clinical benefit compared to pre-treatment baseline (before you
started therapy)

C. You do not have lymphopenia (low amount of a type of white blood cell called lymphocyte)

D. You have not received a total of two years of treatment with Mavenclad

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Mavenclad.

REFERENCES
¢ Mavenclad [Prescribing Information]. Rockland, MA: EMD Serono, Inc., March 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 04/19
Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 10/19
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CLASCOTERONE
Generic Brand HICL GCN Medi-Span Exception/Other
CLASCOTERONE WINLEVI 46803 GPI-10
(9005001100)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of acne vulgaris and meet ALL of the following criteria?
o The patient is 12 years of age or older
e Therapy is prescribed by or given in consultation with a dermatologist
e The patient had a trial of or contraindication to BOTH of the following:
o ONE oral acne agent (e.g. oral antibiotics or oral isotretinoin)
o TWO topical acne agents (e.g. topical retinoids, topical antibiotics, benzoyl peroxide)

If yes, approve for 3 months by HICL or GPI-10 with a quantity limit of #60 grams (1 tube)
per 30 days.
APPROVAL TEXT: Renewal requires the patient had improvement of acne lesions.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named CLASCOTERONE (Winlevi) requires the following rule(s) be met for
approval:

A. You have acne vulgaris (skin condition in which hair follicles become plugged with oil and
dead skin cells)

You are 12 years of age or older

Therapy is prescribed by or given in consultation with a dermatologist (skin doctor)

You have previously tried BOTH of the following unless there is a medical reason why you
cannot (contraindication):

ONE oral acne agent (such as oral antibiotics or oral isotretinoin)

TWO topical acne agents (such as topical retinoids, topical antibiotics, benzoyl peroxide)

oOw

N —

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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GUIDELINES FOR USE (CONTINUED)

RENEWAL CRITERIA

1. Does the patient have a diagnosis of acne vulgaris AND meet the following criterion?
e The patient had improvement of acne lesions

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #60 grams (1 tube)

per 30 days.
If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have

definition(s) in it.

Our guideline named CLASCOTERONE (Winlevi) requires the following rule(s) be met for

approval:

A. You have acne vulgaris (skin condition in which hair follicles become plugged with oil and

dead skin cells)

B. You had improvement of acne lesions

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve

this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Winlevi.
REFERENCES
¢ Winlevi [Prescribing Information]. Milan, Italy: Cosmo S.p.A.; August 2020.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A
Commercial Effective: 01/01/21

Created: 12/20
Client Approval: 12/20

P&T Approval: 10/20
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CLOBAZAM-SYMPAZAN

Generic Brand HICL GCN Medi-Span Exception/Other

CLOBAZAM SYMPAZAN 06536 GPI-10 DOSAGE FORM =
(7210000700) | FILM

GUIDELINES FOR USE

1. Does the patient have a diagnosis of Lennox-Gastaut syndrome and meet ALL of the following

criteria?

o The patient is 2 years of age or older

e Therapy is prescribed by or in consultation with a neurologist

¢ Sympazan will be used for adjunctive treatment of seizures associated with Lennox-Gastaut
syndrome
The patient is unable to take tablets or suspension

o The patient had a trial of or contraindication to generic/branded clobazam products (Onfi)

If yes, approve for 12 months by GPID or GPI-14 for all of the following strengths with a
quantity limit of #2 per day:

e 5mg film
e 10mg film
e 20mg film

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CLOBAZAM-SYMPAZAN requires the following rule(s) be met for
approval:

You have Lennox-Gastaut Syndrome (a type of seizure disorder in young children)

You are 2 years of age or older

Therapy is prescribed by or in consultation with a neurologist (a type of brain doctor)
Sympazan will be used for adjunctive (add-on) treatment of seizures associated with
Lennox-Gastaut syndrome

You are unable to take tablets or suspension

You had a trial of or contraindication (harmful for) to generic/branded clobazam products
(Onfi)

oW

nm

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 254 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Sympazan.

REFERENCES
¢ Sympazan [Prescribing Information]. Warren, NJ. Aquestive Therapeutics; March 2021.
Library Commercial NSA
Yes Yes No
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Generic Brand HICL GCN Medi-Span Exception/Other
COBIMETINIB COTELLIC 42796 GPI-10
FUMARATE (2153353020)

GUIDELINES FOR USE

1.

Does the patient have a diagnosis of unresectable or metastatic melanoma and meet ALL of the

following criteria?

The patient is 18 years of age or older
The patient's tumor has a BRAF V600E OR V600K mutation
Cobimetinib will be used in combination with vemurafenib (Zelboraf)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #63 per 28 days.
If no, continue to #2.

Does the patient have a diagnosis of histiocytic neoplasms and meet ALL of the following criteria?

The patient is 18 years of age or older
Cobimetinib will be used as a single agent

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #63 per 28 days.
If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named COBIMETINIB (Cotellic) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Unresectable or metastatic melanoma (skin cancer that has spread or cannot be
completely removed with surgery)
2. Hystiocytic neoplasms (a type of white blood cell disorder)
B. If you have unresectable or metastatic melanoma, approval also requires:
1. You are 18 years of age or older
2. Your tumor has a BRAF V600E OR V600K mutation (a type of gene mutation)
3. Cobimetinib will be used in combination with vemurafenib (Zelboraf)
C. If you have histiocytic neoplasms, approval also requires:
1. You are 18 years of age or older
2. Cobimetinib will be used as a single agent

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Cotellic.
REFERENCES
e Cotellic [Prescribing Information]; San Francisco, CA: Genentech USA, Inc.; October 2022.

Library Commercial NSA
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COLLAGENASE TOPICAL
Generic Brand HICL | GCN Medi-Span Exception/Other
COLLAGENASE SANTYL 21190 | GPI-14
CLOSTRIDIUM HIST. (90700010004205)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of chronic dermal ulcer(s) or severe burn(s) that require(s)
debridement?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. Is the requested quantity for one tube (30 grams) or less?

If yes, approve by GPID or GPI-14 for one fill with a quantity limit of #30 grams.
If no, continue to #3.

3. Are BOTH of the following provided?
e The patient's wound size (width/length)
e The anticipated duration of therapy

If yes, approve by GPID or GPI-14 for one fill with a quantity limit based on the Santyl
dosing calculator (https://santyl.com/hcp/dosing).

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named COLLAGENASE TOPICAL (Santyl) requires the following rule(s) be met
for approval:
A. You have chronic dermal (skin) ulcer(s) or severe burn(s) that require(s) debridement
(removal of damaged tissue from a wound)
B. If the requested quantity is more than one tube (30 grams), approval also requires:
1. The higher quantity is based on the size of your wound (width/length) and the anticipated
duration of therapy, using the Santyl dosing calculator (https://santyl.com/hcp/dosing)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Santyl.
REFERENCES
e Santyl [Prescribing Information]. Fort Worth, TX: Smith & Nephew, Inc., May 2019.
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Generic Brand HICL GCN |Medi-Span Exception/Other
CONTINUOUS DEXCOM G4, 36756 Medi-Span: BRAND
BLOOD-GLUCOSE DEXCOM G5, = DEXCOM G4%,
METER/RECEIVER DEXCOM G6 DEXCOM G5%,
GPI-10 DEXCOM G6%
FLASH GLUCOSE FREESTYLE 44578 (9720201202) Medi-Span: BRAND
SCANNING READER, | LIBRE 14/10, = FREESTYLE
CONTINUOUS FREESTYLE LIBRE%
BLOOD-GLUCOSE LIBRE 2
RECEIVER
BLOOD-GLUCOSE DEXCOM G4, 36760 GPI-10 FDB & Medi-Span:
TRANSMITTER DEXCOM G5, (9720201206) BRAND =
DEXCOM G6, DEXCOM G4%,
EVERSENSE DEXCOM G5%,
SMART DEXCOM G6%,
TRANSMITTER, EVERSENSE
GUARDIAN SMART
CONNECT TRANSMITTER,
TRANSMITTER GUARDIAN
CONNECT
TRANSMITTER
BLOOD-GLUCOSE DEXCOM G6, 36696 FDB & Medi-Span:
SENSOR DEXCOM G5-G4 BRAND =
SENSOR, DEXCOM G5-G4%,
DEXCOM G4 DEXCOM G6%,
SENSOR, DEXCOM G4
GUARDIAN SENSOR,
SENSOR 3 GPI-10 GUARDIAN
(9720201204) |SENSOR 3
FLASH GLUCOSE FREESTYLE 44576 Medi-Span: BRAND
SENSOR, LIBRE SENSOR, = FREESTYLE
CONTINUOUS BLOOD | FREESTYLE LIBRE%
GLUCOSE SENSOR LIBRE 2 SENSOR,
FREESTYLE

LIBRE 3 SENSOR

GUIDELINES FOR USE

1. Does the patient have a diagnosis of type 1, type 2, or gestational diabetes?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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GUIDELINES FOR USE (CONTINUED)

2. lIs the patient receiving treatment with insulin and meets ONE of the following criteria?
e The patient is using a continuous subcutaneous insulin infusion pump
o The patient utilizes 3 or more daily administrations of insulin
e The patient's insulin treatment plan requires frequent adjustment of insulin dosing

If yes, continue to #4.
If no, continue to #3.

3. Does the patient meet ALL of the following criteria?
e The patient has a clinical need that cannot be managed with self-monitoring of blood glucose

(SMBG) (e.g., frequent hypoglycemia, hypoglycemic unawareness, unable to achieve control of
diabetes)

e The patient has either tried (without sufficient results or continuous need is identified by
provider) or does not have access to a professional CGM from the provider's office

If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

4. s the request for Dexcom G6 (i.e., meter, sensor, transmitter) AND the patient meets the following
criterion?

e The patient is 2 years of age or older

If yes, approve all of the following for 12 months by NDC [FDB or Medi-Span] with a
quantity limit as follows:

e Dexcom G6 meter: #1 per 12 months.

e Dexcom G6 Transmitter: #1 per 90 days.

e Dexcom G6 Sensor: #3 per 30 days.

If no, continue to #5.

CONTINUED ON NEXT PAGE
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5. Is the request for Dexcom G4 or Dexcom G5 (i.e., meter, sensor, transmitter) and the patient meets
ALL of the following criteria?
o The patient is 2 years of age or older
e The patient had a trial of Dexcom G6

If yes, approve all of the following for 12 months by NDC [FDB or Medi-Span] with a
quantity limit as follows:

e Dexcom G4 or G5 meter: #1 per 12 months.

e Dexcom Transmitters: Approve the requested transmitter
o G4 Transmitter: #1 per 180 days
o G5 Transmitter: #1 per 90 days.

e Dexcom Sensors
o G4-5 Sensor: #4 per 28 days.

If no, continue to #6.

6. Is the request for FreeStyle Libre 14 or 10 system (i.e., reader, sensor) and the patient meets ALL
of the following criteria?

e The patient is 18 years of age or older
e The patient had a trial of Dexcom G6

If yes, approve all of the following for 12 months by NDC [FDB or Medi-Span] with a
quantity limit as follows:

¢ Freestyle Libre 14 or 10 Reader: #1 per 12 months.
e Freestyle Libre 14 Day Sensor: #2 per 28 days.
e Freestyle Libre 10 Day Sensor: #3 per 30 days.

If no, continue to #7.

7. s the request for FreeStyle Libre 2 system (i.e., reader, sensor) and the patient meets ALL of the
following criteria?

e The patient is 4 years of age or older
e The patient had a trial of Dexcom G6

If yes, approve all of the following for 12 months by NDC [FDB or Medi-Span] with a
quantity limit as follows:

e Freestyle Libre 2 Reader: #1 per 12 months.

o Freestyle Libre 2 Sensor: #2 per 28 days.

If no, continue to #8.
CONTINUED ON NEXT PAGE
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8. Is the request for FreeStyle Libre 3 system (i.e., sensor) and that patient meets ALL of the following
criteria?
e The patient is 4 years of age or older
e The patient had a trial of Dexcom G6

If yes, approve for 12 months by NDC [FDB or Medi-Span] with a quantity limit of #2 per
28 days.
If no, continue to #9.

9. Is the request for Medtronic Guardian Connect (i.e., sensor, transmitter) and the patient meets ALL
of the following criteria?
e The patient is 14 to 75 years of age
e The patient had a trial of Dexcom G6

If yes, approve all of the following for 12 months by NDC [FDB or Medi-Span] with a
quantity limit as follows:

e Guardian Connect Transmitter: #1 per 12 months.

e Guardian Sensor 3: #5 per 35 days.

If no, continue to #10.

10. Is the request for Eversense Smart Transmitter and the patient meets ALL of the following criteria?
e The patient is 18 years of age or older
e The patient had a trial of Dexcom G6

If yes, approve for 12 months by NDC [FDB or Medi-Span] with a quantity limit of #1 per
12 months.

If no, do not approve.

DENIAL TEXT: See the denial text at the end of the guideline.

[Please enter a proactive PA for Dexcom G6] Approve all of the following for 12 months
by NDC [FDB or Medi-Span] with a quantity limit as follows:

e Dexcom G6 meter: #1 per 12 months.

e Dexcom G6 Transmitter: #1 per 90 days.

e Dexcom G6 Sensors: #3 per 30 days.

CONTINUED ON NEXT PAGE
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DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CONTINUOUS GLUCOSE MONITORS - STAND-ALONE requires the
following rule(s) be met for approval:
A. You have type 1, type 2, or gestational (during pregnancy) diabetes (too much sugar in your

B.

E.

F.

blood)
You meet ONE of the following:
1. You are being treated with insulin and meet ONE of the following:

a. You are using a continuous subcutaneous (injection under the skin) insulin infusion
pump

b. You use 3 or more administrations of insulin daily

c. You are on an insulin treatment plan that requires frequent adjustment of insulin
dosing

2. You meet ALL of the following:

a. You have a clinical need that cannot be managed with self-monitoring of blood
glucose (such as frequent hypoglycemia [low blood sugar], hypoglycemic
unawareness, unable to achieve control of diabetes)

b. You have either tried (without adequate results or continuous need is identified by
your doctor) or do not have access to a professional continuous glucose monitor
from your doctor's office

If you are requesting Dexcom G6 system (meter, sensor, transmitter), approval also
requires:
1. You are 2 years of age or older

. If you are requesting Dexcom G4 or Dexcom G5 system (meter, sensor, transmitter),

approval also requires:

1. You are 2 years of age or older

2. You had a trial of Dexcom G6

If you are requesting FreeStyle Libre system (reader, sensor), approval also requires:
1. You are 18 years of age or older

2. You had a trial of Dexcom G6

If you are requesting FreeStyle Libre 2 (reader, sensor) or FreeStyle Libre 3 system
(sensor), approval also requires:

1. You are 4 years of age or older

2. You had a trial of Dexcom G6

(Denial text continued on next page)
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G. If you are requesting Medtronic Guardian Connect (sensor, transmitter), approval also

requires:

1. You are between 14 to 75 years of age
2. You had a trial of Dexcom G6

H. If you are requesting Eversense Smart Transmitter, approval also requires:
1. You are 18 years of age or older
2. You had a trial of Dexcom G6

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different product or get us more information if it will allow us to approve this

request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for the
related continuous glucose monitor.

REFERENCES

e FreeStyle Libre Flash Glucose Monitoring System, Freestyle Libre 2 System, Freestyle Libre 3
System. Abbott Laboratories. Indications and Safety Information. Available at:
https://www.freestylelibre.us/safety-information

e Dexcom Continuous Glucose Monitoring Products. Dexcom, Inc. Available at:

https://www.dexcom.com/

e Medtronic Guardian Connect. Medtronic MiniMed, Inc. Available at:
https://www.medtronicdiabetes.com/products/quardian-connect-continuous-glucose-monitoring-

system

e Eversense Continuous Glucose Monitoring System. Senseonics, Inc. Available at:

https://www.eversensediabetes.com/
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CONTRACEPTIVES, STC = 0248

ORAL

CONTRACEPTIVES, STC = 9495

TRANSDERMAL

CONTRACEPTIVES, STC = 9654

INTRAVAGINAL,

SYSTEMIC GPI-2 (25)

INTRA-UTERINE DEVICES STC =4730

(IUD'S)

CONTRACEPTIVES, STC =4139

INJECTABLE

CONTRACEPTIVES, STC = 3669

IMPLANTABLE

CONTRACEPTIVE, GPI-10 STC = 0249

INTRAVAGINAL (5530001000)

DIAPHRAGMS/CERVICAL GPI-10 STC = 3322

CAP (9740208000)
(9740181000)
(9740201000)

GUIDELINES FOR USE

1. Is the patient requesting a cost share exception for the requested contraceptive agent AND does the
plan cover contraceptives at zero cost share (i.e., the plan follows Affordable Care Act [ACA]
recommendations and is linked to MedIimpact's Essential Health Benefit Tables)?

If yes, continue to #2.
If no, guideline does not apply.

2. Does ANY of the following criteria apply?
e The patient's plan has specific procedures, instructions, and/or policies for cost share exception
processes or for multi-source brand agent overrides (DAW1 override)
e The request is for an agent with an excluded route of administration, such that the agent will be
covered on the medical benefit

If yes, guideline does not apply.
If no, continue to #3.

3. Is the request for a generic contraceptive agent?

If yes, continue to #6.
If no, continue to #4.
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4. |s the request for ONE of the following?
e A single-source brand (SSB) contraceptive agent that has no preferred generic agents or
therapeutically equivalent products available
¢ A multi-source brand (MSB) contraceptive agent

If yes, continue to #5.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

5. Does the patient meet ONE of the following criteria?

e Two preferred medications are medically inappropriate for the patient (alternatively, one if only
one agent is available)

e The patient has tried or has a documented medical contraindication to two preferred
medications (alternatively, a trial of one if only one agent is available)

e The prescriber provided documentation confirming that requested drug is considered as
medically necessary (considerations may include severity of side effects, differences in
permanence and reversibility of contraceptives, and ability to adhere to the appropriate use of
the item or service)

If yes, continue to #6.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

6. Does the requested medication also require step therapy? (NOTE: Analyze the claim to determine if
it also rejects for step therapy)

If yes, continue to #7.

If no, approve the requested agent for 12 months by GPID or GPI-14 at zero copay. (Note:
If the claim also rejects for exceeds quantity limit, please review for a quantity limit
exception)

APPROVAL TEXT (applicable to multi-source brand agents only): Although your cost
share has been reduced to zero-dollar, you may incur a dispense-as-written (DAW) penalty fee
if you choose to fill a brand prescription instead of its generic equivalent.

CONTINUED ON NEXT PAGE
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7. Has the patient met the step therapy requirement? (NOTE: Analyze the claim to determine step
therapy agents)

If yes, approve the requested agent for 12 months by GPID or GPI-14 at zero copay and
also override the step restriction. (Note: If the claim also rejects for exceeds quantity
limit, please review for a quantity limit exception)

APPROVAL TEXT (applicable to multi-source brand agents only): Although your cost
share has been reduced to zero-dollar, you may incur a dispense-as-written (DAW) penalty fee
if you choose to fill a brand prescription instead of its generic equivalent.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CONTRACEPTIVE ZERO COST SHARE OVERRIDE requires that the
following rules be met for approval:
A. The request is for ONE of the following:

1. A generic contraceptive agent

2. A single-source brand (SSB) contraceptive agent that has no preferred generic agents or
therapeutically equivalent products available

3. A multi-source brand (MSB) contraceptive agent

B. Approval may also require that you have tried preferred agent(s), unless you have a
contraindication (harmful for). (NOTE TO REVIEWER: Provide the list of the preferred
medication(s))

C. If the request is for a single-source brand or multi-source brand contraceptive
medication, approval also requires ONE of the following:

1. Two preferred medications are medically inappropriate for you (or one if only one agent
is available)

2. You have tried or have a documented medical contraindication (harmful for) to two
preferred medications (or one if only one agent is available)

3. Your doctor has provided documentation confirming that the requested drug is
considered medically necessary for you (considerations may include severity of side
effects, differences in durability and reversibility of contraceptive and ability to adhere to
the appropriate use)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE

This guideline applies to plans where the pharmacy benefit allows for coverage of contraceptives at
zero copay. The override criteria allow patient access to all FDA-approved contraceptive methods at
zero copay by waiving the applicable cost-sharing for branded or non-preferred branded
contraceptives.

The Medlmpact standard Zero Copay list currently offers coverage of all methods at zero cost share.
The zero cost share list offers a variety of contraceptives. Covered methods (zero cost share) include
1) specified barrier contraceptives (condoms, diaphragms, cervical caps, and nonoxynol-9) 2) generic
oral hormonal contraceptives under STC 0248, including generic emergency contraceptives and Ella 3)
generic transdermal patch contraceptive (currently marketed by Mylan as Xulane) 4) Nuvaring vaginal
ring 5) Intrauterine devices — levonorgestrel IUDs and copper IUDs 6) Depo-Provera injections and 7)
Nexplanon implant devices. The maijority of the contraceptives on the EHB Zero cost share list are
generic agents, which promotes a cost-effective formulary.

The healthcare.gov website (https://www.healthcare.gov/coverage/birth-control-benefits/) currently
recommends: All approved contraceptive methods prescribed by a woman’s doctor are covered,
including:

Barrier methods (used during intercourse), like diaphragms and sponges

Hormonal methods, like birth control pills and vaginal rings

Implanted devices, like intrauterine devices (IUDs)

Emergency contraception, like Plan B® and Ella®

Sterilization procedures

Patient education and counseling

REFERENCES

e Birth control benefits; https://www.healthcare.gov/coverage/birth-control-benefits/

e FAQs about Affordable Care Act Implementation Part XlI; http://www.dol.gov/ebsa/faqgs/fag-
acal12.html

¢ FAQ about Affordable Care Act Implementation (Part XXVI); http://www.dol.gov/ebsa/fags/fag-
acaz26.html
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CORTICOTROPIN

Generic Brand HICL GCN Medi-Span Exception/Other
CORTICOTROPIN | ACTHAR, 02830 GPI-10 FDB: ROUTE =
CORTROPHIN (3030001000) INJECTION

GUIDELINES FOR USE

1. Does the patient have a diagnosis of infantile spasms and meet the following criterion?
e The patient is less than 2 years of age

If yes, approve for 28 days by HICL or GPI-10 with a maximum of #8 vials (each 5mL vial
contains 400 units).

If no, continue to #2.
2. Is the request for any other indications other than infantile spasms?

If yes, do not approve. See note and use denial text below.

Note: Off-label guideline should not be used for Acthar because it hasn't demonstrated
proven benefits in the other indications and has no proven advantage over synthetic
steroids. Therefore, there isn't a pathway to approval for any other listed indications.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CORTICOTROPIN (Acthar, Cortrophin) requires the following rule(s) be
met for approval:

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

B. You are less than 2 years of age

Acthar will not be approved for any other indications other than infantile spasms. Acthar has not
demonstrated proven benefits or advantage over synthetic steroids in the treatment of other
indications.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Acthar.
REFERENCES
¢ Acthar Gel [Prescribing Information]. Bedminster, NJ: Mallinckrodt ARD LLC; April 2019.
Library Commercial NSA
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CRIZOTINIB
Generic Brand HICL GCN Medi-Span Exception/Other
CRIZOTINIB XALKORI 37916 GPI-10
(2153051700)

GUIDELINES FOR USE

1.

Does the patient have a diagnosis of metastatic non-small cell lung cancer (NSCLC) and meet ONE

of the following criteria?

The patient's tumors are anaplastic lymphoma kinase (ALK)-positive as detected by an FDA-
approved test
The patient's tumors are ROS1-positive as detected by an FDA-approved test

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.
If no, continue to #2.

Does the patient have a diagnosis of relapsed or refractory, systemic anaplastic large cell

lymphoma (ALCL) and meet ALL of the following criteria?

The patient is 1 year of age or older
The patient's tumors are anaplastic lymphoma kinase (ALK)-positive

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.
If no, continue to #3.

Does the patient have a diagnosis of unresectable, recurrent, or refractory inflammatory

myofibroblastic tumor (IMT) and meet ALL of the following criteria?

The patient is 1 year of age or older
The patient's tumors are anaplastic lymphoma kinase (ALK)-positive

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CRIZOTINIB (Xalkori) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Metastatic non-small cell lung cancer (NSCLC: type of lung cancer that has spread to
other parts of the body)
2. Relapsed (disease that has returned) or refractory (disease does not respond to
treatment), systemic anaplastic large cell lymphoma (ALCL.: type of blood cell cancer)
3. Unresectable (unable to remove by surgery), recurrent, or refractory (disease does not
respond to treatment) inflammatory myofibroblastic tumor (IMT: a rare type of tumor)
(Denial text continued on next page)

CONTINUED ON NEXT PAGE
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B.

If you have metastatic non-small cell lung cancer, approval also requires:

1. Your tumors are anaplastic lymphoma kinase (ALK: a type of enzyme)-positive or ROS1
(a type of gene)-positive as detected by a Food and Drug Administration (FDA)-
approved test

If you have relapsed or refractory systemic anaplastic large cell ymphoma, approval

also requires:

1. You are 1 year of age or older

2. Your tumors are anaplastic lymphoma kinase (ALK: a type of enzyme)-positive

. If you have unresectable, recurrent, or refractory inflammatory myofibroblastic tumor,

approval also requires:
1. You are 1 year of age or older
2. Your tumors are anaplastic lymphoma kinase (ALK: a type of enzyme)-positive

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Xalkori.
REFERENCE
o Xalkori [Prescribing Information]. New York, New York: Pfizer; July 2022.
Library Commercial NSA
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Generic Brand HICL GCN Medi-Span Exception/Other
CYCLOSPORINE | VERKAZIA 46848 GPI-14
(86720020001630)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of vernal keratoconjunctivitis AND meet the following criterion?
e The patient had a trial of or contraindication to TWO ophthalmic dual-acting mast cell
stabilizer/antihistamines (e.g., ketotifen) or mast cell stabilizers (e.g., cromolyn)

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #4 vials per day.
If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CYCLOSPORINE (Verkazia) requires the following rule(s) be met for

approval:

A. You have vernal keratoconjunctivitis (allergic eye disease)

B. You had a trial of or contraindication (harmful for) to TWO ophthalmic dual-acting mast cell
stabilizer/antihistamines (such as ketotifen) or mast cell stabilizers (such as cromolyn)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Verkazia.

REFERENCES
o Verkazia [Prescribing Information]. Emeryville, CA: Santen Inc.; June 2022.
Library Commercial NSA
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CYSTEAMINE BITARTRATE

Generic Brand HICL GCN Medi-Span Exception/Other
CYSTEAMINE PROCYSBI 34656 GPI-14
BITARTRATE 34657 (56400030106520

47724 (56400030103020
(56400030103040

)
47723 (56400030106530)
)
)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of nephropathic cystinosis and meet ALL of the following
criteria?
e The patient is 1 year of age or older
e The patient has previously tried an immediate-release formulation of cysteamine bitartrate such
as Cystagon

If yes, approve for 12 months by GPID or GPI-14 for all strengths.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CYSTEAMINE BITARTRATE (Procysbi) requires the following rule(s) be

met for approval:

A. You have nephropathic cystinosis (rare genetic, metabolic disease which results in an
abnormal accumulation of a protein known as cysteine)

B. You are 1 year of age or older

C. You have previously tried an immediate-release formulation of cysteamine bitartrate such as
Cystagon

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Procysbi.

REFERENCES

e Procysbi [Prescribing Information]. Novato, CA: Raptor Pharmaceuticals Inc.; February 2020.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 08/13
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Generic Brand HICL GCN Medi-Span Exception/Other
CYSTEAMINE | CYSTARAN, 33485 GPI-10
HCL CYSTADROPS 40466 (8680552510)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of cystinosis?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. Does the patient require treatment for corneal cystine crystal accumulation or deposits?

If yes, approve the requested drug for 12 months by GPID or GPI-14 with a quantity limit
as follows:

e Cystaran: #60mL(4 bottles) per 28 days.

e Cystadrops: #20mL (4 bottles) per 28 days.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named CYSTEAMINE HYDROCHLORIDE (Cystaran/Cystadrops) requires the

following rule(s) be met for approval:

A. You have cystinosis (a type of genetic disorder where a substance called cysteine builds up
in body organs)

B. You require treatment for corneal cystine crystal accumulation or deposits (build up of
cysteine in the eye)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Cystaran/Cystadrops.

REFERENCES
e Cystaran [Prescribing Information]. Gaithersburg, MD: Leadiant Biosciences, Inc.; May 2018.
e Cystadrops [Prescribing Information]. Lebanon, NJ: Recordati Rare Diseases Inc.; August 2020.
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DABRAFENIB
Generic Brand HICL GCN Medi-Span Exception/Other
DABRAFENIB TAFINLAR 40360 GPI-10
MESYLATE (2153202510)

GUIDELINES FOR USE

1.

Does the patient have a diagnosis of unresectable or metastatic melanoma and meet ONE of the

following criteria?

¢ The patient has BRAF V600E mutation as detected by an FDA-approved test AND the
requested medication will be used as a single agent

e The patient has BRAF V600E or V600K mutations as detected by an FDA-approved test AND
the requested medication will be used in combination with Mekinist (trametinib)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.
If no, continue to #2.

2. Does the patient have a diagnosis of melanoma and meet ALL of the following criteria?
o The patient has BRAF V600E or V600K mutations as detected by an FDA-approved test
e The requested medication has not previously been used for more than one year
e The requested medication will be used in combination with Mekinist (trametinib) for adjuvant
treatment
e There is involvement of lymph node(s) following complete resection
If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.
If no, continue to #3.
3. Does the patient have a diagnosis of metastatic non-small cell lung cancer (NSCLC) and meet ALL
of the following criteria?
e The patient has BRAF V600E mutation as detected by an FDA-approved test
e The requested medication will be used in combination with Mekinist (trametinib)
If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.
If no, continue to #4.
4. Does the patient have a diagnosis of locally advanced or metastatic anaplastic thyroid cancer (ATC)

and meet ALL of the following criteria?

o The patient has BRAF V600E mutation

o The requested medication will be used in combination with Mekinist (trametinib)
e The patient has no satisfactory locoregional treatment options available

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.
If no, continue to #5.

CONTINUED ON NEXT PAGE
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GUIDELINES FOR USE (CONTINUED)

5. Does the patient have a diagnosis of unresectable or metastatic solid tumors and meet ALL of the
following criteria?

o The patient is 6 years of age or older

e The patient has BRAF V600OE mutation

¢ The requested medication will be used in combination with Mekinist (trametinib)
[ )

The patient has progressed following prior treatment and have no satisfactory alternative
treatment options

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DABRAFENIB (Tafinlar) requires the following rule(s) be met for
approval:

A. You have ONE of the following diagnoses:

1.
2,
3.
4.

5.

Unresectable or metastatic melanoma (skin cancer that cannot be completely removed
by surgery or has spread to other parts of the body)

Metastatic non-small cell lung cancer (NSCLC: type of lung cancer that has spread to
other parts of the body)

Melanoma (a type of skin cancer)

Locally advanced or metastatic anaplastic thyroid cancer (ATC: a type of thyroid cancer
that has spread from where it started to nearby tissue or lymph nodes, or it has spread
to other parts of the body)

Unresectable or metastatic solid tumors (tumors that cannot be completely removed by
surgery or has spread to other parts of the body)

B. If you have unresectable or metastatic melanoma, approval also requires ONE of the
following:

1. You have BRAF V600E mutation (type of gene mutation) as detected by an FDA (Food

and Drug Administration)-approved test AND the requested medication will be used as a
single agent (by itself)

2. You have BRAF V600E or V600K mutations (types of gene mutation) as detected by an

FDA (Food and Drug Administration)-approved test AND the requested medication will
be used in combination with Mekinist (trametinib)

(Denial text continued on next page)
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C. If you have melanoma, approval also requires:
1. You have BRAF V600E or V600K mutations (types of gene mutation) as detected by an
FDA (Food and Drug Administration)-approved test
2. The requested medication has not previously been used for more than one year
3. The requested medication will be used in combination with Mekinist (trametinib) for
adjuvant (add-on) treatment
4. There is involvement of lymph node(s) following complete resection (removal by surgery)
D. If you have metastatic non-small cell lung cancer, approval also requires:
1. You have BRAF V600E mutation (types of gene mutation) as detected by an FDA (Food
and Drug Administration)-approved test
2. The requested medication will be used in combination with Mekinist (trametinib)
E. If you have locally advanced or metastatic anaplastic thyroid cancer, approval also
requires:
1. You have BRAF V600E mutation (types of gene mutation)
2. The requested medication will be used in combination with Mekinist (trametinib)
3. You have no satisfactory locoregional (restricted to a localized region of the body)
treatment options available
F. If you have unresectable or metastatic solid tumors, approval also requires:
1. You are 6 years of age or older
2. You have a BRAF V600E mutation (type of gene mutation)
3. The requested medication will be used in combination with Mekinist (trametinib)
4. You have progressed following prior treatment and have no satisfactory alternative
treatment options

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Tafinlar.

REFERENCES
o Tafinlar [Prescribing Information]. East Hanover, NJ: Novartis Pharmaceuticals Corporation; June
2022.
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DACLATASVIR DAKLINZA 41377 GPI-10
DIHYDROCHLORIDE (1235302510)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of hepatitis C, genotype 1 or genotype 3 infection and meet ALL

of the following criteria?

o The patient is 18 years of age or older

e There is evidence of current HCV infection and chronic HCV infection documented by at least
ONE detectable HCV RNA level within the past 6 months

e The patient is 1) without cirrhosis or 2) has decompensated cirrhosis or 3) post-liver transplant
patient (with or without cirrhosis)
The request is for Daklinza in combination with Sovaldi

CLINICAL PHARMACIST: Patient must also meet all criteria in Sovaldi guideline to be approvable

for both agents. Review hepatitis C MRF and Sovaldi request to ensure patient meets criteria for

both agents.

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. Does the patient meet ONE of the following criteria?
o The patient has a limited life expectancy (less than 12 months) due to non-liver related
comorbid conditions (e.g., physician attestation)
e The patient is concurrently taking the following medications:
o For Daklinza: amiodarone, carbamazepine, phenytoin, or rifampin OR
o For Sovaldi: phenobarbital, oxcarbazepine, rifabutin, rifapentine, or tipranavir/ritonavir

If yes, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
If no, continue to #3.

3. Does the patient meet ONE of the following?

e The patient is decompensated cirrhosis (moderate or severe hepatitis impairment (Child-Pugh B
or C))

e The patient is post-liver transplant (with or without cirrhosis)

If yes, continue to #4.
If no, continue to #6.

CONTINUED ON NEXT PAGE
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4. s the request for triple therapy using Daklinza/Sovaldi WITH ribavirin?

If yes, continue to #5.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

5. Does the patient meet ONE of the following criteria for the patient type? [NOTE: An individual who
has completed a full course of therapy with Mavyret, Harvoni or Epclusa that did not achieve SVR
will not be approved]

Genotype 1, decompensated cirrhosis: short trial of Harvoni or Epclusa OR contraindication to
Harvoni and Epclusa

Genotype 1, post-liver transplant: short trial of Harvoni or Mavyret OR contraindication to
Harvoni and Mavyret

Genotype 3, decompensated cirrhosis short trial of or contraindication to Epclusa

Genotype 3, post-liver transplant WITHOUT cirrhosis: short trial of or contraindication to
Mavyret

Genotype 3, post-liver transplant with compensated cirrhosis: short trial of Epclusa or Mavyret
OR contraindication to Epclusa and Mavyret

If yes, continue to #7.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

6. Does the patient meet ONE of the following criteria? [NOTE: An individual who has completed a
full course of therapy with Mavyret, Harvoni or Epclusa that did not achieve SVR will not be
approved]

Genotype 1, without cirrhosis: treatment naive or treatment experienced with a peginterferon
and ribavirin regimen AND a short trial of Epclusa, Harvoni or Mavyret OR a contraindication
Epclusa, Harvoni and Mavyret

Genotype 3, without cirrhosis: treatment naive or treatment experienced with a peginterferon
and ribavirin regimen AND a short trial of Epclusa or Mavyret OR a contraindication to Epclusa
and Mavyret

If yes, continue to #7.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
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7.

8.

Is the patient using any of the following moderate CYP3A inducers while taking Daklinza in
combination with Sovaldi: rifapentine, bosentan, dexamethasone, efavirenz, etravirine, modafinil,
nafcillin, or nevirapine?

CLINICAL PHARMACIST: Patient is on combination therapy with Sovaldi; please also review
Sovaldi prior authorization guideline, member history, and hepatitis C MRF, if available to ensure
appropriate length of approval and that the patient also meets approval for Sovaldi.

If yes, approve Daklinza 90mg strength for 12 weeks by GPID or GPI-14 with a quantity
limit of #1 tablet per day. (NOTE: 90mg tablet used for drug interactions listed above)

If no, continue to #8.

Is the patient concurrently using any of the following with Daklinza?

HIV protease inhibitors (atazanavir with ritonavir, indinavir, nelfinavir, saquinavir)

A cobicistat-containing regimen (exception: darunavir/cobicistat does not require Daklinza 30mg
dose), such as atazanavir/cobicistat, elvitegravir/cobicistat/emtricitabine/tenofovir disoproxil
fumarate, or other cobicistat-containing regimen

Strong CYP3A inhibitors, such as clarithromycin, itraconazole, ketoconazole, nefazodone,
posaconazole, telithromycin, or voriconazole

If yes, approve Daklinza 30mg strength for 12 weeks by GPID or GPI-14 with a quantity
limit of #1 tablet per day. (NOTE: 30mg tablet used for drug interactions listed above)

If no, approve Daklinza 60mg strength for 12 weeks by GPID or GPI-14 with a quantity
limit of #1 tablet per day.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DACLATASVIR (Daklinza) requires the following rule(s) be met for

approval:

A. You have hepatitis C, with genotype 1 or genotype 3 infection

B. You are 18 years of age or older

C. You have documentation showing at least ONE detectable HCV (hepatitis C virus) RNA
level (amount of virus in your blood) within the past 6 months as evidence of a current and
chronic HCV infection.

D. You must be taking Daklinza in combination with Sovaldi, and must meet all required criteria
for Sovaldi

(Denial text continued on next page)

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 283 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

DACLATASVIR
GUIDELINES FOR USE (CONTINUED)

E. For Genotype 1 infection approval also requires:
1. Patients without cirrhosis (liver scarring):

a. You are treatment naive (never previously treated) or treatment experienced with a
peginterferon and ribavirin regimen

b. You have previously tried Epclusa, Harvoni or Mavyret required and you had adverse
effects, intolerance early in therapy or contraindication to (medical reason why you
cannot use) Epclusa, Harvoni and Mavyret; [an individual who has completed a full
course of therapy that did not achieve SVR (sustained virological response) will not
be approved]

2. Patients with decompensated cirrhosis (you have symptoms related to liver scarring):

a. You have previously tried Epclusa or Harvoni and you had adverse effects,
intolerance early in therapy, or contraindication to (medical reason why you cannot
use) Epclusa and Harvoni; [an individual who has completed a full course of therapy
that did not achieve SVR (sustained virological response) will not be approved]

b. Concurrent (used at the same time with) ribavirin use required

3. Patients status post liver transplant:

a. You have previously tried Harvoni or Mavyret and you had adverse effects,
intolerance early in therapy, or contraindication to (medical reason why you cannot
use) Harvoni and Mavyret; [an individual who has completed a full course of therapy
that did not achieve SVR (sustained virological response) will not be approved]

b. Concurrent (used at the same time with) ribavirin use required

F. For Genotype 3 infection approval also requires:
1. Patients without cirrhosis:

a. You are treatment naive (never previously treated) or treatment experienced with a
peginterferon and ribavirin regimen

b. You have previously tried Epclusa or Mavyret and you had adverse effect,
intolerance early in therapy, or contraindication to (medical reason why you cannot
use) Epclusa and Mavyret; [an individual who has completed a full course of therapy
that did not achieve SVR (sustained virological response) will not be approved]

2. Patients with decompensated cirrhosis (Child-Pugh B or C; you have symptoms related
to liver scarring):

a. You have previously tried Epclusa and you had adverse effect, intolerance early in
therapy, or contraindication to (medical reason why you cannot use) therapy; [an
individual who has completed a full course of therapy that did not achieve SVR
(sustained virologic response) will not be approved]

b. Concurrent (used at the same time with) ribavirin use required

(Denial text continued on next page)
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3. Post-liver transplant, without cirrhosis:

a. Previous trial of Mavyret required and you had adverse effects, intolerance early in
therapy, or contraindication to (medical reason why you cannot use) therapy; [an
individual who has completed a full course of therapy that did not achieve SVR
(sustained virologic response) will not be approved]

b. Concurrent (used at the same time with) ribavirin use required

4. Post-liver transplant, with compensated cirrhosis

a. Previous trial of Epclusa or Mavyret required and you had adverse effects,
intolerance early in therapy or contraindication to (medical reason why you cannot
use) Epclusa and Mavyret; [an individual who has completed a full course of therapy
that did not achieve SVR (sustained virologic response) will not be approved]

b. Concurrent (used at the same time with) ribavirin use required

Daklinza will not be approved if you meet ANY of the following:

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

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

¢ You have a limited life expectancy (less than 12 months) due to non-liver related comorbid
conditions (having two or more diseases at the same time)

e You have compensated cirrhosis (Child-Pugh A; you have no symptoms related to liver
damage) and are not status post liver transplant (you have not had a liver transplant)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Daklinza.

REFERENCES

e Daklinza [Prescribing Information]. Princeton, NJ: Bristol Myers Squibb; February 2017.

¢ Guidance from the American Association for the Study of Liver Diseases (AASLD) and the
Infectious Disease Society of America (IDSA) Recommendations for Testing, Managing, and
Treating hepatitis C. Available online at http://www.hcvguidelines.org/full-report-view Accessed
July 26, 2016.
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DACOMITINIB | VIZIMPRO 45283 GPI-10
(2136001900)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of metastatic non-small cell lung cancer (NSCLC) and meet ALL
of the following criteria?
e The patient has epidermal growth factor receptor (EGFR) exon 19 deletion or exon 21 L858R
substitution mutations as detected by an FDA-approved test
e Vizimpro will be used as first-line treatment
e Vizimpro will NOT be used concurrently with an epidermal growth factor receptor (EGFR)
tyrosine kinase-inhibitor (e.g., Tarceva [erlotinib], Tagrisso [osimertinib], Iressa [gefitinib])

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DACOMITINIB (Vizimpro) requires the following rule(s) be met for

approval:

A. You have metastatic non-small cell lung cancer (type of cancer that has spread) to other
parts of the body)

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

C. Vizimpro will be used as first-line treatment

D. You will NOT be using Vizimpro concurrently (at the same time) with an epidermal growth
factor receptor (EGFR) tyrosine kinase-inhibitor (such as Tarceva [erlotinib], Tagrisso
[osimertinib], Iressa [gefitinib])

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Vizimpro.

REFERENCES
e Vizimpro [Prescribing Information]. New York, NY: Pfizer Labs; December 2020.
Library Commercial NSA
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DALFAMPRIDINE | AMPYRA, 13907 GPI-10 FDB: ROUTE #
DALFAMPRIDINE (6240603000) | MISCELL.
ER

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of multiple sclerosis (MS) and meet ALL of the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a neurologist

The patient has symptoms of a walking disability such as mild to moderate bilateral lower
extremity weakness or unilateral weakness plus lower extremity or truncal ataxia

If yes, approve for 3 months by HICL or GPI-10 for #2 tablets per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DALFAMPRIDINE (Ampyra) requires the following rule(s) be met for
approval:

You have multiple sclerosis (MS: a type of nerve disorder)

You are 18 years of age or older

Therapy is prescribed by or in consultation with a neurologist (a type of brain doctor)

You have symptoms of a walking disability such as mild to moderate bilateral (both sides)
lower extremity weakness or unilateral (one side) weakness plus lower extremity or truncal
ataxia (impaired balance or coordination)

oW

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of multiple sclerosis (MS) AND meet the following criterion?
e The patient has experienced or maintained at least a 15% improvement in walking ability

If yes, approve for 12 months by HICL or GPI-10 for #2 tablets per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DALFAMPRIDINE (Ampyra) requires the following rule(s) be met for
renewal:

A. You have multiple sclerosis (MS: a type of nerve disorder)

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

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Ampyra.
REFERENCES
e Ampyra [Prescribing Information]. Ardsley, NY: Acorda Therapeutics; November 2021.
Library Commercial NSA
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Generic Brand HICL GCN | Medi-Span Exception/Other
DARBEPOETIN ALFA | ARANESP | 22890 GPI-10
IN POLYSORBAT (8240101510)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of anemia associated with chronic kidney disease (CKD) and
meet ALL of the following criteria?
e The patient had a trial of the preferred agent: Retacrit
e The patient has a hemoglobin level of less than 10g/dL

If yes, approve for 12 months by GPID or GPI-14 for the requested strength as follows:
o 25mcg/mL vial: #4mL per 28 days.
40mcg/mL vial: #4mL per 28 days.
60mcg/mL vial: #4mL per 28 days.
100mcg/mL vial: #4mL per 28 days.
200mcg/mL vial: #4mL per 28 days.
300mcg/mL vial: #4mL per 28 days.
10mcg/0.4mL syringe: #1.6mL per 28 days.
25mcg/0.42mL syringe: #1.68mL per 28 days.
40mcg/0.4mL syringe: #1.6mL per 28 days.
60mcg/0.3mL syringe: #1.2mL per 28 days.
100mcg/0.5mL syringe: #2mL per 28 days.
150mcg/0.3mL syringe: #1.2mL per 28 days.
200mcg/0.4mL syringe: #1.6mL per 28 days.
300mcg/0.6mL syringe: #2.4mL per 28 days.
500mcg/mL syringe: #4mL per 28 days.

If no, continue to #2.

CONTINUED ON NEXT PAGE
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2. Does the patient have a diagnosis of anemia due to the effect of concomitantly administered cancer
chemotherapy and meet ALL of the following criteria?
o The patient had a trial of the preferred agent: Retacrit
e The patient has a hemoglobin level of less than 11g/dL OR the patient's hemoglobin level has
decreased at least 2g/dL below baseline level

If yes, approve for 12 months by GPID or GPI-14 for the requested strength as follows:

25mcg/mL vial: #4mL per 28 days.
40mcg/mL vial: #4mL per 28 days.
60mcg/mL vial: #4mL per 28 days.
100mcg/mL vial: #4mL per 28 days.
200mcg/mL vial: #4mL per 28 days.
300mcg/mL vial: #4mL per 28 days.
10mcg/0.4mL syringe: #1.6mL per 28 days.
25mcg/0.42mL syringe: #1.68mL per 28 days.
40mcg/0.4mL syringe: #1.6mL per 28 days.
60mcg/0.3mL syringe: #1.2mL per 28 days.
100mcg/0.5mL syringe: #2mL per 28 days.
150mcg/0.3mL syringe: #1.2mL per 28 days.
200mcg/0.4mL syringe: #1.6mL per 28 days.
300mcg/0.6mL syringe: #2.4mL per 28 days.
500mcg/mL syringe: #4mL per 28 days.

If no, continue to #3.
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3. Does the patient have a diagnosis of anemia due to concurrent hepatitis C combination treatment
with ribavirin plus an interferon alfa or peginterferon alfa and meet ALL of the following criteria?
e The patient had a trial of the preferred agent: Retacrit
e The patient has a hemoglobin level of less than 10g/dL
e The patient had a trial of or contraindication to ribavirin dose reduction

If yes, approve for 6 months by GPID or GPI-14 for the requested strength as follows:

25mcg/mL vial: #4mL per 28 days.
40mcg/mL vial: #4mL per 28 days.
60mcg/mL vial: #4mL per 28 days.
100mcg/mL vial: #4mL per 28 days.
200mcg/mL vial: #4mL per 28 days.
300mcg/mL vial: #4mL per 28 days.
10mcg/0.4mL syringe: #1.6mL per 28 days.
25mcg/0.42mL syringe: #1.68mL per 28 days.
40mcg/0.4mL syringe: #1.6mL per 28 days.
60mcg/0.3mL syringe: #1.2mL per 28 days.
100mcg/0.5mL syringe: #2mL per 28 days.
150mcg/0.3mL syringe: #1.2mL per 28 days.
200mcg/0.4mL syringe: #1.6mL per 28 days.
300mcg/0.6mL syringe: #2.4mL per 28 days.
500mcg/mL syringe: #4mL per 28 days.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named DARBEPOETIN ALFA (Aranesp) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Anemia (low amount of healthy red blood cells) associated with chronic kidney disease
2. Anemia due to the effects of concomitantly administered (given at the same time) cancer
chemotherapy
3. Anemia due to hepatitis C combination treatment with ribavirin plus an interferon alfa or
peginterferon alfa
B. If you have anemia associated with chronic kidney disease, approval also requires:
1. You have tried the preferred medication: Retacrit
2. You have a hemoglobin level (type of blood test) of less than 10g/dL
C. If you have anemia due to the effect of concomitantly administered cancer
chemotherapy, approval also requires:
1. You have tried the preferred medication: Retacrit
2. You have a hemoglobin level of less than 11g/dL OR your hemoglobin level has
decreased at least 2g/dL below your baseline level
D. If you have anemia due to concurrent hepatitis C combination treatment with ribavirin
plus an interferon alfa or peginterferon alfa, approval also requires:
1. You have tried the preferred medication: Retacrit
2. You have tried or have a contraindication (harmful for) to a lower ribavirin dose
3. You have a hemoglobin level of less than 10g/dL

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of anemia associated with chronic kidney disease (CKD) and

meet ONE of the following criteria?

e The patient has a hemoglobin level of less than 10g/dL if not on dialysis

e The patient has a hemoglobin level of less than 11g/dL if on dialysis

e The patient has a hemoglobin level that has reached 10g/dL (if not on dialysis) and dose
reduction/interruption is required to reduce the need for blood transfusions

e The patient has a hemoglobin level that has reached 11g/dL (if on dialysis) and dose
reduction/interruption is required to reduce the need for blood transfusions

If yes, approve for 12 months by GPID or GPI-14 for the requested strength as follows:
25mcg/mL vial: #4mL per 28 days.
40mcg/mL vial: #4mL per 28 days.
60mcg/mL vial: #4mL per 28 days.
100mcg/mL vial: #4mL per 28 days.
200mcg/mL vial: #4mL per 28 days.
300mcg/mL vial: #4mL per 28 days.
10mcg/0.4mL syringe: #1.6mL per 28 days.
25mcg/0.42mL syringe: #1.68mL per 28 days.
40mcg/0.4mL syringe: #1.6mL per 28 days.
60mcg/0.3mL syringe: #1.2mL per 28 days.
100mcg/0.5mL syringe: #2mL per 28 days.
150mcg/0.3mL syringe: #1.2mL per 28 days.
200mcg/0.4mL syringe: #1.6mL per 28 days.
300mcg/0.6mL syringe: #2.4mL per 28 days.
500mcg/mL syringe: #4mL per 28 days.

If no, continue to #2.
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2. Does the patient have a diagnosis of anemia due to the effects of concomitantly administered
cancer chemotherapy AND meet the following criterion?
e The patient has a hemoglobin level between 10g/dL and 12g/dL

If yes, approve for 12 months by GPID or GPI-14 for the requested strength as follows:
25mcg/mL vial: #4mL per 28 days.
40mcg/mL vial: #4mL per 28 days.
60mcg/mL vial: #4mL per 28 days.
100mcg/mL vial: #4mL per 28 days.
200mcg/mL vial: #4mL per 28 days.
300mcg/mL vial: #4mL per 28 days.
10mcg/0.4mL syringe: #1.6mL per 28 days.
25mcg/0.42mL syringe: #1.68mL per 28 days.
40mcg/0.4mL syringe: #1.6mL per 28 days.
60mcg/0.3mL syringe: #1.2mL per 28 days.
100mcg/0.5mL syringe: #2mL per 28 days.
150mcg/0.3mL syringe: #1.2mL per 28 days.
200mcg/0.4mL syringe: #1.6mL per 28 days.
300mcg/0.6mL syringe: #2.4mL per 28 days.
500mcg/mL syringe: #4mL per 28 days.

If no, continue to #3.
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3. Does the patient have a diagnosis of anemia due to concurrent hepatitis C combination treatment
with ribavirin plus an interferon alfa or peginterferon alfa AND meet the following criterion?
e The patient has a hemoglobin level between 10g/dL and 12g/dL

If yes, approve for 6 months by GPID or GPI-14 for the requested strength as follows:
25mcg/mL vial: #4mL per 28 days.
40mcg/mL vial: #4mL per 28 days.
60mcg/mL vial: #4mL per 28 days.
100mcg/mL vial: #4mL per 28 days.
200mcg/mL vial: #4mL per 28 days.
300mcg/mL vial: #4mL per 28 days.
10mcg/0.4mL syringe: #1.6mL per 28 days.
25mcg/0.42mL syringe: #1.68mL per 28 days.
40mcg/0.4mL syringe: #1.6mL per 28 days.
60mcg/0.3mL syringe: #1.2mL per 28 days.
100mcg/0.5mL syringe: #2mL per 28 days.
150mcg/0.3mL syringe: #1.2mL per 28 days.
200mcg/0.4mL syringe: #1.6mL per 28 days.
300mcg/0.6mL syringe: #2.4mL per 28 days.
500mcg/mL syringe: #4mL per 28 days.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DARBEPOETIN ALFA (Aranesp) requires the following rule(s) be met for
renewal:
A. You have ONE of the following diagnoses:
1. Anemia (low amount of healthy red blood cells) associated with chronic kidney disease
2. Anemia due to the effects of concomitantly administered (given at the same time) cancer
chemotherapy
3. Anemia due to hepatitis C combination treatment with ribavirin plus an interferon alfa or
peginterferon alfa
(Renewal denial text continued on next page)
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RENEWAL CRITERIA (CONTINUED)

B. If you have anemia associated with chronic kidney disease, renewal also requires
ONE of the following:
1. You have a hemoglobin level (type of blood test) of less than 10g/dL if you are not on
dialysis (process of removing excess water, toxins from the blood)
2. You have a hemoglobin level of less than 11g/dL if you are on dialysis
3. Your hemoglobin has reached 10g/dL (if you are not on dialysis) and dose
reduction/interruption is required to reduce the need for blood transfusions
4. Your hemoglobin has reached 11g/dL (if you are on dialysis) and dose
reduction/interruption is required to reduce the need for blood transfusions.
C. If you have anemia due to the effects of concomitantly administered cancer
chemotherapy, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL
D. If you have anemia due to concurrent hepatitis C combination treatment with ribavirin
plus an interferon alfa or peginterferon alfa, renewal also requires:
1. You have a hemoglobin level between 10g/dL and 12g/dL

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Aranesp.
REFERENCES
e Aranesp [Prescribing Information]. Thousand Oaks, CA: Amgen, January 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 02/11
Commercial Effective: 02/06/23 Client Approval: 01/23 P&T Approval: 01/21
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DARIDOREXANT HCL | QUVIVIQ 47751 GPI-10
(6050002010)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of insomnia and meet ALL of the following criteria?

o The patient is 18 years of age or older

e The patient has premature awakening and/or abnormal sleep onset delay lasting 30 minutes or
longer, occurring 3 or more times weekly for the last month for acute insomnia or for at least 3
months for chronic insomnia

e The patient has daytime impairment despite adequate time attempting to sleep and treatment of
any treatable causes

e The patient is NOT concurrently using Z hypnotics (e.g., eszopiclone, zaleplon, zolpidem) or
benzodiazepines (e.g., estazolam, temazepam, triazolam) for sleep

e The patient does NOT have narcolepsy

e The patient had a trial of or contraindication to TWO generic insomnia medications (e.g.,
eszopiclone, zaleplon, zolpidem) AND Belsomra

If yes, approve for 3 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DARIDOREXANT (Quviviq) requires the following rule(s) be met for

approval:

A. You have insomnia (a type of sleep condition)

B. You are 18 years of age or older

C. You have premature awakening (waking up too early) and/or abnormal sleep onset delay
(cannot fall asleep) lasting 30 minutes or longer, occurring 3 or more times weekly for the
last month for acute (short-term) insomnia or for at least 3 months for chronic (long-term)
insomnia

D. You have daytime impairment despite adequate time attempting to sleep and treatment of
any treatable causes

E. You are NOT using Quviviq at the same time with Z hypnotics (such as eszopiclone,
zaleplon, zolpidem) or benzodiazepines (such as estazolam, temazepam, triazolam) for
sleep

F. You do NOT have narcolepsy (a type of sleep condition)

G. You had a trial of or contraindication (harmful for) to TWO generic insomnia medications
(such as eszopiclone, zaleplon, zolpidem) AND Belsomra

(Initial denial text continued on next page)
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INITIAL CRITERIA (CONTINUED)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of insomnia and meet ALL of the following criteria?
e The patient has demonstrated improvement of insomnia symptoms but is not currently a
candidate for discontinuation
e The patient is NOT concurrently using Z hypnotics (e.g., eszopiclone, zaleplon, zolpidem) or
benzodiazepines (e.g., estazolam, temazepam, triazolam) for sleep

If yes, approve for 6 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DARIDOREXANT (Quviviq) requires the following rule(s) be met for

renewal:

A. You have insomnia (a type of sleep condition)

B. You have demonstrated improvement of insomnia symptoms but are not currently a
candidate for discontinuation

C. You are NOT using Quviviq at the same time with Z hypnotics (such as eszopiclone,
zaleplon, zolpidem) or benzodiazepines (such as estazolam, temazepam, triazolam) for
sleep

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Quviviq.
REFERENCES
¢ Quviviq [Prescribing Information]. Radnor, PA: Idorsia Pharmaceuticals US, Inc.; January 2022.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 04/22
Commercial Effective: 05/09/22 Client Approval: 04/22 P&T Approval: 10/21
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DAROLUTAMIDE

Generic Brand HICL GCN Medi-Span Exception/Other
DAROLUTAMIDE | NUBEQA 45909 GPI-10
(2140242500)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of non-metastatic castration resistant prostate cancer (nmCRPC)
and meet ALL of the following criteria?

e The patient is 18 years of age or older

¢ The patient has high risk prostate cancer (i.e., rapidly increasing prostate specific antigen [PSA]
levels)

If yes, continue to #3.
If no, continue to #2.

2. Does the patient have a diagnosis of metastatic hormone-sensitive prostate cancer (IMHSPC) AND
meet the following criterion?

e The requested medication will be used in combination with docetaxel

If yes, continue to #3.
If no, do not approve.

DENIAL TEXT: See the initial denial text at the end of the guideline.

3. Does the patient meet ONE of the following criteria?
o The patient previously received a bilateral orchiectomy
o The patient has a castrate level of testosterone (i.e., < 50 ng/dL)

e The requested medication will be used concurrently with a gonadotropin releasing hormone
(GnRH) analog (e.g., leuprolide, goserelin, histrelin, degarelix)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.
If no, do not approve.

DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 301 of 1425




Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

DAROLUTAMIDE

INITIAL CRITERIA (CONTINUED)

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named DAROLUTAMIDE (Nubega) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Non-metastatic castration resistant prostate cancer (nmCRPC: prostate cancer that has
not spread to other parts of the body and does not respond to hormone therapy)
2. Metastatic hormone-sensitive prostate cancer (mMHSPC: prostate cancer that has spread
to other parts of the body and responds to hormone therapy)
B. You meet ONE of the following:
1. You previously received a bilateral orchiectomy (both testicles have been surgically
removed)
2. You have a castrate level of testosterone (your blood testosterone levels are less than 50
ng/dL)
3. The requested medication will be used together with a gonadotropin releasing hormone
analog (such as leuprolide, goserelin, histrelin, degarelix)
C. If you have non-metastatic castration resistant prostate cancer, approval also
requires:
1. You are 18 years of age or older
2. You have high risk prostate cancer (rapidly increasing prostate specific antigen [PSA: lab
result that may indicate prostate cancer] levels)
D. If you have metastatic hormone-sensitive prostate cancer, approval also requires:
1. The requested medication will be used in combination with docetaxel

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of non-metastatic castration resistant prostate cancer
(nmCRPC)?

If yes, continue to #3.
If no, continue to #2.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 302 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

DAROLUTAMIDE

RENEWAL CRITERIA (CONTINUED)

2. Does the patient have a diagnosis of metastatic hormone-sensitive prostate cancer (mHSPC) AND
meet the following criterion?

The requested medication will be used in combination with docetaxel

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

3. Does the patient meet ONE of the following criteria?

The patient previously received a bilateral orchiectomy

The patient has a castrate level of testosterone (i.e., < 50 ng/dL)

The requested medication will be used concurrently with a gonadotropin releasing hormone
(GnRH) analog (e.g., leuprolide, goserelin, histrelin, degarelix)

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DAROLUTAMIDE (Nubeqa) requires the following rule(s) be met for
renewal:
A. You have ONE of the following diagnoses:
1. Non-metastatic castration resistant prostate cancer (nmCRPC: prostate cancer that has
not spread to other parts of the body and does not respond to hormone therapy)
2. Metastatic hormone-sensitive prostate cancer (IMHSPC: prostate cancer that has spread
to other parts of the body and responds to hormone therapy)
B. You meet ONE of the following:
1. You previously received a bilateral orchiectomy (both testicles have been surgically
removed)
2. You have a castrate level of testosterone (your blood testosterone levels are less than 50
ng/dL)
3. The requested medication will be used together with a gonadotropin releasing hormone
analog (such as leuprolide, goserelin, histrelin, degarelix)
C. If you have metastatic hormone-sensitive prostate cancer, approval also requires:
1. The requested medication will be used in combination with docetaxel

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work
with your doctor to use a different medication or get us more information if it will allow us to
approve this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Nubeqa.

REFERENCES
¢ Nubeqa [Prescribing Information]. Whippany, NJ: Bayer HealthCare Pharmaceuticals Inc.; August
2022.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 11/19
Commercial Effective: 01/01/23 Client Approval: 11/22 P&T Approval: 10/22
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DASATINIB SPRYCEL 33855 GPI-10
(2153182000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of Philadelphia chromosome-positive (Ph+) chronic myeloid

leukemia (CML) in chronic phase and meet ONE of the following criteria?

e The patient is 18 years of age or older AND is newly diagnosed
e The patient is between 1 and 17 years of age

If yes, approve for all strengths for 12 months by GPID or GPI-14 as follows:
SPRYCEL 20MG with a quantity limit of #3 per day.
SPRYCEL 50MG with a quantity limit of #1 per day.
SPRYCEL 70MG with a quantity limit of #1 per day.
SPRYCEL 80MG with a quantity limit of #1 per day.
SPRYCEL 100MG with a quantity limit of #1 per day.
SPRYCEL 140MG with a quantity limit #1 per day.

If no, continue to #2.

2. Does the patient have a diagnosis of Philadelphia chromosome-positive (Ph+) chronic myeloid

leukemia (CML) and meet ALL of the following criteria?

e The patient is 18 years of age or older

The patient is in chronic, accelerated, or myeloid or lymphoid blast phase

[ ]

e The patient has a resistance or intolerance to prior therapy including imatinib (Gleevec)

e The patient had a mutational analysis prior to initiation AND Sprycel is appropriate per the
NCCN guideline table for treatment recommendations based on BCR-ABL1 mutation profile
(Please see header CML-5 of the current NCCN guidelines)

If yes, approve for all strengths for 12 months by GPID or GPI-14 as follows:
SPRYCEL 20MG with a quantity limit of #3 per day.
SPRYCEL 50MG with a quantity limit of #1 per day.
SPRYCEL 70MG with a quantity limit of #1 per day.
SPRYCEL 80MG with a quantity limit of #1 per day.
SPRYCEL 100MG with a quantity limit of #1 per day.
SPRYCEL 140MG with a quantity limit #1 per day.

If no, continue to #3.

CONTINUED ON NEXT PAGE
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3. Does the patient have a diagnosis of Philadelphia chromosome-positive (Ph+) acute lymphoblastic
leukemia (ALL) and meet ALL of the following criteria?
o The patient is 18 years of age or older
e The patient has a resistance or intolerance to prior therapy (e.g., imatinib (Gleevec), or nilotinib
(Tasigna))

If yes, approve for all strengths for 12 months by GPID or GPI-14 as follows:
e SPRYCEL 20MG with a quantity limit of #3 per day.

SPRYCEL 50MG with a quantity limit of #1 per day.

SPRYCEL 70MG with a quantity limit of #1 per day.

SPRYCEL 80MG with a quantity limit of #1 per day.

SPRYCEL 100MG with a quantity limit of #1 per day.

SPRYCEL 140MG with a quantity limit #1 per day.

If no, continue to #4.

4. Does the patient have a diagnosis of Philadelphia chromosome-positive (Ph+) acute lymphoblastic
leukemia (ALL) and meet ALL of the following criteria?
e The patient is between 1 and 17 years of age
e The patient is newly diagnosed
e The patient is using Sprycel in combination with chemotherapy

If yes, approve for all strengths for 12 months by GPID or GPI-14 as follows:
SPRYCEL 20MG with a quantity limit of #3 per day.

SPRYCEL 50MG with a quantity limit of #1 per day.

SPRYCEL 70MG with a quantity limit of #1 per day.

SPRYCEL 80MG with a quantity limit of #1 per day.

SPRYCEL 100MG with a quantity limit of #1 per day.

SPRYCEL 140MG with a quantity limit #1 per day.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DASATINIB (Sprycel) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Philadelphia chromosome-positive chronic myeloid leukemia (Ph+ CML: a type of blood
cancer) in chronic, accelerated, or myeloid or lymphoid blast phase
2. Philadelphia chromosome-positive acute lymphoblastic leukemia (Ph+ ALL: a type of
blood cancer)
(Denial text continued on the next page)
CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 306 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

DASATINIB
GUIDELINES FOR USE (CONTINUED)

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

1. You are 18 years of age or older AND are newly diagnosed

2. You are between 1 and 17 years of age

C. If you have Philadelphia chromosome-positive chronic myeloid leukemia in chronic
phase, accelerated phase, or myeloid or lymphoid blast phase, approval also
requires:

1. You are 18 years of age or older

2. You have resistance or intolerance (side effect) to prior therapy including imatinib
(Gleevec)

3. You had a mutational analysis prior to initiation of therapy AND Sprycel is appropriate
per the National Comprehensive Cancer Network (NCCN) guideline table for treatment
recommendations based on BCR-ABL1 mutation (breakpoint cluster region-Abelson
murine leukemia 1; a type of abnormal gene) profile

D. If you have Philadelphia chromosome-positive acute lymphoblastic leukemia,
approval also requires ONE of the following:

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

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

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Sprycel.
REFERENCES
e Sprycel [Prescribing information]. Princeton, NJ: Bristol-Myers Squibb; December 2018.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/12
Commercial Effective: 04/01/22 Client Approval: 02/22 P&T Approval: 01/22
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DECITABINE/CEDAZURIDINE

Generic Brand HICL GCN Medi-Span Exception/Other
DECITABINE/ INQOVI 46686 GPI-10
CEDAZURIDINE (2199000225)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of myelodysplastic syndromes (MDS) and meet ALL of the
following criteria?

e The patient is 18 years of age or older

e The patient has ONE of the following International Prognostic Scoring System groups:
intermediate-1, intermediate-2, or high-risk

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #5 per 28 days.
If no, continue to #2.

2. Does the patient have a diagnosis of chronic myelomonocytic leukemia (CMML) AND meet the
following criterion?

o The patient is 18 years of age or older

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #5 per 28 days.
If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these

definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DECITABINE/CEDAZURIDINE (Inqovi) requires the following rule(s) be
met for approval:
A. You have ONE of the following diagnoses:
1. Myelodysplastic syndromes (MDS: type of blood cancer)
2. Chronic myelomonocytic leukemia (CMML: rare form of blood cancer)

B.
C.

You are 18 years of age or older

If you have myelodysplastic syndromes (MDS), approval also requires:
1. You meet ONE of the following International Prognostic Scoring System groups (scoring
system used to predict the course of a patient's disease):

a. Intermediate-1
b. Intermediate-2
c. High-risk

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Inqovi.
REFERENCES
¢ Inqgovi [Prescribing Information]. Pleasanton, CA: Astex Pharmaceuticals, Inc.; July 2020.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/20
Commercial Effective: 01/01/21 Client Approval: 11/20 P&T Approval: 10/20
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DEFERASIROX

Generic Brand HICL GCN Medi-Span Exception/Other
DEFERASIROX EXJADE, 33337 GPI-10

JADENU, (9310002500)

JADENU

SPRINKLE,

DEFERASIROX

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Is the request prescribed by or given in consultation with a hematologist or hematologist-
oncologist?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

2. Does the patient have a diagnosis of chronic iron overload due to blood transfusions?

If yes, continue to #3.
If no, continue to #4.

3. Does the patient meet ALL of the following criteria?
e The patient is_2 years of age or older

e The patient's serum ferritin levels are consistently greater than 1000mcg/L (at least 2 lab values

in the previous 3 months)

If yes, continue to #6.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

4. Does the patient have a diagnosis of chronic iron overload resulting from non-transfusion
dependent thalassemia (NTDT)?

If yes, continue to #5.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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5. Does the patient meet ALL of the following criteria?
o The patient is 10 years of age or older
e The patient's serum ferritin levels are consistently greater than 300mcg/L (at least 2 lab values
in the previous 3 months)
e The patient's liver iron concentration (LIC) is at least 5mg Fe/g dry weight

If yes, continue to #6.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

6. Is the request for Exjade or Jadenu tablets?

If yes, approve Exjade or Jadenu tablets for all strengths of the requested drug for 6
months by GPID or GPI-14.
If no, continue to #7.

7. s the request for Jadenu sprinkle packets AND the patient has tried a generic equivalent of Exjade
or Jadenu tablets?

If yes, approve Jadenu Sprinkle for all strengths for 6 months by GPID or GPI-14.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DEFERASIROX (EXJADE, JADENU, JADENU SPRINKLE,

DEFERASIROX) requires the following rule(s) be met for approval:

A. You have chronic iron overload due to blood transfusions (you have too much iron from
blood transfers) or non-transfusion dependent thalassemia (a blood disorder involving less
than normal amounts of an oxygen-carrying protein)

B. The medication is prescribed by or given in consultation with a hematologist (blood specialty
doctor) or hematologist/oncologist (tumor/cancer doctor)

C. If you have chronic iron overload due to blood transfusions, approval also requires:
1. You are 2 years of age or older
2. Your serum ferritin levels (amount of iron-containing blood cell proteins) are regularly

greater than 1000mcg/L (we need at least 2 lab values taken within the previous 3
months)

(Initial denial text continued on next page)
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INITIAL CRITERIA (CONTINUED)

D. If you have chronic iron overload resulting from non-transfusion dependent
thalassemia (NTDT), approval also requires:
1. You are 10 years of age or older
2. Your serum ferritin levels (amount of iron-containing blood cell proteins) are regularly
greater than 300mcg/L (we need at least 2 lab values taken within the previous 3
months)
3. Your liver iron concentration (LIC) is at least 5mg Fe/g dry weight or greater
E. Requests for Jadenu sprinkle packets require a trial of equivalent generic Exjade or Jadenu
tablets

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of chronic iron overload due to blood transfusions AND meet the
following criterion?

2.

The patient's serum ferritin levels are consistently greater than 500mcg/L (at least 2 lab values
in the previous 3 months)

If yes, approve for 12 months by HICL or GPI-10.
If no, continue to #2.

Does the patient have a diagnosis of chronic iron overload resulting from non-transfusion
dependent thalassemia (NTDT) and meet ONE of the following criteria?

The patient's serum ferritin levels are consistently greater than 300mcg/L (at least 2 lab values
in the previous 3 months)

The patient's liver iron concentration (LIC) is at least 3mg Fe/g dry weight (Liver iron
concentration supersedes serum ferritin level when both measurements are available)

If yes, approve for 12 months by HICL or GPI-10.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named DEFERASIROX (EXJADE, JADENU, JADENU SPRINKLE, DEFERASIROX)

requires the following rule(s) be met for renewal:

A. You have chronic iron overload due to blood transfusions (you have too much iron from blood
transfers) or non-transfusion dependent thalassemia (a blood disorder involving less than
normal amounts of an oxygen-carrying protein)

B. If you have chronic Iron overload due to blood transfusions, renewal also requires:

1. Your serum ferritin levels (amount of iron-containing blood cell proteins) are regularly greater
than 500 mcg/L (we need at least 2 lab values taken within the previous 3 months)

C. If you have chronic iron overload resulting from non-transfusion dependent thalassemia
(NTDT), renewal also requires ONE of the following:

1. Your serum ferritin levels (amount of iron-containing blood cell proteins) are regularly greater
than 300mcg/L (we need at least 2 lab values taken within the previous 3 months)
2. Your liver iron concentration (LIC) is at least 3mg Fe/g dry weight or greater

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Exjade
and Jadenu.

REFERENCES
e Jadenu [Package Insert]. East Hanover, NJ: Novartis Pharmaceuticals Corporation; July 2017.
o Exjade [Package Insert]. East Hanover, NJ: Novartis Pharmaceuticals Corporation; August 2016.

Library Commercial NSA
Yes Yes No
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GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have ONE of the following diagnoses?

¢ Transfusional iron overload due to thalassemia syndrome

e Transfusional iron overload due to sickle cell disease or other anemias

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

2. Does the patient meet ALL of the following criteria?
e Therapy is prescribed by or given in consultation with a hematologist or hematologist/oncologist

e The patient had a trial of or contraindication to at least ONE of the following: Exjade
(deferasirox), Jadenu (deferasirox), or Desferal (deferoxamine)

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

3. Is the patient experiencing intolerable toxicities, clinically significant adverse effects, has a
contraindication to current chelators: Exjade (deferasirox), Jadenu (deferasirox), or Desferal
(deferoxamine), OR current chelation therapy is inadequate?

If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

4. Does the patient meet ONE of the following criteria?
o The request is for Ferriprox (deferiprone) tablets AND the patient is 8 years of age or older
e The request is for Ferriprox oral solution AND the patient is 3 years of age or older

If yes, approve for 6 months for all strengths of the requested formulation by GPID or

GPI-14.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named DEFERIPRONE (Ferriprox) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Transfusional iron overload due to a thalassemia syndrome (you have too much iron in
your body due to a type of blood disorder)
2. Transfusional iron overload due to a sickle cell disease or other anemias (you have too
much iron in your body due to a type of blood disorder)
B. Therapy is prescribed by or given in consultation with a hematologist (a type of blood doctor)
or hematologist/oncologist (a type of cancer doctor)
C. You have tried or have a contraindication (harmful for) to at least ONE of the following:
Exjade (deferasirox), Jadenu (deferasirox), or Desferal (deferoxamine)
D. You meet ONE of the following:
1. You are experiencing intolerable toxicities or clinically significant adverse effects or have
a contraindication (harmful for) to current chelators (drugs that bind to iron): Exjade
(deferasirox), Jadenu (deferasirox), or Desferal (deferoxamine)
2. Current chelation therapy (therapy that lowers iron levels) with Exjade [deferasirox],
Jadenu [deferasirox], or Desferal [deferoxamine]) is not working well enough
E. If the request is for Ferriprox (deferiprone) tablets, approval also requires:
1. You are 8 years of age or older
F. If the request is for Ferriprox oral solution, approval also requires:
1. You are 3 years of age or older

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have ONE of the following diagnoses?
e Transfusional iron overload due to thalassemia syndrome
o Transfusional iron overload due to a sickle cell disease or other anemias

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.
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2. Does the patient meet the following criterion?
e The patient has serum ferritin levels consistently greater than 500mcg/L (at least 2 lab values in
the previous 3 months)

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

3. Does the patient meet ONE of the following criteria?
o The request is for Ferriprox (deferiprone) tablets AND the patient is 8 years of age or older
e The request is for Ferriprox oral solution AND the patient is 3 years of age or older

If yes, approve for 12 months for all strengths of the requested formulation by GPID or
GPI-14.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DEFERIPRONE (Ferriprox) requires the following rule(s) be met for
renewal:
A. You have ONE of the following diagnoses:
1. Transfusional iron overload due to thalassemia syndrome (you have too much iron in
your body due to a type of blood disorder)
2. Transfusional iron overload due to a sickle cell disease or other anemias (you have too
much iron in your body due to a type of blood disorder)
B. Your serum ferritin levels (amount of iron-containing blood cell proteins) stay above
500mcg/L (at least 2 lab values in the previous 3 months)
C. If the request is for Ferriprox (deferiprone) tablets, approval also requires:
1. You are 8 years of age or older
D. If the request is for Ferriprox oral solution, approval also requires:
1. You are 3 years of age or older

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Ferriprox.

REFERENCES
o Ferriprox [Prescribing Information]. Weston, FL: ApoPharma USA, Inc.; April 2021.
Library Commercial NSA
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DEFEROXAMINE | DESFERAL, 01104 GPI-10
MESYLATE DEFEROXAMINE (9300002010)

MESYLATE

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of chronic iron overload due to transfusion-dependent anemias
and meet ALL of the following criteria?

The medication is prescribed by or given in consultation with a hematologist or hematologist-
oncologist

The patient is 3 years of age or older

Serum ferritin levels consistently greater than 1000mcg/L (at least 2 lab values in the previous 3
months)

If yes, approve for 6 months by HICL or GPI-10.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DEFEROXAMINE (Desferal) requires the following rule(s) be met for

approval:

A. You have chronic iron overload due to transfusion-dependent anemias (blood doesn't have
enough healthy red blood cells)

B. Therapy is prescribed by or given in consultation with a hematologist (blood specialty doctor)
or hematologist-oncologist (tumor/cancer doctor)

C. You are 3 years of age or older

D. Your serum ferritin levels (amount of iron-containing blood cell proteins) stay greater than
1000mcg/L (shown by at least 2 lab values in the previous 3 months)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023

Page 318 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

DEFEROXAMINE
GUIDELINES FOR USE (CONTINUED)
RENEWAL CRITERIA

1. Does the patient have a diagnosis of chronic iron overload due to transfusion-dependent anemias
and meet the following criterion?
o Serum ferritin levels consistently greater than 500mcg/L (at least 2 lab values in the previous 3
months)

If yes, approve for 12 months by HICL or GPI-10.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DEFEROXAMINE (Desferal) requires the following rules be met for

renewal:

A. You have chronic iron overload due to transfusion-dependent anemias (blood doesn't have
enough healthy red blood cells)

B. Your serum ferritin levels (amount of iron-containing blood cell proteins) stay greater than
500mcg/L (at least 2 lab values in the previous 3 months)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Desferal.

REFERENCES
o Desferal [Prescribing Information]. East Hanover, NJ: Novartis Pharmaceuticals Corporation;
September 2019.

Library Commercial NSA
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(2210001700)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1.

Does the patient have a diagnosis of Duchenne muscular dystrophy (DMD) and meet ALL of the

following criteria?

The patient is 2 years of age or older

Documented genetic testing confirming Duchenne muscular dystrophy (DMD) diagnosis
Therapy is prescribed by or given in consultation with a neurologist specializing in treatment of
Duchenne muscular dystrophy (DMD) at a DMD treatment center

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

Has the patient tried prednisone or prednisolone for at least 6 months?

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

Is the request for Emflaza due to lack of efficacy with prednisone or prednisolone and ALL of the

following criteria are met?

Patient is not in Stage 1: pre-symptomatic phase

Steroid myopathy has been ruled out

Documented deterioration in ambulation, functional status, or pulmonary function while on
prednisone or prednisolone, using standard measures over time, consistent with advancing
disease (stage 2 or higher); Acceptable standard measures: [such as 6-minute walk distance
(6MWD), time to ascend/descend 4 stairs, rise from floor time (Gower's maneuver), 10-meter
run/walk time, or North Star Ambulatory Assessment (NSAA), Physician global assessments
(PGA), pulmonary function (FVC, PFTs), upper limb strength (propelling a wheelchair 30 feet)]

If yes, approve for 6 months by GPID or GPI-14 for all the following strengths with the
following quantity limits:

e 6mg tablet: #60 per 30 days

e 18mg tablet: #30 per 30 days

¢ 30mg tablet: #60 per 30 days

e 36mg tablet: #60 per 30 days

[}

22.75mg/mL oral suspension: #39mL (3 bottles) per 30 days
If no, continue to #4.

CONTINUED ON NEXT PAGE
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4. |s the patient experiencing an adverse consequence of prednisone or prednisolone and is the
adverse consequence named or listed in the prescribing information adverse event profile of
Emflaza?

If yes, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.
If no, continue to #5.

5. Has documentation of literature-based evidence been provided supporting the mitigating effect of
Emflaza for the named adverse consequence?

If yes, approve for 6 months by GPID or GPI-14 for all the following strengths with the
following quantity limits:

e 6mg tablet: #60 per 30 days

18mg tablet: #30 per 30 days

30mg tablet: #60 per 30 days

36mg tablet: #60 per 30 days

22.75mg/mL oral suspension: #39mL (3 bottles) per 30 days

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DEFLAZACORT (Emflaza) requires the following rules be met for

approval:

A. You have Duchenne muscular dystrophy (inherited muscular weakness that gets worse)

B. You are 2 years of age or older

C. You doctor confirms your diagnosis with genetic testing

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

(Initial denial text continued on next page)
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E. You have tried prednisone or prednisolone for at least 6 months and meet one of the
following:
1. Prednisone or prednisolone did not work and you meet ALL of the following criteria:

a. You are not in Stage 1: pre-symptomatic phase

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

c. You have documentation that your disease is advanced— you cannot walk, cannot
function, cannot breathe using standard measures over time, consistent with
advancing disease (stage 2 or higher). Acceptable standard measures include: 6-
minute walk distance (6MWD), time to ascend/descend 4 stairs, rise from floor time
(Gower'smaneuver), 10-meter run/walk time, or North Star Ambulatory Assessment
(NSAA), Physician global assessments (PGA), pulmonary function (forced vital
capacity, lung function tests), upper limb strength (propelling a wheelchair 30 feet)

2. You had adverse side effects while on prednisone or prednisolone and there is
documentation of literature-based evidence provided supporting Emflaza’s decreased
effect for that side effect

Note: Requests due to side effects while on prednisone or prednisolone that are named

or listed in the prescribing information of Emflaza will not be approved

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of Duchenne muscular dystrophy (DMD) and is currently
ambulatory?

If yes, continue to #2.
If no, continue to #3.

CONTINUED ON NEXT PAGE
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2. Has the patient shown function, stabilization or improvement in a standard set of ambulatory or
functional status measures since being on Emflaza that are being monitored, tracked, and
documented consistently; Acceptable standard measures: [such as 6-minute walk distance
(6MWD), time to ascend/descend 4 stairs, rise from floor time (Gower's maneuver), 10-meter

run/walk time, or North Star Ambulatory Assessment (NSAA), Physician global assessments
(PGA)?

If yes, approve for 12 months by GPID or GPI-14 for all the following strengths with the
following quantity limits:

e ©6mg tablet: #60 per 30 days

18mg tablet: #30 per 30 days

30mg tablet: #60 per 30 days

36mg tablet: #60 per 30 days

22.75mg/mL oral suspension: #39mL (3 bottles) per 30 days

If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

3. Is the patient non-ambulatory and has the patient maintained or demonstrated a less than expected
decline in pulmonary function and/or upper limb strength assessed by standard measures since
being on Emflaza, that are being monitored, tracked and documented consistently; Acceptable
standard measures: pulmonary function (FVC, PFTs), upper limb strength measures (propelling a
wheelchair 30 feet), Physician Global assessments (PGA)?

If yes, approve for 12 months by GPID or GPI-14 for all the following strengths with the
following quantity limits:

e 6mg tablet: #60 per 30 days

18mg tablet: #30 per 30 days

30mg tablet: #60 per 30 days

36mg tablet: #60 per 30 days

22.75mg/mL oral suspension: #39mL (3 bottles) per 30 days

If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.
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RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in
it.

Our guideline named DEFLAZACORT (Emflaza) requires the following rules be met for renewal:
A. You have Duchenne muscular dystrophy (inherited muscular weakness that worsens)
B. You meet ONE of the following criteria:

i. If you are currently ambulatory (can walk), renewal also requires:

a. You have shown function, stabilization or improvement in a standard set of ambulatory or
functional status measures since being on Emflaza. These measures must be
monitored, tracked, and documented consistently. Acceptable standard measures
include: 6-minute walk distance, time to ascend/descend 4 stairs, rise from floor time
(Gower's maneuver), 10-meter run/walk time, North Star Ambulatory Assessment,
Physician Global Assessments

ii. If you are currently non-ambulatory (cannot walk), renewal also requires:

a. You have maintained or have a less than expected decrease in pulmonary (breathing)
function and/or upper limb strength assessed by standard measures since being on
Emflaza. These measures must be monitored, tracked, and documented consistently.
Acceptable standard measures include: pulmonary function (force vital capacity,
pulmonary function tests), upper limb strength measures (propelling a wheelchair 30
feet), Physician Global Assessments

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Emflaza.
REFERENCES
e Emflaza [Prescribing Information]. Northbrook, IL: Marathon Pharmaceuticals. June 2019.
Library Commercial NSA
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GUIDELINES FOR USE
1. Is therapy prescribed by or given in consultation with an Infectious Disease (ID) specialist?

If yes, approve as follows:

e Acute bacterial skin or skin structure infection (ABSSSI): approve 450mg tablets for
one fill by GPID or GPI-14 with a quantity limit of #28 tablets per 14 days.

e Community-acquired bacterial pneumonia (CABP): approve 450mg tablets for one fill
by GPID or GPI-14 with a quantity limit of #20 tablets per 10 days.

o Other indications: approve 450mg tablets for one fill by GPID or GPI-14 with a
quantity limit of #28 tablets per 14 days.

If no, continue to #2.

2. Does the patient have a diagnosis of acute bacterial skin or skin structure infection (ABSSSI) and

meet ALL of the following?

e The patient is 18 years of age or older

¢ Infection is suspected to be caused by ONE of the following organisms: Staphylococcus aureus
(including methicillin-resistant [MRSA] and methicillin susceptible [MSSA] isolates),
Staphylococcus haemolyticus, Staphylococcus lugdunensis, Streptococcus agalactiae,
Streptococcus anginosus Group (including Streptococcus anginosus, Streptococcus
intermedius, and Streptococcus constellatus), Streptococcus pyogenes, Enterococcus faecalis,
Escherichia coli, Enterobacter cloacae, Klebsiella pneumoniae, or Pseudomonas aeruginosa

If yes, continue to #3.
If no, continue to #6.

3. Does the patient have a diagnosis of animal or human bite, necrotizing fasciitis, diabetic foot
infection, decubitis ulcer formation, myonecrosis or ecthyma gangrenosum?

If yes, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
If no, continue to #4.
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4. Have antimicrobial susceptibility tests been performed that meet ALL of the following criteria?
e The results from the infection site culture indicate pathogenic organism(s) with resistance to
ONE standard of care agent for acute bacterial skin or skin structure infection (ABSSSI) (e.g.,
sulfamethoxazole/trimethoprim, levofloxacin, clindamycin, cephalexin, or vancomycin)

¢ The results from the infection site culture indicate pathogenic organism(s) with susceptibility to
delafloxacin

If yes, approve 450mg tablets for one fill by GPID or GPI-14 with a quantity limit of #28
tablets per 14 days.
If no, continue to #5.

5. Does the patient meet ALL of the following criteria?

o Antimicrobial susceptibility results are unavailable

o The patient has had a trial of or contraindication to ONE of the following agents:
o Gram positive targeting antibiotic (e.g., linezolid, clindamycin, doxycycline, Bactrim,

vancomycin)

o Penicillin antibiotic (e.g., amoxicillin)
o Fluoroquinolone antibiotic (e.g., levofloxacin, ciprofloxacin, moxifloxacin)
o Cephalosporin antibiotic (e.g., ceftriaxone, cephalexin, cefazolin)

If yes, approve 450mg tablets for one fill by GPID or GPI-14 with a quantity limit of #28
tablets per 14 days.

If no, do not approve.

DENIAL TEXT: See the denial text at the end of the guideline.

6. Does the patient have a diagnosis of community-acquired bacterial pneumonia (CABP) and meet
ALL of the following criteria?

e The patient is 18 years of age or older

¢ Infection is caused by any of the following susceptible microorganisms: Streptococcus
pneumonia, Staphylococcus aureus (methicillin-susceptible [MSSA] isolates only), Klebsiella
pneumoniae, Escherichia coli, Pseudomonas aeruginosa, Haemophilus influenzae,

Haemophilus parainfluenzae, Chlamydia pneumoniae, Legionella pneumophila or Mycoplasma
pneumoniae

If yes, continue to #7.
If no, do not approve
DENIAL TEXT: See the denial text at the end of the guideline.
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7. Have antimicrobial susceptibility tests been performed that meet ALL of the following criteria?

e The results from the infection site culture indicate pathogenic organism(s) with resistance to at
least TWO standard of care agents for community-acquired bacterial pneumonia (CABP) (e.g.,
macrolide, doxycycline, alternative fluoroquinolone, beta-lactam, linezolid)

¢ The results from the infection site culture indicate pathogenic organism(s) with susceptibility to
delafloxacin

If yes, approve 450mg tablets for one fill by GPID or GPI-14 with a quantity limit of #20
tablets per 10 days.
If no, continue to #8.

8. Does the patient meet ALL of the following criteria?
o Antimicrobial susceptibility results are unavailable
e The patient has had a trial of or contraindication to at least TWO standard of care agents for
community-acquired bacterial pneumonia (CABP) (e.g., macrolide, doxycycline, alternative
fluoroquinolone, beta-lactam, linezolid)

If yes, approve 450mg tablets for one fill by GPID or GPI-14 with a quantity limit of #20
tablets per 10 days.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DELAFLOXACIN (Baxdela) requires the following rule(s) be met for
approval:
A. You meet ONE of the following:
1. The requested medication is prescribed by or given in consultation with an infectious
disease (ID) specialist or
2. You have an acute (serious and short-term) bacterial skin or skin structure infection
(ABSSSI); OR community-acquired bacterial pneumonia (CABP: type of lung infection)
B. If you have an acute bacterial skin or skin structure infection, approval also requires:
1. You are at least 18 years of age
2. The infection is caused by any of the following bacteria: Staphylococcus aureus
(including methicillin-resistant [MRSA] and methicillin susceptible [MSSA] isolates),
Staphylococcus haemolyticus, Staphylococcus lugdunensis, Streptococcus agalactiae,
Streptococcus anginosus Group (including Streptococcus anginosus, Streptococcus
intermedius, and Streptococcus constellatus), Streptococcus pyogenes, and
Enterococcus faecalis, Escherichia coli, Enterobacter cloacae, Klebsiella pneumoniae,
and Pseudomonas aeruginosa
(Denial text continued on next page)
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3. You do not have a diagnosis of animal or human bite, necrotizing fasciitis (flesh eating
disease), diabetic foot infection, decubitis ulcer formation (pressure/bed ulcer),
myonecrosis (dead muscle tissue) or ecthyma gangrenosum

4. You meet ONE of the following criteria:

If antimicrobial susceptibility test is available (you have a test showing what drugs
work on which bacteria of the infection site), we require the results of the test from
the infection site show the bacteria is both a) resistant to ONE standard of care agent
for acute bacterial skin or skin structure infection (such as
sulfamethoxazole/trimethoprim, levofloxacin, clindamycin, cephalexin, or
vancomycin), AND b) delafloxacin will work against the bacteria

If antimicrobial susceptibility test is not available (you do not have a test showing
what drugs work on which bacteria of the infection site), we require you had a trial of
or contraindication to (a medical reason why you cannot use) ONE of the following
agents: a penicillin (such as amoxicillin), a fluoroquinolone (such as levofloxacin,
ciprofloxacin, moxifloxacin), a cephalosporin (such as ceftriaxone, cephalexin,
cefazolin), or a gram positive targeting antibiotic (such as linezolid, clindamycin,
doxycycline, sulfamethoxazole/trimethoprim, vancomycin)

C. If you have community-acquired bacterial pneumonia (CABP: type of lung infection),
approval also requires:

1.

You are 18 years of age or older

2. The infection is caused by any of the following bacteria: Streptococcus pneumonia,

Staphylococcus aureus (methicillin-susceptible [MSSA] isolates only), Klebsiella
pneumoniae, Escherichia coli, Pseudomonas aeruginosa, Haemophilus influenzae,
Haemophilus parainfluenzae, Chlamydia pneumoniae, Legionella pneumophila or
Mycoplasma pneumoniae

You meet ONE of the following criteria:

If antimicrobial susceptibility test is available (you have a test showing what drugs
work on which bacteria of the infection site), we require the results of the test from
the infection site show the bacteria is both a) resistant to TWO standard of care
agents for community-acquired bacterial pneumonia (such as azithromycin,
doxycycline, levofloxacin, moxifloxacin, amoxicillin, ceftriaxone, linezolid) AND b)
delafloxacin will work against the bacteria

If antimicrobial susceptibility test is not available (you do not have a test showing
what drugs work on which bacteria of the infection site), we require you had a trial or
contraindication to (a medical reason why you cannot use) TWO standard of care
agents for community-acquired bacterial pneumonia (such as azithromycin,
doxycycline, levofloxacin, moxifloxacin, amoxicillin, ceftriaxone, linezolid)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Baxdela.

REFERENCES
e Baxdela [Prescribing Information]. Lincolnshire, lllinois USA: Melinta Therapeutics, Inc.; November
2019.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/17
Commercial Effective: 04/01/20 Client Approval: 02/20 P&T Approval: 01/20
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DESIRUDIN IPRIVASK 19072 GPI-10
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GUIDELINES FOR USE

1. Is the request for Iprivask for the prevention (prophylaxis) of deep vein thrombosis (DVT) for a
patient undergoing elective hip replacement surgery?

If yes, approve for a total of 35 days of treatment. Enter two authorizations as follows:

e Approve for 12 days by HICL or GPI-10 for #24 vials.

e Also enter one fill for 23 days by HICL or GPI-10 for #46 vials with a start date of 7
days following the initial approval.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DESIRUDIN (Iprivask) requires that you are receiving Iprivask for the
prevention of deep vein thrombosis (DVT; blood clot in a deep vein, usually in the legs) and you
are undergoing elective hip replacement surgery.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Iprivask.

REFERENCES

o Iprivask [Prescribing Information]. Northbrook, IL: Marathon Pharmaceuticals; November 2014.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 08/10

Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 11/13
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Generic Brand HICL GCN Medi-Span Exception/Other
DEUCRAVACITINIB | SOTYKTU 48292 GPI-10
(9025052400)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) and meet ALL of
the following criteria?

The patient is 18 years of age or older

Therapy is prescribed by or in consultation with a dermatologist

The patient has psoriasis covering 3% or more of body surface area (BSA) OR psoriatic lesions
affecting the hands, feet, face, or genital area

The patient had a trial of or contraindication to ONE conventional therapy (e.g., PUVA
[Phototherapy Ultraviolet Light A], UVB [Ultraviolet Light B], topical corticosteroids, calcipotriene,
acitretin, methotrexate, cyclosporine)

The patient had a trial of or contraindication to TWO of the following preferred agents: Cosentyx,
Humira, Stelara, Skyrizi, Enbrel, Tremfya, Otezla

If yes, approve for 4 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DEUCRAVACITINIB (Sotyktu) requires the following rule(s) be met for

approval:

You have moderate to severe plaque psoriasis (a type of skin condition)

You are 18 years of age or older

Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor)

You have psoriasis covering 3% or more of body surface area (BSA) OR psoriatic lesions

(rashes) affecting the hands, feet, face, or genital area

You had a trial of or contraindication (harmful for) to ONE standard therapy (such as PUVA

[Phototherapy Ultraviolet Light A], UVB [Ultraviolet Light B], topical corticosteroids,

calcipotriene, acitretin, methotrexate, cyclosporine)

F. You had a trial of or contraindication (harmful for) to TWO of the following preferred
medications: Cosentyx, Humira, Stelara, Skyrizi, Enbrel, Tremfya, Otezla

OO W

m

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of moderate to severe plaque psoriasis (PsO) AND meet the
following criterion?
e The patient has achieved or maintained clear or minimal disease OR a decrease in PASI
(Psoriasis Area and Severity Index) of at least 50% or more while on therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #1 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DEUCRAVACITINIB (Sotyktu) requires the following rule(s) be met for

renewal:

A. You have moderate to severe plaque psoriasis (a type of skin condition)

B. You have achieved or maintained clear or minimal disease or a decrease in PASI (Psoriasis
Area and Severity Index: a tool for evaluating severity of psoriasis) of at least 50% or more
while on therapy

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Sotyktu.

REFERENCES

e Sotyktu [Prescribing Information]. Princeton, NJ: Bristol-Myers Squibb Company, September 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 09/22

Commercial Effective:04/01/23 Client Approval: 02/23 P&T Approval: 01/23
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DEUTETRABENAZINE | AUSTEDO 44192 GPI-10
(6238003000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of chorea (involuntary movements) associated with Huntington's
disease and meet ALL of the following criteria?
o The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with a neurologist or movement disorder specialist

If yes, approve for 12 months by GPID or GPI-14 for all the dosage strengths with the
following quantity limits:

e 6mg tablet: #2 per day

e 9mg tablet: #4 per day

e 12mg tablet: #4 per day

If no, continue to #2.

2. Does the patient have a diagnosis of moderate to severe tardive dyskinesia and meet ALL of the

following criteria?

o Moderate to severe tardive dyskinesia has been present for at least 3 months

e The patient is 18 years of age or older

o Therapy is prescribed by or in consultation with a neurologist, movement disorder specialist, or
psychiatrist

o Patient has a prior history of using antipsychotic medications or metoclopramide for at least 3
months (or at least 1 month if patient is 60 years of age or older) as documented in the
prescription claims history

If yes, approve for 12 months by GPID or GPI-14 for all the dosage strengths with the
following quantity limits:

e 6mg tablet: #2 per day

e 9mg tablet: #4 per day

e 12mg tablet: #4 per day

If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DEUTETRABENAZINE (Austedo) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Chorea (involuntary muscle movements) associated with Huntington's disease
2. Moderate to severe tardive dyskinesia (uncontrolled body movements)
B. You are 18 years of age or older
C. If you have chorea associated with Huntington's disease, approval also requires:
1. Therapy is prescribed by or in consultation with a neurologist (type of brain doctor) or
movement disorder specialist
D. If you have moderate to severe tardive dyskinesia, approval also requires:
1. Moderate to severe tardive dyskinesia (uncontrolled body movements) has been present for
at least 3 months
2. Therapy is prescribed by or in consultation with a neurologist (type of brain doctor),
movement disorder specialist, or psychiatrist (type of mental health doctor)
3. You have a prior history of using antipsychotic medications or metoclopramide for at least 3
months (or at least 1 month if you are 60 years of age or older) as documented in the
prescription claims history

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Austedo.

REFERENCES

¢ Austedo [Prescribing Information]. North Wales, PA. Teva Pharmaceuticals, Inc.; June 2021.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 04/17

Commercial Effective: 01/01/22 Client Approval: 12/21 P&T Approval: 01/22

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlmpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023 Page 334 of 1425



Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

DEXTROMETHORPHAN-BUPROPION

Generic Brand HICL GCN Medi-Span Exception/Other
DEXTROMETHORPHAN | AUVELITY 48220 GPI-10
HBR/BUPROPION (5899990230)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of major depressive disorder (MDD) and meet ALL of the
following criteria?
e The patient is 18 years of age or older
e The patient had a trial of or contraindication to Trintellix
o The patient had a trial of or contraindication to any generic antidepressant indicated for the
treatment of MDD (e.g., sertraline, duloxetine)

If yes, approve for 2 months by HICL or GPI-10 with a quantity limit of #2 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DEXTROMETHORPHAN-BUPROPION (Auvelity) requires the following
rule(s) be met for approval:

You have major depressive disorder (MDD: a type of mental iliness)

You are 18 years of age or older

You had a trial of or contraindication (harmful for) to Trintellix

You had a trial of or contraindication (harmful for) to any generic antidepressant indicated for
the treatment of major depressive disorder (such as sertraline, duloxetine)

oow»

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of major depressive disorder (MDD) AND meet the following

criterion?

e The patient has responded to therapy

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have

definition(s) in it.

Our guideline named DEXTROMETHORPHAN-BUPROPION (Auvelity) requires the following
rule(s) be met for renewal:
A. You have major depressive disorder (MDD: a type of mental illness)
B. You have responded to therapy

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve

this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Auvelity.
REFERENCES
o Auvelity [Prescribing Information]. New York, NY: Axsome Therapeutics, Inc., August 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A
Commercial Effective:10/17/22

Created: 10/22
Client Approval: 10/22

P&T Approval:07/21
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DEXTROMETHORPHAN with QUINIDINE

Generic Brand HICL GCN | Medi-Span Exception/Other
DEXTROMETHORPHAN/ NUEDEXTA | 37278 GPI-10
QUINIDINE (6260990230)

GUIDELINES FOR USE
1. Does the patient have a diagnosis of pseudobulbar affect (PBA)?

If yes, approve for 12 months by HICL or GPI-10 for #2 per day per month.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DEXTROMETHORPHAN with QUINIDINE (Nuedexta) requires you have
a pseudobulbar affect (sudden, uncontrollable laughter) for approval.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for

Nuedexta.

REFERENCES

¢ Nuedexta [Prescribing Information]. Aliso Viejo, CA: Avanir Pharmaceuticals, Inc.; June 2019.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 02/11

Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 01/15
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DIABETIC TEST STRIPS

Generic Brand HICL | GCN Medi-Span Exception/Other
BLOOD SUGAR DIABETIC TEST 25200 | GPI-14

DIAGNOSTIC, STRIPS (94100030006100)

BLOOD SUGAR VARIOUS

DIAGNOSTIC, DISC,
BLOOD SUGAR
DIAGNOSTIC, DRUM

CSR NOTE: Requests for blood glucose (diabetic) test strips manufactured by Abbott
(FreeStyle and Precision) will adjudicate at the point of service with no restrictions. Non-
formulary test strips will require prior authorization.

GUIDELINES FOR USE

1. Has the patient tried one of the following preferred blood glucose (diabetic) meters and test strips
by Abbott: FreeStyle or Precision?

If yes, approve open-ended by GPID or GPI-14.
If no, continue to #2.

2. Does the patient require the use of a non-preferred blood glucose test strip due to significant visual
and/or cognitive impairment?

If yes, approve open-ended by GPID or GPI-14.
If no, continue to #3.

3. Is the prescriber requesting a non-preferred test strip due to a need for data management software?
[Note: The preferred test strips include FreeStyle and Precision by Abbott]

If yes, do not approve, and recommend the prescriber contact Abbott for data management
software and a connection cable for the meter.
DENIAL TEXT: See the denial text at the end of the guideline.

If no, continue to #4.

CONTINUED ON NEXT PAGE
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GUIDELINES FOR USE (CONTINUED)

4. Does the patient require the use of a non-preferred blood glucose test strip based on his/her use of
another manufacturer's companion insulin pump?

If yes, approve open-ended by GPID or GPI-14.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DIABETIC TEST STRIPS requires ONE of following rules be met for

approval:

A. You have tried ONE preferred blood glucose (diabetic) meter and test strips. The preferred
meters and test strips are FreeStyle and Precision by Abbott

B. You require a non-preferred blood glucose test strip due to significant visual and/or cognitive
impairment (problems with sight and/or memory and thinking)

C. You require a non-preferred blood glucose test strip because you use another
manufacturer's companion insulin pump

Request for non-preferred test strips will not be approved if due to a need for data management
software. Please note that data management software is available for the formulary test strip
products. Please contact Abbott for data management software and a connection cable for the
meter.

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different product or get us more information if it will allow us to approve this
request.

RATIONALE
The intent of this prior authorization is to encourage the use of cost-effective formulary preferred
glucose testing strips before considering coverage of non-preferred alternatives.

REFERENCES

e Drug Facts and Comparisons (online version), Blood Glucose Meters. Available at
http://online.factsandcomparisons.com.

¢ American Diabetes Association. Standards of Medical Care in Diabetes- 2017. Diabetes Care 2017;
40 (suppl 1): S11-S135.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 01/12
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DICHLORPHENAMIDE

Generic Brand HICL | GCN | Medi-Span Exception/Other
DICHLORPHENAMIDE | KEVEYIS, 03642 GPI-10
DICHLORPHENAMIDE (3710002000)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of primary hypokalemic periodic paralysis and meet ALL of the

following criteria?

e The patient is 18 years of age or older

e The patient has tried acetazolamide AND a potassium-sparing diuretic (i.e., spironolactone,
triamterene)

e Therapy is prescribed by or in consultation with a neurologist
The patient does not have hepatic insufficiency, pulmonary obstruction, or a health condition
that warrants concurrent use of high-dose aspirin

If yes, approve for two months by HICL or GPI-10 with a quantity limit of #4 per day.
If no, continue to #2.

2. Does the patient have a diagnosis of primary hyperkalemic periodic paralysis or related variants
and meet ALL of the following criteria?
e The patient is 18 years of age or older
e The patient has tried acetazolamide AND a thiazide diuretic (i.e., hydrochlorothiazide)
e Therapy is prescribed by or in consultation with a neurologist
e The patient does not have hepatic insufficiency, pulmonary obstruction, or a health condition
that warrants concurrent use of high-dose aspirin

If yes, approve for two months by HICL or GPI-10 with a quantity limit of #4 per day.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DICHLORPHENAMIDE (Keveyis) requires the following rule(s) be met for

approval:

A. You have a primary hypokalemic periodic paralysis (extreme muscle weakness with low
potassium levels in your blood), primary hyperkalemic periodic paralysis (extreme muscle
weakness with high potassium levels in your blood), or related variants

B. You are 18 years of age or older

C. The medication is prescribed by or in consultation with a neurologist (a type of brain doctor)

(Initial denial text continued on next page)

CONTINUED ON NEXT PAGE
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DICHLORPHENAMIDE
INITIAL CRITERIA (CONTINUED)

D. You do not have hepatic insufficiency (liver failure), pulmonary obstruction (difficulty
breathing due to blockage of airflow), or a health condition that requires you to use high-
dose aspirin at the same time

E. If you have primary hypokalemic periodic paralysis, approval also requires:

1. You have tried acetazolamide AND a potassium-sparing diuretic (spironolactone,
triamterene)

F. If you have primary hyperkalemic periodic paralysis or related variants, approval also
requires:

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

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of primary hyperkalemic periodic paralysis, primary hypokalemic
periodic paralysis, or related variants AND meet the following criterion?
e The patient has experienced at least two fewer attacks per week from their baseline

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 per day.

If no, do not approve.

RENEWAL DENIAL TEXT: Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DICHLORPHENAMIDE (Keveyis) requires the following rules be met for

renewal:

A. You have primary hyperkalemic periodic paralysis (extreme muscle weakness with high
potassium levels in your blood), primary hypokalemic periodic paralysis (extreme muscle
weakness with low potassium levels in your blood), or related variants

B. You have experienced at least two fewer attacks per week from baseline (measurement
before you started treatment)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE

For further information, please refer to the Prescribing Information and/or Drug Monograph for Keveyis.

REFERENCES

e Keveyis [Prescribing Information]. Chicago, IL: Xeris Pharmaceuticals, Inc.; December 2021.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 09/15

Commercial Effective: 02/06/23 Client Approval: 01/23 P&T Approval: 11/15
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DICLOFENAC TOPICAL GEL

Generic Brand HICL GCN Medi-Span Exception/Other
DICLOFENAC SOLARAZE, 86831 GPI-10
SODIUM DICLOFENAC (9037403530)

SODIUM

GUIDELINES FOR USE

1. Does the patient have a diagnosis of actinic keratosis and meet ALL of the following criteria?
e Therapy is prescribed by or in consultation with a dermatologist or oncologist
e The patient had a trial of or contraindication to topical fluorouracil (e.g., Efudex, Fluoroplex,
Carac)

If yes, approve for 3 months by GPID or GPI-10 with a quantity limit of #100 grams per 30
days.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DICLOFENAC TOPICAL GEL (Solaraze) requires the following rule(s) be

met for approval:

A. You have actinic keratosis (a type of skin condition)

B. Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor) or
oncologist (a type of cancer doctor)

C. You had a trial of or contraindication (harmful for) to topical fluorouracil (such as Efudex,
Fluoroplex, Carac)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Solaraze.

REFERENCES
e Solaraze [Prescribing Information]. PharmaDerm: Melville, NY; May 2016.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 10/22
Commercial Effective: 11/01/22 Client Approval: 10/22 P&T Approval: 01/22
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Generic Brand HICL GCN Medi-Span Exception/Other
DICLOFENAC PENNSAID, 35936 GPI-14
SODIUM DICLOFENAC 43213 (90210030302030)

SODIUM

GUIDELINES FOR USE

1. Does the patient have a diagnosis of osteoarthritis of the knee(s) AND meet the following criterion?
e The patient had a trial of diclofenac 1% gel AND diclofenac 1.5% drops

If yes, approve for 6 months by GPID or GPI-14 with a quantity limit of #224 grams per 28
days.

If no, do not approve.
DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DICLOFENAC TOPICAL SOLUTION (Pennsaid) requires the following
rule(s) be met for approval:

A. You have osteoarthritis (a type of joint condition) of the knee(s)

B. You had a trial of diclofenac 1% gel AND diclofenac 1.5% drops

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Pennsaid.

REFERENCES

¢ Pennsaid [Prescribing Information]. Lake Forest, IL: Horizon Pharma USA Inc.; January 2022.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 10/22

Commercial Effective: 11/01/22 Client Approval: 10/22 P&T Approval: 01/22
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Generic Brand HICL GCN Medi-Span Exception/Other
DIGOXIN DIGOXIN 00130 GPI-14 GENERIC ONLY
(31200010000303)

GUIDELINES FOR USE
1. Does the patient have a diagnosis of heart failure?

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #1 per day.
If no, continue to #2.

2. Does the patient have a diagnosis of chronic atrial fibrillation AND meet the following criterion?
o The patient is 18 years of age or older

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #1 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DIGOXIN requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:

1. Heart failure (a type of heart condition)

2. Chronic atrial fibrillation (a type of heart condition)
B. If you have chronic atrial fibrillation, approval also requires:

1. You are 18 years of age or older

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Lanoxin.

REFERENCES
e Lanoxin [Prescribing Information]. 17 Northwood House, Dublin 9, Ireland: Concordia
Pharmaceuticals, Inc.; February 2021.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/22
Commercial Effective:07/01/22 Client Approval: 05/22 P&T Approval: 04/22
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DIMETHYL FUMARATE

Generic Brand HICL GCN Medi-Span Exception/Other

DIMETHYL TECFIDERA, | 40168 GPI-10 FDB ROUTE #

FUMARATE DIMETHYL (6240552500) MISCELL
FUMARATE

GUIDELINES FOR USE

1.

Does the patient have a diagnosis of a relapsing form of multiple sclerosis (MS), to include clinically
isolated syndrome, relapsing-remitting disease, and active secondary progressive disease, AND
meet the following criterion?

e The patient is 18 years of age or older

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

Is the request for generic dimethyl fumarate?

If yes, approve generic dimethyl fumarate for 12 months by HICL or GPI-10 with a quantity
limit of #2 per day and override 'Generic Only' field.
If no, continue to #3.

Is the request for brand Tecfidera AND the patient meets the following criterion?
o The patient had a previous trial of generic dimethyl fumarate

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.

If no, do not approve.

DENIAL TEXT: **Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DIMETHYL FUMARATE (Tecfidera) requires the following rules be met

for approval:

A. You have a relapsing form of multiple sclerosis (MS: an illness where the immune system
eats away at the protective covering of the nerves), which includes clinically isolated
syndrome (disease occurs once), relapsing-remitting disease (symptoms go away and
return), and active secondary progressive disease (advanced disease)

B. You are 18 years of age or older

C. Ifyou are requesting brand Tecfidera, you must have previously tried generic dimethyl
fumarate

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Review for Tecfidera.
REFERENCES
e Tecfidera [Prescribing Information]. Cambridge, MA: Biogen Inc.; February 2020.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/13
Commercial Effective: 10/19/20 Client Approval: 10/20 P&T Approval: 01/20
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DIROXIMEL FUMARATE

Generic Brand HICL GCN Medi-Span Exception/Other
DIROXIMEL VUMERITY 46164 GPI-10
FUMARATE (6240553000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of a relapsing form of multiple sclerosis (MS), including clinically
isolated syndrome, relapsing-remitting disease, and active secondary progressive disease AND
meet the following criterion?

o The patient is 18 years of age or older

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #4 capsules per
day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DIROXIMEL FUMARATE (Vumerity) requires the following rule(s) be met

for approval:

A. You have a relapsing form of multiple sclerosis (immune system eats away at protective
covering of nerves and you have new or increasing symptoms), to include clinically isolated
syndrome, relapsing-remitting disease (symptoms return and go away) and active
secondary progressive disease (advanced disease)

B. You are 18 years of age or older

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Vumerity.

REFERENCES
e Vumerity [Prescribing Information]. Waltham, MA: Alkermes, Inc.; October 2019.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 11/19
Commercial Effective: 04/01/20 Client Approval: 02/20 P&T Approval: 01/20
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DONEPEZIL
Generic Brand HICL GCN Medi-Span Exception/Other
DONEPEZIL HCL ADLARITY 52053 GPI-14
52054 (62051025108820)
(62051025108830)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of dementia associated with Alzheimer's disease and meet ALL
of the following criteria?
e The patient had a trial of or contraindication to TWO generic oral acetylcholinesterase inhibitors
(e.g., donepezil, galantamine)
e The patient had a trial of or contraindication to one generic acetylcholinesterase inhibitor patch
(e.g., rivastigmine)

If yes, approve all strengths for 12 months by GPID or GPI-14 with a quantity limit of #4
per 28 days.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DONEPEZIL (Adlarity) requires the following rule(s) be met for approval:

A. You have dementia (a type of memory disorder) associated with Alzheimer's disease (a
progressive brain disorder that slowly destroys memory and thinking skills)

B. You had a trial of or contraindication (harmful for) to TWO generic oral acetylcholinesterase
inhibitors (such as donepezil, galantamine)

C. You had a trial of or contraindication (harmful for) to one generic acetylcholine inhibitor patch
(such as rivastigmine)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Adlarity.
REFERENCES
o Adlarity [Prescribing Information]. Grand Rapids, MI: Astellas Corium, Inc.; March 2022.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 06/22
Commercial Effective: 07/18/22 Client Approval: 06/22 P&T Approval: 01/22
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DORNASE ALFA
Generic Brand HICL GCN Medi-Span Exception/Other
DORNASE PULMOZYME 08832 GPI-10
ALFA (4530402000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of cystic fibrosis?

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. Is the request for once daily dosing (30 ampules per month)?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #30 ampules per

month.

If no, continue to #3.

3. Has the patient tried once daily dosing (30 ampules per month per MRF or claims history)?

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #60 ampules per

month.

If no, do not approve. Enter a proactive authorization for 12 months by HICL or GPI-10

with a quantity limit of #30 ampules per month.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DORNASE ALFA (Pulmozyme) requires the following rule(s) be met for

approval:

A. You have cystic fibrosis (CF: an inherited disorder that damages lung and digestive system
with fluid build up)
B. If you are requesting twice daily dosing, we require that you have tried and failed once daily

dosing

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve

this request.

CONTINUED ON NEXT PAGE

Copyright © 2023 MedIimpact Healthcare Systems, Inc. All rights reserved. This document is proprietary to Medlimpact.
MedImpact maintains the sole and exclusive ownership, right, title, and interest in and to this document.

Revised: 3/10/2023

Page 350 of 1425




Megiﬁpact

STANDARD COMMERCIAL DRUG FORMULARY
PRIOR AUTHORIZATION GUIDELINES

DORNASE ALFA

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Pulmozyme.

REFERENCE

e Pulmozyme [Prescribing Information]. South San Francisco, CA: Genentech, Inc.; December 2018.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 05/12

Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 05/12
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DROXIDOPA
Generic Brand HICL GCN Medi-Span Exception/Other
DROXIDOPA NORTHERA, 40936 GPI-10
DROXIDOPA (3870003000)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1.

Does the patient have a documented diagnosis of neurogenic orthostatic hypotension (NOH)
caused by primary autonomic failure (Parkinson's disease, multiple system atrophy, and pure
autonomic failure), dopamine beta-hydroxylase deficiency, or non-diabetic autonomic neuropathy
and meets ALL of the following criteria?

e Patient is 18 years of age or older

e Therapy is prescribed by or given in consultation with a neurologist or cardiologist

e The patient had a previously had a trial of or contraindication to midodrine OR fludrocortisone

If yes, continue to #2.
If no, do not approve
DENIAL TEXT: See the denial text at the end of the guideline.

Has the prescriber performed baseline blood pressure readings while the patient is sitting and also
within minutes of standing from a supine (lying face up) position?

If yes, continue to #3.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

Does the patient have a documented decrease of at least 20mmHg in systolic blood pressure or
10mmHg diastolic blood pressure within 3 minutes after standing from a sitting position?

If yes, continue to #4.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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DROXIDOPA

INITIAL CRITERIA (CONTINUED)

4. Does the patient have persistent symptoms of neurogenic orthostatic hypotension, which include
dizziness, lightheadedness, and the feeling of 'blacking out'?

If yes, approve for 1 month by HICL or GPI-10 for #180 per 30 days.
APPROVAL TEXT: Renewal requires a diagnosis of Neurogenic Orthostatic Hypotension
(NOH) and that the patient meets ALL of the following criteria while on therapy with Northera:

Patient has demonstrated improvement in severity from baseline symptoms of dizziness,
lightheadedness, feeling faint, or feeling like the patient may black out

Patient had an increase in systolic blood pressure from baseline of at least 10mmHg upon
standing from a supine (laying face up) position

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DROXIDOPA (Northera) requires the following rules be met for approval:

A.
B.
C.

You have neurogenic orthostatic hypotension (a type of low blood pressure)

You are 18 years of age or older

You have a documented diagnosis of neurogenic orthostatic hypotension caused by primary
autonomic failure (Parkinson's disease, multiple system atrophy, and pure autonomic
failure), dopamine beta-hydroxylase deficiency (you are missing a type of enzyme), or non-
diabetic autonomic neuropathy (nerve pain/damage)

You have previously tried midodrine OR fludrocortisone, unless there is a medical reason
why you cannot (contraindication)

Theray is prescribed or given in consultation with a neurologist (nerve doctor) or cardiologist
(heart doctor)

Your doctor performed baseline blood pressure readings while you are sitting and also
within 3 minutes of standing from a supine (lying face up) position

. You have a documented decrease of at least 20 mmHg in systolic blood pressure or 10

mmHg diastolic blood pressure within 3 minutes after standing from a sitting position

. You have persistent symptoms of neurogenic orthostatic hypotension which includes

dizziness, lightheadedness, and the feeling of 'blacking out'

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA

1. Does the patient have a diagnosis of neurogenic orthostatic hypotension (NOH) and meets ALL of
the following criteria?
¢ The patient has demonstrated improvement in severity from baseline symptoms of dizziness,
lightheadedness, feeling faint, or feeling like the patient may black out
e The patient had an increase in systolic blood pressure from baseline of at least 10mmHg upon
standing from a supine (lying face up) position

If yes, approve for 3 months by HICL or GPI-10 for #180 per 30 days.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DROXIDOPA (Northera) requires the following rule(s) be met for renewal:

A. You have neurogenic orthostatic hypotension (NOH)

B. You have demonstrated improvement in severity from baseline symptoms of dizziness,
lightheadedness, feeling faint, or feeling like you may black out

C. You had an increase in systolic blood pressure from baseline of at least 10mmHg upon
standing from a supine (lying face up) position

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Northera.

REFERENCES

¢ Northera [Prescribing Information]. Deerfield, IL: Lundbeck Pharmaceuticals LLC; July 2019.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 9/14

Commercial Effective: 03/15/21 Client Approval: 03/21 P&T Approval: 11/14
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DULOXETINE HCL | DRIZALMA 46703 | GPI-14
SPRINKLE 46713 | (5818002510H120)
46714 | (5818002510H130)
46715 | (5818002510H140)
(5818002510H160)

GUIDELINES FOR USE

1.

Does the patient have ONE of the following diagnoses?

Major depressive disorder
Diabetic peripheral neuropathy
Fibromyalgia

Chronic musculoskeletal pain

If yes, continue to #2.
If no, continue to #3.

Does the patient meet ALL of the following criteria?

The patient is 18 years of age or older
The patient had a trial of generic duloxetine
The patient cannot swallow duloxetine capsules

If yes, approve the requested strength for 12 months by GPID or GPI-14 with the following
quantity limits:

e 20 mg, 30 mg, 40 mg: #1 per day.

e 60 mg: #2 per day.

If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

Does the patient have a diagnosis of generalized anxiety disorder and meet ALL of the following
criteria?

The patient is 7 years of age or older
The patient had a trial of generic duloxetine
The patient cannot swallow duloxetine capsules

If yes, approve the requested strength for 12 months by GPID or GPI-14 with the following
quantity limits:

e 20 mg, 30 mg, 40 mg: #1 per day.

e 60 mg: #2 per day.

If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.
CONTINUED ON NEXT PAGE
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DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DULOXETINE (Drizalma Sprinkle) requires the following rule(s) be met
for approval:
A. You have ONE of the following diagnoses:
1. Major depressive disorder (a type of mental iliness)
2. Generalized anxiety disorder (a type of mental illness)
3. Diabetic peripheral neuropathy (a type of nerve damage caused by high blood sugar)
4. Fibromyalgia (a type of pain disorder)
5. Chronic musculoskeletal pain (severe pain relating to muscles and bones)
B. If you have major depressive disorder, diabetic peripheral neuropathy, fibromyalgia,
or chronic musculoskeletal pain, approval also requires:
1. You are 18 years of age or older
2. You had a trial of generic duloxetine
3. You cannot swallow duloxetine capsules
C. If you have generalized anxiety disorder, approval also requires:
1. You are 7 years of age or older
2. You had a trial of generic duloxetine
3. You cannot swallow duloxetine capsules

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Drizalma
Sprinkle.

REFERENCES
e Drizalma Sprinkle [Prescribing Information]. Cranbury, NJ: Sun Pharmaceutical Industries, Inc.; July
2021.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created:11/22
Commercial Effective: 04/01/23 Client Approval: 02/23 P&T Approval: 10/22
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Generic Brand HICL GCN Medi-Span Exception/Other
DUPILUMAB DUPIXENT 44180 GPI-10
(9027302000)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of moderate to severe atopic dermatitis and meet ALL of the
following criteria?

e The patient is 6 months of age or older

e Therapy is prescribed by or in consultation with a dermatologist, allergist, or immunologist

e The patient has atopic dermatitis involving at least 10% of body surface area (BSA) OR atopic
dermatitis affecting the face, head, neck, hands, feet, groin, or intertriginous areas

e The patient has TWO of the following: intractable pruritus, cracking and oozing/bleeding of
affected skin, impaired activities of daily living

e Dupixent will NOT be used concurrently with other systemic biologics (e.g., Adbry) or any JAK
inhibitors (e.g., Rinvoq, topical Opzelura, Cibingo) for the treatment of atopic dermatitis

If yes, continue to #2.
If no, continue to #3.

2. Does the patient have a trial of or contraindication to ONE of the following?

e Topical corticosteroid (e.g., hydrocortisone, clobetasol, halobetasol propionate)
Topical calcineurin inhibitor [e.g., Elidel (pimecrolimus), Protopic (tacrolimus)]
Topical PDE-4 inhibitor [e.g., Eucrisa (crisaborole)]

Topical JAK inhibitor [e.g., Opzelura (ruxolitinib)]
Phototherapy

If yes, enter TWO approvals by GPID or GPI-14 for the requested strength for a total of 6
months as follows:

e FIRST APPROVAL: Approve with an end date of 1 month as follows:
o 200mg/1.14mL: #4.56mL.
o 300mg/2mL: #8mL.
e SECOND APPROVAL: Approve for 5 months as follows (enter a start date of 1 week
after the end of the first approval):
o 200mg/1.14mL: #2.28mL per 28 days.
o 300mg/2mL: #4mL per 28 days.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL CRITERIA (CONTINUED)

Does the patient have a diagnosis of moderate to severe asthma with an eosinophilic phenotype AND
meet the following criterion?

e The patient has a documented blood eosinophil level of 150 to 1500 cells/mcL within the past 12
months

If yes, continue to #5.
If no, continue to #4.

Does the patient have a diagnosis of moderate to severe oral corticosteroid-dependent asthma?

If yes, continue to #5.
If no, continue to #8.

Does the patient meet ALL of the following criteria?

e The patient is 6 years of age or older

o Therapy is prescribed by or in consultation with a physician specializing in pulmonary or allergy
medicine

e The patient is on concurrent treatment with medium, high-dose, or maximally tolerated inhaled
corticosteroid (ICS) [e.g., triamcinolone acetonide, beclomethasone, mometasone, budesonide,
etc.] AND at least one other maintenance medication (e.g., long-acting inhaled beta2-agonist
[e.g., salmeterol, formoterol, etc.], long-acting muscarinic antagonist [e.g., aclidinium bromide,
ipratropium, tiotropium, umeclidinium, etc.], a leukotriene receptor antagonist [e.g., montelukast,
zafirlukast, zileuton, etc.], theophylline)

o Dupixent will NOT be used concurrently with Xolair or an anti-IL5 biologic (e.g., Nucala, Cingair,
Fasenra) when these are used for the treatment of asthma

If yes, continue to #6.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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Does the patient meet ONE of the following criteria?

o The patient experienced at least ONE asthma exacerbation requiring systemic corticosteroid
burst lasting at least 3 days within the past 12 months OR at least ONE serious exacerbation
requiring hospitalization or emergency room visit within the past 12 months

e The patient has poor symptom control despite current therapy as evidenced by at least THREE
of the following within the past 4 weeks:

Daytime asthma symptoms more than twice per week

Any night waking due to asthma

Short-acting inhaled beta2-agonist (SABA; e.g., albuterol) reliever for symptoms more than
twice per week

Any activity limitation due to asthma

If yes, continue to #7.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

Is the request for the 100 mg/0.67mL strength?

If yes, approve 100 mg/0.67mL by GPID or GPI-14 for 4 months with a quantity limit of
#1.34mL per 28 days.

If no, enter TWO approvals by GPID or GPI-14 for the requested strength for a total of 4
months as follows:
o FIRST APPROVAL: Approve with an end date of 1 month as follows:
o 200mg/1.14mL: #4.56mL.
o 300mg/2mL: #8mL.
e SECOND APPROVAL: Approve for 3 months as follows (enter a start date of 1 week
after the end of the first approval):
o 200mg/1.14mL: #2.28mL per 28 days.
o 300mg/2mL: #4mL per 28 days.

CONTINUED ON NEXT PAGE
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Does the patient have a diagnosis of chronic rhinosinusitis with nasal polyposis (CRSwNP) and meet
ALL of the following criteria?
o The patient is 18 years of age or older
e Therapy is prescribed by or in consultation with an otolaryngologist, allergist, or immunologist
e There is documentation of evidence of nasal polyps by direct examination, endoscopy, or sinus
CT scan
The patient has inadequately controlled disease as determined by ONE of the following:
Use of systemic steroids in the past 2 years
Endoscopic sinus surgery
Dupixent will be used as add-on maintenance treatment (i.e., in conjunction with maintenance
intranasal steroids)
e The patient had a previous 90-day trial of ONE intranasal corticosteroid

If yes, approve 300mg/2mL for 6 months by GPID or GPI-14 with a quantity limit of #4mL
per 28 days.

If no, continue to #9.

Does the patient have a diagnosis of eosinophilic esophagitis (EoE) and meet ONE of the following
criteria?
e The patient is 18 years of age or older
e The patientis 12 to 17 years of age AND weighs at least 40kg

If yes, continue to #10.
If no, continue to #11.

Does the patient meet ALL of the following criteria?
o Therapy is prescribed by or in consultation with a gastroenterologist, allergist, or immunologist
e The patient's diagnosis is confirmed by an esophagogastroduodenoscopy (EGD) with biopsy
e The patient had a trial of or contraindication to dietary therapy
e The patient had a trial of or contraindication to a proton pump inhibitor (e.g., omeprazole,
lansoprazole, pantoprazole)

If yes, approve 300mg/2mL for 6 months by GPID or GPI-14 with a quantity limit of #8mL
per 28 days.

If no, do not approve.

DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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Does the patient have a diagnosis of prurigo nodularis (PN) and meet ALL of the following criteria?

o The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with a dermatologist, immunologist or allergist

e The patient has chronic pruritis (i.e., itch lasting longer than 6 weeks), presence of multiple
pruriginous lesions (localized or general), and a history or sign of a prolonged scratching
behavior

e The patient had a trial of or contraindication to ONE of the following: topical capsaicin, topical
ketamine/amitriptyline/lidocaine, gabapentinoids (e.g., gabapentin, pregabalin), antidepressants
(SNRI, SSRI, TCA), k-/mu-opioid receptor antagonists (e.g., naltrexone, butorphanol),
thalidomide, topical corticosteroids, topical calcineurin inhibitors, topical calcipotriol, intralesional
corticosteroids, phototherapy, methotrexate, cyclosporine, azathioprine

If yes, enter TWO approvals by GPID or GPI-14 for the requested strength for a total of 6
months as follows:
¢ FIRST APPROVAL: Approve with an end date of 1 month as follows:
o 300mg/2mL: #8mL
e SECOND APPROVAL: Approve for 5 months as follows (enter a start date of 1 week
after the end of the first approval):
o 300mg/2mL: #4mL per 28 days.

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
in it.

Our guideline named DUPILUMAB (Dupixent) requires the following rule(s) be met for
approval:
A. You have ONE of the following diagnoses:
1. Moderate to severe atopic dermatitis (a type of skin condition)
2. Moderate to severe asthma
3. Chronic rhinosinusitis with nasal polyposis (a type of long-term nasal condition)
4. Eosinophilic esophagitis (a type of immune system disorder)
5. Prurigo nodularis (a type of skin condition)
(Initial denial text continued on next page)
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B. If you have moderate to severe atopic dermatitis, approval also requires:

1. You are 6 months of age or older

2. Therapy is prescribed by or in consultation with a dermatologist (a type of skin doctor),
allergist (a type of allergy doctor), or immunologist (a type of immune system doctor)

3. You have atopic dermatitis involving at least 10 percent of body surface area (BSA) OR
atopic dermatitis affecting the face, head, neck, hands, feet, groin, or intertriginous areas
(between skin folds)

4. You have TWO of the following: intractable pruritus (severe itching), cracking and
oozing/bleeding of affected skin, impaired activities of daily living

5. You had a trial of or contraindication (harmful for) to ONE of the following: topical
corticosteroid (such as hydrocortisone, clobetasol, halobetasol propionate), topical
calcineurin inhibitor [Elidel (pimecrolimus), Protopic (tacrolimus)], topical PDE-4 inhibitor
[Eucrisa (crisaborole)], topical JAK inhibitor [Opzelura (ruxolitinib)], phototherapy (light
therapy)

6. You will NOT use Dupixent concurrently (at the same time) with other systemic biologics
(such as Adbry) or any JAK inhibitors (such as Rinvoq, topical Opzelura, Cibinqo) for the
treatment of atopic dermatitis

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

1. You are 6 years of age or older

2. Therapy is prescribed by or in consultation with a doctor specializing in pulmonary
(lung/breathing) or allergy medicine

3. You have an eosinophilic phenotype asthma (type of adult inflammatory asthma) with a
documented blood eosinophil level of 150 to 1500 cells/mcL within the past 12 months
OR you have oral corticosteroid-dependent asthma

4. You are being treated at the same time with medium, high-dose, or maximally tolerated
inhaled corticosteroid [such as triamcinolone acetonide, beclomethasone, mometasone,
budesonide] AND at least one other maintenance medication such as long-acting
inhaled beta2-agonist (such as salmeterol, formoterol), long-acting muscarinic
antagonist (such as aclidinium bromide, ipratropium, umeclidinium, tiotropium), a
leukotriene receptor antagonist (such as montelukast, zafirlukast, zileuton), or
theophylline

(Initial denial text continued on next page)
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5. You meet ONE of the following:

a. You have experienced at least ONE asthma exacerbation (worsening of symptoms)
requiring systemic corticosteroid burst lasting at least 3 days within the past 12
months OR at least ONE serious exacerbation requiring hospitalization or
emergency room (ER) visit within the past 12 months

b. You have poor symptom control despite current therapy as evidenced by at least
THREE of the following within the past 4 weeks:

i. Daytime asthma symptoms more than twice per week
ii. Any night waking due to asthma
iii. Use of short-acting inhaled beta2-agonist reliever (such as albuterol) for
symptoms more than twice per week
iv. Any activity limitation due to asthma
6. You will NOT use Dupixent concurrently (at the same time) with Xolair or an anti-IL5
biologic (such as Nucala, Cinqair, Fasenra) when these are used for the treatment of
asthma
D. If you have chronic rhinosinusitis with nasal polyposis, approval also requires:
1. You are 18 years of age or older
2. Therapy is prescribed by or in consultation with an otolaryngologist (ear, nose, throat
doctor), allergist (a type of allergy doctor), or immunologist (a type of immune system
doctor)
3. There is documentation of evidence of nasal polyps (non-cancerous growths) by direct
examination, endoscopy (using a small camera) or sinus CT scan
4. You have inadequately controlled disease as determined by ONE of the following:
Use of systemic steroids in the past 2 years
Endoscopic sinus surgery (using a small camera to help in surgery)
5. Dupixent will be used as add-on maintenance treatment (in conjunction with maintenance
intranasal steroids)
6. You had a previous 90-day trial of ONE intranasal corticosteroid
E. If you have eosinophilic esophagitis, approval also requires:
1. You meet ONE of the following:
a. You are 18 years of age or older
b. You are 12 to 17 years of age AND weigh at least 40 kilograms
2. Therapy is prescribed by or in consultation with a gastroenterologist (doctor who treats
digestive conditions), allergist (a type of allergy doctor), or immunologist (a type of
immune system doctor)
3. Your diagnosis is confirmed by an esophagogastroduodenoscopy (EGD) with biopsy (a
test that looks at the lining of your food pipe, stomach, and small intestine)
4. You had a trial of or contraindication (harmful for) to dietary therapy
5. You had a trial of or contraindication (harmful for) to a proton pump inhibitor (such as
omeprazole, lansoprazole, pantoprazole)
(Initial denial text continued on next page)
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F. If you have prurigo nodularis, approval also requires:

1. You are 18 years of age or older

2. Therapy is prescribed by or in consultation with a dermatologist (skin doctor),
immunologist (type of immune system doctor), or allergist

3 You have chronic pruritis (itch lasting longer than 6 weeks), presence of multiple
pruriginous lesions (wounds), and a history or sign of a prolonged scratching behavior

4. You had a trial of or contraindication (harmful for) to ONE of the following: topical
capsaicin, topical ketamine/amitriptyline/lidocaine, gabapentinoids (e.g., gabapentin,
pregabalin), antidepressants (serotonin-norepinephrine reuptake inhibitor [SNRI],
selective serotonin reuptake inhibitor [SSRI], tricyclic antidepressant [TCA]), k-/mu-
opioid receptor antagonists (e.g., naltrexone, butorphanol), thalidomide, topical
corticosteroids, topical calcineurin inhibitors, topical calcipotriol, intralesional
corticosteroids, phototherapy, methotrexate, cyclosporine, azathioprine

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with

your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of moderate to severe atopic dermatitis and meet ALL of the
following criteria?

e The patient has shown improvement while on therapy

e Dupixent will NOT be used concurrently with other systemic biologics (e.g., Adbry) or any JAK
inhibitors (e.g., Rinvoq, topical Opzelura, Cibinqo) for the treatment of atopic dermatitis

If yes, approve for 12 months by GPID or GPI-14 for the requested strength as follows:
e 200mg/1.14mL: #2.28mL per 28 days.
e 300mg/2mL: #4mL per 28 days.

If no, continue to #2.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

2. Does the patient have a diagnosis of moderate to severe asthma and meet ALL of the following
criteria?

e The patient continues to use an inhaled corticosteroid (ICS) AND at least one other
maintenance medication (e.g., long-acting inhaled beta2-agonist [such as salmeterol,
formoterol, etc.], long-acting muscarinic antagonist [such as aclidinium bromide, ipratropium,
tiotropium, umeclidinium, etc.], a leukotriene receptor antagonist [such as montelukast,
zafirlukast, zileuton, etc.], theophylline)

e The patient has shown a clinical response as evidenced by ONE of the following:

o Reduction in asthma exacerbation from baseline

o Decreased utilization of rescue medications

o Increase in percent predicted FEV1 from pretreatment baseline

o Reduction in severity or frequency of asthma-related symptoms (e.g., wheezing, shortness
of breath, coughing, etc.)

o Dupixent will NOT be used concurrently with Xolair or an anti-IL5 biologic (e.g., Nucala, Cingair,
Fasenra) when these are used for the treatment of asthma

If yes, approve for 12 months by GPID or GPI-14 for the requested strength as follows:
e 100mg/0.67mL: #1.34mL per 28 days.

e 200mg/1.14mL: #2.28mL per 28 days.

e 300mg/2mL: #4mL per 28 days.

If no, continue to #3.

3. Does the patient have a diagnosis of chronic rhinosinusitis with nasal polyposis (CRSwNP) AND
meet the following criterion?

e The patient has shown clinical benefit compared to baseline (e.g., improvements in nasal
congestion, sense of smell or size of polyps)

If yes, approve 300mg/2mL for 12 months by GPID or GPI-14 with a quantity limit of #4mL
per 28 days.

If no, continue to #4.

CONTINUED ON NEXT PAGE
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4. Does the patient have a diagnosis of eosinophilic esophagitis (EoE) AND meet the following
criterion?

The patient has shown improvement while on therapy (e.g., symptom improvement or achieving
histological remission defined as peak esophageal intraepithelial eosinophil count of less than or
equal to 6 eos/hpf)

If yes, approve 300mg/2mL for 12 months by GPID or GPI-14 with a quantity limit of #8mL
per 28 days.

If no, continue to #5.

5. Does the patient have a diagnosis of prurigo nodularis AND meet the following criterion?

The patient has had prurigo nodularis improvement (reduction) of pruritis or pruriginous lesions

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #4mL per 28 days.
If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named DUPILUMAB (Dupixent) requires the following rule(s) be met for renewal:
A. You have ONE of the following diagnoses:
1. Moderate to severe atopic dermatitis (a type of skin condition)
2. Moderate to severe asthma
3. Chronic rhinosinusitis with nasal polyposis (inflammation of nasal and sinus ways with
small growths in the nose)
4. Eosinophilic esophagitis (a type of immune system disorder)
5. Prurigo nodularis (a type of skin condition)
B. If you have moderate to severe atopic dermatitis, renewal also requires:
1. You have shown improvement while on therapy
2. You will NOT use Dupixent concurrently (at the same time) with other systemic biologics
(such as Adbry) or any JAK inhibitors (such as Rinvoq, topical Opzelura, Cibinqo) for the
treatment of atopic dermatitis
(Renewal denial text continued on next page)
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C. If you have moderate to severe asthma, renewal also requires:

1. You will continue to use an inhaled corticosteroid (ICS) AND at least one other
maintenance medication (e.g., long-acting inhaled beta2-agonist [such as salmeterol,
formoterol, etc.], long-acting muscarinic antagonist [such as aclidinium bromide,
ipratropium, tiotropium, umeclidinium, etc.], a leukotriene receptor antagonist [such as
montelukast, zafirlukast, zileuton, etc.], theophylline)

2. You have shown a clinical response as evidenced by ONE of the following:

a. Reduction in asthma exacerbation (worsening of symptoms) from baseline

b. Decreased use of rescue medications

c. Increase in percent predicted FEV1 (amount of air you can forcefully exhale) from
pretreatment baseline

d. Reduction in severity or frequency of asthma-related symptoms such as less
wheezing, shortness of breath, coughing, etc.

3. You will NOT use Dupixent concurrently (at the same time) with Xolair or an anti-IL5
biologic (such as Nucala, Cinqair, Fasenra) when these are used for the treatment of
asthma

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

1. You have shown a clinical benefit compared to baseline (such as improvements in nasal
congestion, sense of smell or size of polyps)

E. If you have eosinophilic esophagitis, renewal also requires:

1. You have shown improvement while on therapy (such as symptom improvement or
achieving histological remission defined as peak esophageal intraepithelial eosinophil
count of less than or equal to 6 eos/hpf [a type of test that evaluates disease status])

F. If you have prurigo nodularis, renewal also requires:

1. You have had prurigo nodularis improvement or reduction of pruritis (itching) or

pruriginous lesions (wounds)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, refer to the Prescribing Information and/or Drug Monograph for Dupixent.

REFERENCES
¢ Dupixent [Prescribing Information]. Tarrytown, NY: Regeneron Pharmaceuticals, Inc.; September
2022.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 01/17
Commercial Effective: 01/01/23 Client Approval: 11/22 P&T Approval: 10/22
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DUVELISIB COPIKTRA 45269 GPI-10
(2153803000)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of relapsed or refractory chronic lymphocytic leukemia (CLL) or
small lymphocytic lymphoma (SLL) and meet ALL of the following criteria?
o The patient is 18 years of age or older
o The patient has received at least two prior therapies for CLL or SLL

If yes, approve for 12 months by HICL or GPI-10 with a quantity limit of #2 per day.

If no, do not approve.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named DUVELISIB (Copiktra) requires the following rule(s) be met for approval:
A. You have ONE of the following diagnoses:
1. Relapsed or refractory chronic lymphocytic leukemia (CLL: a type of blood cancer that
has returned after treatment or does not fully respond to treatment)
2. Small lymphocytic lymphoma (SLL: a type of blood cancer)
B. You are 18 years of age or older
C. You have received at least two prior therapies for chronic lymphocytic leukemia or small
lymphocytic lymphoma

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Copiktra.
REFERENCES
o Copiktra [Prescribing Information]. Needham, MA: Verastem, Inc.; December 2021.
Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 11/18
Commercial Effective: 04/01/22 Client Approval: 03/22 P&T Approval: 10/18
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Generic Brand HICL GCN Medi-Span Exception/Other
EDARAVONE RADICAVA ORS 52318 | GPI-14
(74509030001820)

GUIDELINES FOR USE

INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of amyotrophic lateral sclerosis (ALS) and meet ALL the
following?

Therapy is prescribed by or in consultation with a neurologist or ALS specialist at an ALS
Specialty Center or Care Clinic

The duration of patient's disease (from onset of symptoms) is 3 years or less

The patient has a forced vital capacity (FVC) greater than 70%

The patient has mild to moderate ALS with a score of 2 or higher in all of the following 12 items
of the Amyotrophic Lateral Sclerosis Functional Rating Scale Revised (ALSFRS-R): speech,
salivation, swallowing, handwriting, cutting food, dressing and hygiene, turning in bed, walking,
climbing stairs, dyspnea, orthopnea, respiratory insufficiency

The patient has tried riluzole OR is currently taking riluzole

If yes, enter two approvals by GPID or GPI-14 for a total of 6 months as follows:

o FIRST APPROVAL: Approve for 30 days with a quantity limit of #70mL per 28 days.

e SECOND APPROVAL: Approve for 5 months with a quantity limit of #50mL per 28
days (Enter a start date of 2 days before the end of the first approval).

If no, do not approve.

INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named EDARAVONE ORAL (Radicava ORS) requires the following rule(s) be

met for approval:

A. You have amyotrophic lateral sclerosis (ALS: a type of brain and nerve condition)

B. Therapy is prescribed by or in consultation with a neurologist (a type of brain doctor) or ALS
specialist at an ALS Specialty Center or Care Clinic

C. You have had ALS (from onset of symptoms) for 3 years or less

D. You have a forced vital capacity (FVC: amount of air exhaled from lungs) of greater than 70
percent

E. You have tried riluzole OR are currently taking riluzole

(Initial denial text continued on next page)
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F. You have mild to moderate ALS with a score of 2 or higher in all of the following 12 items of
the Amyotrophic Lateral Sclerosis Functional Rating Scale Revised (ALSFRS-R: a tool for
evaluating functional status): speech, salivation, swallowing, handwriting, cutting food,
dressing and hygiene, turning in bed, walking, climbing stairs, dyspnea (difficulty breathing),
orthopnea (shortness of breath while lying down), respiratory insufficiency (a type of
breathing condition)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of amyotrophic lateral sclerosis (ALS) and meet ALL of the
following criteria?
o The patient does not require invasive ventilation
¢ The patient has improved baseline functional ability OR the patient has maintained a score of 2
or greater in all 12 items of the ALSFRS-R

If yes, approve for 12 months by GPID or GPI-14 with a quantity limit of #50mL per 28
days.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named EDARAVONE ORAL (Radicava ORS) requires the following rule(s) be

met for renewal:

A. You have amyotrophic lateral sclerosis (ALS: a type of brain and nerve condition)

B. You do not require invasive ventilation (inserting a breathing tube into your throat)

C. You have improved baseline functional ability OR you have maintained a score of 2 or
greater in all 12 items of the Amyotrophic Lateral Sclerosis Functional Rating Scale Revised
(ALSFRS-R)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for
Radicava ORS.

REFERENCES
¢ Radicava ORS [Prescribing Information]. ]. Jersey City, NJ: Mitsubishi Tanabe Pharma America,
Inc.; May 2022.

Library Commercial NSA
Yes Yes No
Part D Effective: N/A Created: 05/22
Commercial Effective:06/15/22 Client Approval: 05/22 P&T Approval: 04/22
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Generic Brand HICL GCN Medi-Span Exception/Other
EFINACONAZOLE | JUBLIA 41184 GPI-10
(9015403700)

GUIDELINES FOR USE

1. Does the patient have a diagnosis of onychomycosis (fungal infection) of the toenail(s) and meets
the following criteria?

e The patient previously tried or has a contraindication to oral terbinafine OR oral itraconazole
AND ciclopirox topical solution

e The patient has at least ONE of the following conditions:

o The patient has diabetes, peripheral vascular disease (PVD), or immunosuppression

o The patient has pain surrounding the nail or soft tissue involvement

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the denial text at the end of the guideline.

2. Are five or less toenails affected?

If yes, approve for 48 weeks by HICL or GPI-10 with a quantity limit of #4mL (1 bottle) per
30 days.
If no, approve for 48 weeks by HICL or GPI-10 with a quantity limit of #8mL (2 bottles) per
30 days.

DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named EFINACONAZOLE (Jublia) requires the following rule(s) be met for
approval:
You have onychomycosis of the toenail(s) (toenail fungus)
A. You have previously tried the following unless contraindicated (a medical reason why you
cannot use): ciclopirox topical solution AND either oral terbinafine OR oral itraconazole

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

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

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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For further information, please refer to the Prescribing Information and/or Drug Monograph for Jublia.

REFERENCES

e Jublia [Prescribing Information]. Bridgewater, NJ: Valeant Pharmaceuticals; September 2016.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A Created: 06/14

Commercial Effective: 07/01/20 Client Approval: 04/20 P&T Approval: 01/17
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Generic Brand HICL GCN Medi-Span Exception/Other
ELAPEGADEMASE- REVCOVI 45340 GPI-10
LVLR (3090203020)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of adenosine deaminase severe combined immune deficiency
(ADA-SCID) as manifested by ONE of the following?

e Confirmatory genetic test
e Suggestive laboratory findings (e.g. elevated deoxyadenosine nucleotide [dAXP] levels,

lymphopenia) AND hallmark signs/symptoms (e.g. recurrent infections, failure to thrive,
persistent diarrhea)

If yes, continue to #2.
If no, do not approve
DENIAL TEXT: See the initial denial text at the end of the guideline.

2. Is therapy prescribed by or given in consultation with an immunologist, hematologist/oncologist, or
physician specializing in inherited metabolic disorders?

If yes, continue to #3.
If no, do not approve
DENIAL TEXT: See the initial denial text at the end of the guideline.

3. Does the patient meet ONE of the following criteria?
o The patient has failed or is not a candidate for hematopoietic cell transplantation (HCT)

o The requested medication will be used as a bridging therapy prior to planned hematopoietic cell
transplant or gene therapy

If yes, approve for 6 months by HICL or GPI-10.

APPROVAL TEXT: Renewal requires 1) documentation of trough plasma ADA activity greater
than or equal to 30 mmol/hr/L and trough dAXP levels less than 0.02 mmol/L, AND 2)
improvement in/maintenance of immune function from baseline, and patient has not received
successful hematopoietic cell transplant (HCT) or gene therapy.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use these
definitions if the particular text you need to use does not already have definition(s) in it.

Our guideline named ELAPEGADEMASE-LVLR (Revcovi) requires the following rule(s) be met for
approval:
A. You have adenosine deaminase severe combined immune deficiency (type of inherited disorder
that damages immune system) as shown by ONE of the following:
1. Confirmatory generic test
2. Suggestive laboratory findings such as elevated deoxyadenosine nucleotide levels or
lymphopenia (not enough of a type of white blood cell) AND you have hallmark
signs/symptoms such as recurrent infections, failure to thrive, persistent diarrhea
B. The requested medication is prescribed by or given in consultation with an immunologist
(immune system doctor), hematologist/oncologist (blood/cancer doctor), or physician
specializing in inherited metabolic disorders
C. You have failed or are not a candidate for hematopoietic cell transplant (blood cell transplant
from bone marrow), OR the requested medication will be used as a bridging therapy prior to
planned hematopoietic cell transplant or gene therapy

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this
request.

RENEWAL CRITERIA

1. Does the patient have a diagnosis of adenosine deaminase severe combined immune deficiency
(ADA-SCID) and meet ALL of the following criteria?
o Documentation of trough plasma ADA activity 230 mmol/hr/L AND trough dAXP levels <0.02
mmol/L
o The patient has improvement in/maintenance of immune function from baseline (e.g. decrease
in number and severity of infections), AND has not received successful hematopoietic cell
transplant (HCT) or gene therapy

If yes, approve for 12 months by HICL or GPI-10.
If no, do not approve.
DENIAL TEXT: See the renewal denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s) in

it.

Our guideline named ELAPEGADEMASE-LVLR (Revcovi) requires the following rule(s) be met for

renewal;

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

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

C. You have improvement in/maintenance of immune function from baseline (such as decrease in
number and severity of infections), AND you have not received successful hematopoietic cell
transplantation (HCT) or gene therapy

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve this

request.
RATIONALE
For further information, please refer to the Prescribing Information and/or Drug Monograph for Revcovi.
REFERENCES
e Revcovi [Prescribing Information]. Gaithersburg, MD: Leadiant Biosciences Inc., October 2018.
Library Commercial NSA
Yes Yes No

Part D Effective: N/A
Commercial Effective: 07/01/20

Created: 02/19
Client Approval: 04/20

P&T Approval: 01/19
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ELAGOLIX ORILISSA 45108 GPI-10
SODIUM (3009003010)

GUIDELINES FOR USE
INITIAL CRITERIA (NOTE: FOR RENEWAL CRITERIA SEE BELOW)

1. Does the patient have a diagnosis of moderate to severe pain associated with endometriosis and

meet ALL of the following criteria?

e The patient is 18 years of age or older

e Therapy is prescribed by or in consultation with an obstetrician/gynecologist

e The diagnosis is confirmed via surgical or direct visualization (e.g., pelvic ultrasound) or
histopathological confirmation (e.g., laparoscopy or laparotomy) in the last 10 years

e The patient had a trial of or contraindication to a nonsteroidal anti-inflammatory drug (NSAID)
AND a progestin-containing preparation (e.g., combination hormonal contraceptive preparation,
progestin-only therapy)

e Oirilissa will NOT be used concurrently with another GnRH-modulating agent (e.g., Lupron
Depot, Synarel, Zoladex)

If yes, continue to #2.
If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

2. Does the patient have normal liver function or mild hepatic impairment (Child-Pugh Class A)?
If yes, approve for 6 months by GPID or GPI-14 for the requested strength with the
following quantity limits:

o Orilissa 150mg: #1 per day.
e Orilissa 200mg: #2 per day.
If no, continue to #3.

3. Does the patient have moderate hepatic impairment (Child-Pugh Class B)?

If yes, approve Orilissa 150mg for 6 months by GPID or GPI-14 with a quantity limit of #1
per day.

If no, do not approve.
DENIAL TEXT: See the initial denial text at the end of the guideline.

CONTINUED ON NEXT PAGE
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INITIAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please use
these definitions if the particular text you need to use does not already have definition(s)
init.

Our guideline named ELAGOLIX (Orilissa) requires the following rule(s) be met for approval:

A. You have moderate to severe pain associated with endometriosis (condition affecting the
uterus)

B. You are 18 years of age or older

C. Therapy is prescribed by or in consultation with an obstetrician/gynecologist (a type of
women's health doctor)

D. Your diagnosis of endometriosis is confirmed by surgical or direct visualization (such as
pelvic ultrasound [type of imaging]) or histopathological (tissue) confirmation (such as
laparoscopy [type of surgery] or laparotomy [type of surgery]) in the last 10 years

E. You had a trial of or contraindication (harmful for) to a nonsteroidal anti-inflammatory drug
(NSAID such as ibuprofen, meloxicam, naproxen) AND a progestin-containing preparation
(such as combination hormonal contraceptive preparation, progestin-only therapy)

F. Orilissa will NOT be used at the same time with another GnRH-modulating agent (such as
Lupron Depot, Synarel, Zoladex)

G. Requests for Orilissa 200mg twice daily will only be approved if you have normal liver
function or mild hepatic (liver) impairment (Child-Pugh Class A)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

RENEWAL CRITERIA

1. Has the patient received ONE of the following regimens?
e A 6-month course of Orilissa 200mg twice daily
¢ A 6-month course of Orilissa 150mg once daily and the patient has moderate hepatic
impairment (Child-Pugh Class B)
e A 24-month course of Orilissa 150mg once daily and the patient has normal liver function or
mild hepatic impairment (Child-Pugh Class A)

If yes, do not approve.
RENEWAL DENIAL TEXT: See the renewal denial text at the end of the guideline.
If no, continue to #2.

CONTINUED ON NEXT PAGE
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RENEWAL CRITERIA (CONTINUED)

2. Does the patient have a diagnosis of moderate to severe pain associated with endometriosis and
meet ALL of the following criteria?

The patient has had improvement of pain related to endometriosis while on therapy

The patient has normal liver function or mild hepatic impairment (Child-Pugh Class A)
Orilissa will NOT be used concurrently with another GnRH-modulating agent (e.g., Lupron
Depot, Synarel, Zoladex)

If yes, approve Orilissa 150mg for 18 months by GPID or GPI-14 with a quantity limit of #1
per day.

If no, do not approve.

RENEWAL DENIAL TEXT: *Some terms are already pre-defined in parenthesis. Please
use these definitions if the particular text you need to use does not already have
definition(s) in it.

Our guideline named ELAGOLIX (Orilissa) requires the following rule(s) be met for renewal:
A. You have moderate to severe pain associated with endometriosis (condition affecting the
uterus)

You have improvement of pain related to endometriosis while on therapy

You have normal liver function or mild hepatic (liver) impairment (Child-Pugh Class A)
Orilissa will NOT be used at the same time with another GnRH-modulating agent (such as
Lupron Depot, Synarel, Zoladex)

oow

Requests will not be approved if you meet ONE of the following:

A. You have received a 6-month course of Orilissa 200mg twice daily

B. You have received a 6-month course of Orilissa 150mg once daily and you have moderate
hepatic (liver) impairment (Child-Pugh Class B)

C. You have received a 24-month course of Orilissa 150mg once daily and you have normal
liver function or mild (liver) hepatic impairment (Child-Pugh Class A)

Your doctor told us [INSERT PT SPECIFIC INFO PROVIDED]. We do not have information
showing you [INSERT UNMET CRITERIA]. This is why your request is denied. Please work with
your doctor to use a different medication or get us more information if it will allow us to approve
this request.

CONTINUED ON NEXT PAGE
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For further information, please refer to the Prescribing Information and/or Drug Monograph for Orilissa.
REFERENCES
e Orilissa [Prescribing Information]. North Chicago, IL: AbbVie Inc.; February 2021.
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