4

CareSource

ACTEMRA SQ

Michigan Department or Health &« Human Services

MI Health Link

Products Affected
« ACTEMRA ACTPEN
« ACTEMRA SUBCUTANEOUS

TYENNE AUTOINJECTOR
TYENNE SUBCUTANEOUS

PA Criteria Criteria Details
Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025



4

CareSource

ACTIMMUNE

Michigan Department or Health &« Human Services

MI Health Link

Products Affected

« ACTIMMUNE

PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025



4

CareSource

ACYCLOVIR (TOPICAL)

Michigan

&DHHS

nent or Health &« Human S

MI Health Link

Products Affected
« acyclovir topical ointment

PA Criteria Criteria Details
Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025



4

CareSource

ADALIMUMAB

MI Health Link

Products Affected

CYLTEZO(CF) PEN

CYLTEZO(CF) PEN CROHN'S-UC-HS
CYLTEZO(CF) PEN PSORIASIS-UV
CYLTEZO(CF) SUBCUTANEOUS
SYRINGE KIT 10 MG/0.2 ML, 20
MG/0.4 ML, 40 MG/0.4 ML, 40 MG/0.8
ML

HUMIRA (PREFERRED NDCS
STARTING WITH 00074)
SUBCUTANEOUS SYRINGE KIT 40
MG/0.8 ML

HUMIRA PEN (PREFERRED NDCS
STARTING WITH 00074)
HUMIRA(CF) (PREFERRED NDCS
STARTING WITH 00074)
SUBCUTANEOUS SYRINGE KIT 10
MG/0.1 ML, 20 MG/0.2 ML, 40 MG/0.4
ML

HUMIRA(CF) PEN (PREFERRED
NDCS NDCS STARTING WITH 00074)
SUBCUTANEOUS PEN INJECTOR KIT
40 MG/0.4 ML, 80 MG/0.8 ML
HUMIRA(CF) PEN CROHNS-UC-HS
(PREFERRED NDCS NDCS STARTING
WITH 00074)

HUMIRA(CF) PEN PEDIATRIC UC
(ONLY NDCS STARTING WITH 00074)
HUMIRA(CF) PEN PSOR-UV-ADOL
HS (PREFERRED NDCS NDCS
STARTING WITH 00074)
YUFLYMA(CF) Al CROHN'S-UC-HS
YUFLYMA(CF) AUTOINJECTOR
SUBCUTANEOUS AUTO-INJECTOR,
KIT 40 MG/0.4 ML, 80 MG/0.8 ML
YUFLYMA(CF) SUBCUTANEOUS
SYRINGE KIT 20 MG/0.2 ML, 40
MG/0.4 ML

PA Criteria Criteria Details

Exclusion Concurrent use with another biologic DMARD or targeted synthetic
Criteria DMARD.

Required Diagnosis, concurrent medications, previous therapies tried
Medical

Information

Age Restrictions

therapy only)

Crohn's disease (CD), 6 or older (initial therapy only). Ulcerative colitis
(UC), 5 or older (initial therapy only), PP-18 years and older (initial

Prescriber
Restrictions

Initial therapy only for all dx-RA/JIA/JJRA/Ankylosing spondylitis,
prescribed by or in consultation with rheumatologist. Psoriatic arthritis
(PsA\), prescribed by or in consultation with a rheumatologist or
dermatologist. Plaque psoriasis (PP), prescribed by or in consultation with

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025




Caresource MI Health Link
PA Criteria Criteria Details
a dermatologist. UC/ CD, prescribed by or in consultation with a
gastroenterologist. HS - dermatologist.UV-ophthalmologist
Coverage Approve through end of plan year
Duration

Other Criteria

INITIAL THERAPY: CROHN'S DISEASE (CD) [one of A, B, C, or DJ:
A) tried or currently taking corticosteroid (CS) or CS is contraindicated, B)
tried one other conventional systemic therapy (e.g., azathioprine, 6-
mercaptopurine [6-MP], methotrexate [MTX], certolizumab, infliximab,
ustekinumab, vedolizumab), C) had ileocolonic resection, or D)
enterocutaneous (perianal or abdominal) or rectovaginal fistulas.
JUVENILE IDIOPATHIC ARTHRITIS (JIA)/JRA (one of A, B, C, D, or
E): A) tried one other systemic therapy (e.g., MTX, sulfasalazine,
leflunomide, NSAID), B) tried a biologic (e.g., etanercept, abatacept,
infliximab, anakinra, tocilizumab), C) will be starting on adalimumab
concurrently with MTX, sulfasalazine, or leflunomide, D) patient has
absolute contraindication to MTX, sulfasalazine, or leflunomide, or E)
patient has aggressive disease. HIDRADENITIS SUPPURATIVA (HS):
tried one other therapy (e.g., intralesional or oral CS, systemic antibiotics,
isotretinoin). PLAQUE PSORIASIS (PP) [A or B]: A) tried at least one
traditional systemic agent (e.g., MTX, cyclosporine (CSA), acitretin,
PUVA) for at least 3 months, unless intolerant (Note: a trial of a biologic
will also count) or B) contraindication to MTX. RHEUMATOID
ARTHRITIS (RA): tried one conventional synthetic DMARD for at least 3
months (Note: a 3-month trial of a biologic will also count).
ULCERATIVE COLITIS (A or B): A) tried a systemic therapy (e.g., 6-
MP, azathioprine, CSA, tacrolimus, infliximab, golimumab SC, or a CS) or
B) has pouchitis and tried therapy with an antibiotic, probiotic, CS enema,
or mesalamine (Rowasa) enema. CONTINUATION THERAPY: ALL
INDICATIONS: patient had a response to therapy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1 10/1/2024 eff date 1/1/2025



ADBRY

CareSource

MI Health Link

Products Affected
« ADBRY SUBCUTANEOUS SYRINGE

PA Criteria Criteria Details

Exclusion Concurrent use with another monoclonal antibody therapy (i.e., Dupixent,

Criteria Cingair, Fasenra, Nucala, Tezspire, or Xolair). Concurrent use with Janus
Kinase Inhibitors (JAKis) [oral or topical].

Required Diagnosis

Medical

Information

Age Restrictions

AD-12 years of age and older (initial therapy)

Prescriber
Restrictions

Atopic Dermatitis-prescribed by or in consultation with an allergist,
immunologist or dermatologist (initial therapy)

Coverage
Duration

Initial-Atopic Dermatitis-4 months, Continuation-1 year

Other Criteria

Atopic Dermatitis, initial-patient has atopic dermatitis involvement
estimated to be greater than or equal to 10 percent of the body surface area
and patient meets a and b: a. Patient has tried at least one medium-,
medium-high, high-, and/or super-high-potency prescription topical
corticosteroid AND b. Inadequate efficacy was demonstrated with the
previously tried topical corticosteroid therapy.Continuation- Approve if the
patient has been receiving Adbry for at least 4 months and patient has
responded to therapy. Note: A patient who has received less than 4 months
of therapy or who is restarting therapy with Adbry should be considered
under initial therapy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025



Caresource MI Health Link
ADEMPAS
Products Affected
« ADEMPAS
PA Criteria Criteria Details
Exclusion Concurrent Use with Phosphodiesterase Inhibitors Used for Pulmonary
Criteria Hypertension or Other Soluble Guanylate Cyclase Stimulators.
Required N/A
Medical
Information
Age Restrictions | N/A

Prescriber
Restrictions

PAH and CTEPH- must be prescribed by or in consultation with a
cardiologist or a pulmonologist.

Coverage
Duration

1 year

Other Criteria

For PAH - must have PAH (WHO Group 1) and had a right heart
catheterization to confirm the diagnosis of PAH (WHO Group 1).

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1 10/1/2024 eff date 1/1/2025



AIMOVIG

CareSource

MI Health Link

Products Affected
« AIMOVIG AUTOINJECTOR

PA Criteria Criteria Details

Exclusion Combination therapy with another cGRP inhibitor for migraine headache
Criteria prevention

Required Diagnosis, number of migraine headaches per month

Medical

Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Approve if the patient meets the following criteria (A and B): A) Patient
has greater than or equal to 4 migraine headache days per month (prior to
initiating a migraine-preventative medication), AND B) If pt is currently
taking Aimovig, the pt has had significant clinical benefit from the
medication.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1 10/1/2024 eff date 1/1/2025



AKEEGA

CareSource

MI Health Link

Products Affected

« AKEEGA

PA Criteria

Criteria Detalils

Exclusion
Criteria

N/A

Required
Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Prostate cancer- Approve if the patient meets the following (A, B, C, and
D): A)Patient has metastatic castration-resistant prostate cancer, AND
B)Patient has a BReast CAncer (BRCA) mutation, AND C)The medication
is used in combination with prednisone, AND D)Patient meets one of the
following (i or ii): i. The medication is used concurrently with a
gonadotropin-releasing hormone (GnRH) analog, Note: Examples are
leuprolide acetate, Lupron Depot (leuprolide acetate intramuscular
injection), Trelstar (triptorelin pamoate intramuscular injection), Zoladex
(goserelin acetate subcutaneous implant), Vantas (histrelin acetate
subcutaneous implant), Firmagon (degarelix acetate subcutaneous
injection), and Orgovyx (relugolix tablets).OR ii. Patient has had a
bilateral orchiectomy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025



Caresource MI Health Link
ALECENSA
Products Affected
« ALECENSA
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required N/A
Medical
Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Non-small cell lung cancer-approve if the patient has both (A and B): A)
either (i or ii): i) medication is used as adjuvant treatment following tumor
resection (note: for tumors greater than or equal to 4 cm or node positive)
or ii) advanced or metastatic disease and B) anaplastic lymphoma kinase
(ALK)-positive disease as detected by an approved test. Anaplastic large
cell lymphoma-approve if the patient has anaplastic lymphoma kinase
(ALK)-positive disease and (i or ii): (i) the medication is used for
palliative-intent therapy, or (ii) pt has relapsed or refractory disease.
Erdheim-Chester disease-approve if the patient has anaplastic lymphoma
kinase (ALK) rearrangement/fusion-positive disease. Inflammatory
Myofibroblastic Tumor- pt has anaplastic lymphoma kinase (ALK)-
positive disease AND (i or ii): (i) pt has advanced, recurrent or metastatic
disease, or (ii) tumor is inoperable. Large B-Cell Lymphoma- pt has ALK-
positive disease AND pt has relapsed or refractory disease.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Anaplastic large cell lymphoma, Erdheim Chester disease, Inflammatory
Myofibroblastic Tumor, Large B-Cell Lymphoma

H9712_MI-MMP-M-3191262-V.1

10
10/1/2024 eff date 1/1/2025



4

HAP CareSource’

M&DHHS

Michigan Department or Health & Human Services

MI Health Link

PA Criteria

Criteria Details

Part B
Prerequisite

No

H9712_MI-MMP-M-3191262-V.1

11

10/1/2024 eff date 1/1/2025



>

&DHHS

Caresource MI Health Link
ALOSETRON
Products Affected
« alosetron
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage 12 months
Duration
Other Criteria N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

12

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025



4

CareSource

Michigan Department or Health &« Human Services

MI Health Link

ALPHA 1 PROTEINASE INHIBITORS

Products Affected

e PROLASTIN-C INTRAVENOUS
SOLUTION

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Alphal-Antitrypsin Deficiency with Emphysema (or Chronic Obstructive
Pulmonary Disease)-approve if the patient has a baseline (pretreatment)
AAT serum concentration of less than 80 mg/dL or 11 micromol/L.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1

13

10/1/2024 eff date 1/1/2025



Caresource MI Health Link
ALUNBRIG
Products Affected
« ALUNBRIG ORAL TABLET 180 MG, « ALUNBRIG ORAL TABLETS,DOSE
30 MG, 90 MG PACK
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required ALK status
Medical
Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Erdheim-Chester disease-approve if the patient has anaplastic lymphoma
kinase (ALK) rearrangement/fusion-positive disease. Inflammatory
myofibroblastic tumor (IMT)-approve if the patient has ALK positive
disease and has advanced, recurrent or metastatic disease or the tumor is
inoperable. NSCLC, must be ALK-positive, as detected by an approved
test, have advanced or metastatic disease and patients new to therapy must
have a trial of Alecensa prior to approval of Alunbrig.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Erdheim-Chester disease, Inflammatory myofibroblastic tumor (IMT)

Part B
Prerequisite

No

14
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4

CareSource

ANTIBIOTICS (1V)

MI Health Link

Products Affected

« amikacin injection solution 500 mg/2 ml

« ampicillin sodium injection recon soln 1
gram, 10 gram, 125 mg

levofloxacin in d5w intravenous piggyback
500 mg/100 ml, 750 mg/150 ml
linezolid in dextrose 5%

« ampicillin-sulbactam injection e meropenem intravenous recon soln 1
 azithromycin intravenous gram, 500 mg
o aztreonam « metronidazole in nacl (iso-0s)
e BICILLIN L-A « moxifloxacin-sod.chloride(iso)
« cefoxitin « nafcillin injection
o« ceftazidime o oxacillin
« cefuroxime sodium injection recon soln « oxacillin in dextrose(iso-osm)
750 mg o PENICILLIN G POT IN DEXTROSE
« cefuroxime sodium intravenous recon soln INTRAVENOUS PIGGYBACK 2
1.5gram MILLION UNIT/50 ML, 3 MILLION
« ciprofloxacin in 5 % dextrose intravenous UNIT/50 ML
piggyback 200 mg/100 ml « penicillin g potassium injection recon soln
 clindamycin in 5 % dextrose 20 million unit
« clindamycin phosphate injection « penicillin g sodium
« colistin (colistimethate na) e STREPTOMYCIN
o doxy-100  tazicef injection
o ertapenem « TEFLARO
« gentamicin in nacl (iso-osm) intravenous e« tigecycline
piggyback 100 mg/100 ml, 60 mg/50 ml, « tobramycin sulfate injection solution
80 mg/100 ml, 80 mg/50 ml « vancomycin intravenous recon soln 1,000
« gentamicin injection solution 40 mg/ml mg, 10 gram, 500 mg, 750 mg
« imipenem-cilastatin
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
15

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025



v

HAP CareSource

M&DHHS

Michigan Department or Health & Human Services

MI Health Link
PA Criteria Criteria Details
Coverage 3 months
Duration
Other Criteria N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

16
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P £DHHS

Ca resot’rcerM Michigan nent or Health & Human S

MI Health Link

ANTIFUNGALS (1V)

Products Affected
 fluconazole in nacl (iso-osm) intravenous e« voriconazole
piggyback 200 mg/100 ml, 400 mg/200 mi

PA Criteria Criteria Details
Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage 3 months
Duration

Other Criteria N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

17

H9712_MI-MMP-M-3191262-V.1 10/1/2024 eff date 1/1/2025



4

Michigan Department or Health &« Human Services

Caresource MI Health Link
ARCALYST
Products Affected
e ARCALYST
PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria
Required PENDING CMS REVIEW
Medical
Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW

18
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4

Michigan Department or Health &« Human Services

Caresource MI Health Link
ARIKAYCE
Products Affected
e ARIKAYCE
PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria
Required PENDING CMS REVIEW
Medical
Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW

19
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AUBAGIO

T Michigan Department or Health & Human Services

CareSource

MI Health Link

Products Affected

o teriflunomide

PA Criteria Criteria Details

Exclusion Concurrent use of teriflunomide with other disease-modifying agents used
Criteria for multiple sclerosis (MS)

Required Relapsing form of MS, to include, clinically-isolated syndrome, relapsing-
Medical remitting disease, and active secondary progressive disease.

Information

Age Restrictions

N/A

Prescriber
Restrictions

Prescribed by or in consultation with a neurologist or MS specialist.

Coverage
Duration

Authorization will be for 1 year.

Other Criteria

N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

20
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4

Michigan Department or Health &« Human Services

Caresource MI Health Link
AUGTYRO
Products Affected
¢« AUGTYRO
PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria
Required PENDING CMS REVIEW
Medical
Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW

21

H9712_MI-MMP-M-3191262-V.1

10/1/2024 eff date 1/1/2025



Caresource MI Health Link

AVONEX
Products Affected
« AVONEX INTRAMUSCULAR PEN e AVONEX INTRAMUSCULAR

INJECTOR KIT SYRINGE KIT
PA Criteria Criteria Details
Exclusion Concurrent use of other disease-modifying agent used for multiple sclerosis
Criteria
Required Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Medical syndrome, relapsing-remitting disease, and active secondary progressive
Information disease

Age Restrictions

N/A

Prescriber
Restrictions

Prescribed by or after consultation with a neurologist or an MS specialist.

Coverage
Duration

Authorization will be for 1 year

Other Criteria

N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

22
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AYVAKIT

CareSource

MI Health Link

Products Affected

« AYVAKIT

PA Criteria

Criteria Detalils

Exclusion
Criteria

N/A

Required
Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

GIST-approve if the tumor is positive for platelet-derived growth factor
receptor alpha (PDGFRA) exon 18 mutation or if the patient has tried two
of the following: Gleevec (imatinib), Sutent (sunitinib), Sprycel (dasatinib),
Stivarga (regorafenib) or Qinlock (ripretinib). Myeloid/Lymphoid
Neoplasms with eosinophilia-approve if the tumor is positive for PDGFRA
D842V mutation. Systemic mastocytosis-Approve if the patient has a
platelet count greater than or equal to 50,000/mcL and patient has either
indolent systemic mastocytosis or one of the following subtypes of
advanced systemic mastocytosis-aggressive systemic mastocytosis,
systemic mastocytosis with an associated hematological neoplasm or mast
cell leukemia.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Myeloid/Lymphoid neoplasms with Eosinophilia

Part B
Prerequisite

No

H9712_MI-MMP-M-3191262-V.1

23
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Caresource MI Health Link
BALVERSA
Products Affected
« BALVERSA
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis, previous therapies, test results
Medical
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage 1 year
Duration

Other Criteria

Urothelial Carcinoma, locally advanced or metastatic-approve if the patient
has susceptible fibroblast growth factor receptor 3 genetic alterations AND
the patient has progressed during or following prior platinum-containing
chemotherapy, other chemotherapy or checkpoint inhibitor therapy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

24
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4

CareSource

BENLYSTA

Michigan Department or Health &« Human Services

MI Health Link

Products Affected
« BENLYSTA SUBCUTANEOUS

PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW

25
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BESREMI

4 | &DHHS

Ca resot’rceM Michigan nent or Health & Human S

MI Health Link

Products Affected

« BESREMI

PA Criteria

Criteria Detalils

Exclusion
Criteria

Concomitant use with other interferon products

Required
Medical
Information

Diagnosis

Age Restrictions

18 years and older

Prescriber
Restrictions

Prescribed by or in consultation with an oncologist

Coverage 1 year
Duration
Other Criteria N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

26
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CareSource

MI Health Link

BETASERON/EXTAVIA

Products Affected
« BETASERON SUBCUTANEOUS KIT

PA Criteria Criteria Details

Exclusion Concurrent use with other disease-modifying agent used for multiple
Criteria sclerosis

Required Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Medical syndrome, relapsing-remitting disease, and active secondary progressive
Information disease

Age Restrictions

N/A

Prescriber
Restrictions

Prescribed by or after consultation with a neurologist or an MS specialist.

Coverage
Duration

Authorization will be for 1 year

Other Criteria

N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

27
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4

CareSource

BEXAROTENE (ORAL)

Michigan

&DHHS

nent or Health &« Human S

MI Health Link

Products Affected

o bexarotene

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Prescribed by or in consultation with an oncologist or dermatologist (initial

and continuation)

Coverage 1 year
Duration
Other Criteria N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

28
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CareSource

MI Health Link

BEXAROTENE (TOPICAL)

Products Affected

o bexarotene

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Prescribed by or in consultation with an oncologist or dermatologist (initial
and continuation)

Coverage
Duration

1 year

Other Criteria

Adult T-Cell Leukemia/Lymphoma- approve if the patient has
chronic/smoldering subtype and this medication is used as first-line
therapy.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Adult T-Cell Leukemia/Lymphoma

Part B
Prerequisite

No
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Caresourcem MI Health Link
BOSENTAN/AMBRISENTAN
Products Affected
» ambrisentan « bosentan

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Pulmonary arterial hypertension (PAH) WHO Group 1, results of right
Medical heart cath

Information

Age Restrictions

N/A

Prescriber
Restrictions

For treatment of pulmonary arterial hypertension, ambrisentan or bosentan
must be prescribed by or in consultation with a cardiologist or a
pulmonologist. CTEPH - prescribed by or in consultation with a
cardiologist or pulmonologist

Coverage
Duration

Authorization will be for 1 year.

Other Criteria

CTEPH - pt must have tried Adempas, has a contraindication to Adempas,
or is currently receiving bosentan for CTEPH. Pulmonary arterial
hypertension (PAH) WHO Group 1, are required to have had a right-heart
catheterization to confirm diagnosis of PAH to ensure appropriate medical
assessment.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Chronic thromboembolic pulmonary hypertension (CTEPH) (bosentan)

Part B
Prerequisite

No
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Michigan Department or Health &« Human Services

Caresource MI Health Link
BOSULIF
Products Affected
« BOSULIF ORAL CAPSULE 100 MG,50 « BOSULIF ORAL TABLET 100 MG, 400
MG MG, 500 MG

PA Criteria Criteria Details

Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions | PENDING CMS REVIEW

Prescriber PENDING CMS REVIEW
Restrictions

Coverage PENDING CMS REVIEW
Duration

Other Criteria PENDING CMS REVIEW

Indications PENDING CMS REVIEW

Off-Label Uses PENDING CMS REVIEW

Part B PENDING CMS REVIEW
Prerequisite
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Caresource MI Health Link
BRAFTOVI
Products Affected
e BRAFTOVI
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis, BRAF V600 status
Medical
Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Melanoma - approve if the patient has unresectable, advanced or metastatic
melanoma AND has a BRAF V600 mutation. In addition, patients new to
therapy must have a trial of Zelboraf or Tafinlar prior to approval of
Braftovi. Colon or Rectal cancer-approve if the patient meets the following
(A, B, and C): A) The patient has BRAF VV600E mutation-positive disease
AND B) The patient has previously received a chemotherapy regimen for
colon or rectal cancer AND C) The agent is prescribed as part of a
combination regimen for colon or rectal cancer. NSCLC- approve if pt has
BRAF V600E mutation-positive metastatic disease AND this medication
will be taken in combination with Mektovi (binimetinib tablets).

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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Caresource MI Health Link
BRUKINSA
Products Affected
e BRUKINSA
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis, prior therapies
Medical
Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Follicular Lymphoma - approve if pt tried at least two other systemic
regimens and will use this in combination with Gazyva (obinutuzumab
intravenous infusion). Mantle Cell Lymphoma/CLL/SLL - for patients new
to therapy, approve if the patient has tried Calquence.Marginal zone
lymphoma-approve if the patient has tried at least one systemic regimen.
Waldenstrom macroglobulinemia/lymphoplasmacytic lymphoma-approve.
Hairy Cell Leukemia - approve if pt has received therapy for relapsed or
refractory disease AND pt has progressive disease.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Hairy Cell Leukemia

Part B
Prerequisite

No
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CareSource

MI Health Link

C1 ESTERASE INHIBITORS

Products Affected

e CINRYZE

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

prescribed by or in consultation with an allergist/immunologist or a
physician that specializes in the treatment of HAE or related disorders

Coverage
Duration

1 year

Other Criteria

Hereditary Angioedema (HAE) Due to C1 Inhibitor (C1-INH) Deficiency
[Type I or Type 1], Prophylaxis, Initial Therapy: approve if the patient has
HAE type | or type Il confirmed by low levels of functional C1-INH
protein (less than 50 percent of normal) at baseline and lower than normal
serum C4 levels at baseline. Patient is currently taking Cinryze for
prophylaxis - approve if the patient meets the following criteria (i and ii): 1)
patient has a diagnosis of HAE type | or Il, and ii) according to the
prescriber, the patient has had a favorable clinical response since initiating
Cinryze as prophylactic therapy compared with baseline.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CABLIVI

CareSource

MI Health Link

Products Affected
« CABLIVI INJECTION KIT

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, concurrent medications
Medical

Information

Age Restrictions

18 years and older

Prescriber
Restrictions

Prescribed by or in consultation with a hematologist

Coverage
Duration

Approve for 12 months

Other Criteria

aTTP-approve if the requested medication was initiated in the inpatient
setting in combination with plasma exchange therapy AND patient is
currently receiving at least one immunosuppressive therapy AND if the
patient has previously received Cablivi, he/she has not had more than two
recurrences of aTTP while on Cablivi.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

CABOMETYX

Products Affected

« CABOMETYX

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, histology, RET gene rearrangement status for NSCLC
Medical

Information

Age Restrictions

Thyroid carcinoma-12 years and older, other dx (except bone cancer)-18
years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Renal Cell Carcinoma-Approve if the patient has relapsed or stage IV
disease. Hepatocellular Carcinoma-approve if the patient has been
previously treated with at least one other systemic therapy (e.g., Nexavar,
Lenvima). Bone cancer-approve if the patient has Ewing sarcoma or
osteosarcoma and has tried at least one previous systemic regimen. Thyroid
carcinoma-approve if the patient has differentiated thyroid carcinoma,
patient is refractory to radioactive iodine therapy and the patient has tried
Lenvima or sorafenib. Endometrial carcinoma-approve if the patient has
tried one systemic regimen. GIST-approve if the patient has tried two of
the following-imatinib, Ayvakit, sunitinib, dasatinib, Stivarga or Qinlock.
NSCLC-approve if the patient has RET rearrangement psotivie tumor.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Patients with Non-Small Cell Lung Cancer, Gastrointestinal stromal tumors
(GIST), Bone cancer, Endometrial Carcinoma

Part B
Prerequisite

No
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Caresource MI Health Link
CALQUENCE
Products Affected
« CALQUENCE « CALQUENCE (ACALABRUTINIB
MAL)
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage 1 year
Duration

Other Criteria

CLL and SLL-approve. Mantle Cell Lymphoma- approve if the patient has
tried at least one systemic regimen or is not a candidate for a systemic
regimen (e.g., rituximab, dexamethasone, cytarabine, carboplatin, cisplatin,
oxaliplatin, cyclophosphamide, doxorubicin, vincristine, prednisone,
methotrexate, bendamustine, bortezomib, or lenalidomide). Marginal Zone
Lymphoma-approve if patient has tried at least one systemic regimen (e.g.,
bendamustine, rituximab, cyclophosphamide, doxorubicin, vincristine,
prednisone, lenalidomide, or chlorambucil). Waldenstrom
Macroglobulinamia/Lymphoplasmacytic Lymphoma-approve if the patient
has tried at least one systemic regimen (e.g., Brukinsa [zanubrutinib
capsules], Imbruvica [ibrutinib tablets and capsules], rituximab,
bendamustine, cyclophosphamide, dexamethasone, bortezomib,
fludarabine, or cladribine)

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Waldenstrom's Macroglobulinemia/Lymphoplasmacytic Lymphoma,
Marginal zone lymphoma.
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PA Criteria

Criteria Details

Part B
Prerequisite

No
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4

Michigan Department or Health & Human Services

Caresource MI Health Link
CAPRELSA
Products Affected
« CAPRELSA ORAL TABLET 100 MG,
300 MG
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A
Prescriber N/A
Restrictions
Coverage 1 year
Duration

Other Criteria

MTC - approve. DTC - approve if refractory to radioactive iodine therapy.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Differentiated (i.e., papillary, follicular, and oncocytic) Thyroid

Carcinoma.

Part B
Prerequisite

No
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Caresource MI Health Link
CARGLUMIC ACID
Products Affected
 carglumic acid
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information
Age Restrictions | N/A
Prescriber Prescribed by or in consultation with a metabolic disease specialist or a
Restrictions specialist who focuses in the treatment of metabolic diseases
Coverage NAGS-Pt meets criteria no genetic test - 3mo. Pt had genetic test - 12mo,

Duration other-approve 7 days

Other Criteria N-Acetylglutamate synthase deficiency with hyperammonemia-Approve if
genetic testing confirmed a mutation leading to N-acetylglutamate synthase
deficiency or if the patient has hyperammonemia. Propionic Acidemia or
Methylmalonic Acidemia with Hyperammonemia, Acute Treatment-
approve if the patient's plasma ammonia level is greater then or equal to 50
micromol/L and the requested medication will be used in conjunction with
other ammonia-lowering therapies.

Indications All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses | Acute hyperammonemia due to propionic acidemia (PA) or methylmalonic
acidemia (MMA) (generic carglumic acid)

Part B No
Prerequisite
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Michigan Department or Health &« Human Services

CareSource

MI Health Link

CAYSTON

Products Affected
« CAYSTON

PA Criteria Criteria Detalils

Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions | PENDING CMS REVIEW

Prescriber PENDING CMS REVIEW
Restrictions

Coverage PENDING CMS REVIEW
Duration

Other Criteria PENDING CMS REVIEW

Indications PENDING CMS REVIEW

Off-Label Uses PENDING CMS REVIEW

Part B PENDING CMS REVIEW
Prerequisite
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CHEMET

CareSource

MI Health Link

Products Affected

« CHEMET

PA Criteria

Criteria Detalils

Exclusion
Criteria

N/A

Required
Medical
Information

Blood lead level

Age Restrictions

Approve in patients between the age of 12 months and 18 years

Prescriber
Restrictions

Prescribed by or in consultation with a professional experienced in the use
of chelation therapy (eg, a medical toxicologist or a poison control center
specialist)

Coverage
Duration

Approve for 2 months

Other Criteria

Approve if Chemet is being used to treat acute lead poisoning (not as
prophylaxis) and prior to starting Chemet therapy the patient's blood lead
level was greater than 45 mcg/dL.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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Michigan Department or Health &« Human Services

CareSource

MI Health Link

CIBINQO

Products Affected
« CIBINQO

PA Criteria Criteria Detalils

Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions | PENDING CMS REVIEW

Prescriber PENDING CMS REVIEW
Restrictions

Coverage PENDING CMS REVIEW
Duration

Other Criteria PENDING CMS REVIEW

Indications PENDING CMS REVIEW

Off-Label Uses PENDING CMS REVIEW

Part B PENDING CMS REVIEW
Prerequisite
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Caresource MI Health Link
CIMZIA
Products Affected
« CIMZIA POWDER FOR RECONST « CIMZIA SUBCUTANEOUS SYRINGE
KIT 400 MG/2 ML (200 MG/ML X 2)
PA Criteria Criteria Details
Exclusion Concurrent use with a Biologic DMARD or Targeted Synthetic DMARD
Criteria
Required Diagnosis, concurrent medications, previous therapies tried
Medical
Information

Age Restrictions

18 years and older for CD and PP (initial therapy).

Prescriber
Restrictions

All dx initial therapy only. RA/AS, prescribed by or in consultation with a
rheumatologist. Crohn's disease, prescribed by or in consultation with a
gastroenterologist.PsA prescribed by or in consultation with a
rheumatologist or dermatologist. PP, prescribed by or in consultation with a
dermatologist. nr-axSpA-prescribed by or in consultation with a
rheumatologist

Coverage
Duration

Approve through end of plan year

Other Criteria

AS initial tx, approve if the patient has tried TWO of the following drugs in
the past: Enbrel, a preferred adalimumab product, Xeljanz/XR, Cosentyx.
Note: if the patient does not meet this requirement, a previous trial of
another non-preferred adalimumab product will also count. PsA initial tx,
approve if the patient has tried TWO of the following drugs in the past:
Enbrel, a preferred adalimumab product, Cosentyx, Tremfya, Stelara,
Otezla, Orencia, Rinvoq, Skyrizi or Xeljanz/XR. Note: if the patient does
not meet this requirement, a previous trial of another non-preferred
adalimumab product will also count. RA initial tx, approve if the patient
has tried two of the following drugs in the past: Enbrel, a preferred
adalimumab product, Orencia, Rinvoq or Xeljanz/XR. Note: if the patient
does not meet this requirement, a previous trial of another non-preferred
adalimumab product will also count. CD initial tx, approve if patient has
previously tried TWO of the following drugs in the past: a preferred
adalimumab product, a preferred infliximab product, Stelara, Skyrizi or

H9712_MI-MMP-M-3191262-V.1
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CareSource

MI Health Link

PA Criteria Criteria Details

Rinvog. Note: if the patient does not meet this requirement, a previous trial
of another non-preferred adalimumab/infliximab product will also count.
Plaque Psoriasis (PP), initial tx-approve if the patient has tried TWO of the
following drugs in the past: Enbrel, a preferred adalimumab product,
Skyrizi, Stelara SC, Otezla, Cosentyx, Tremfya, Sotyktu. A trial of a non-
preferred adalimumab also counts. Cont tx, AS/PSA/RA/CD/PP - approve
if the pt had a response as determined by the prescriber. Non-radiographic
axial spondylitis (nr-axSpA), initial tx-approve if the patient has objective
signs of inflammation, defined as at least one of the following: C-reactive
protein (CRP) elevated beyond the upper limit of normal for the reporting
laboratory OR sacroilitis reported on MRI. nr-axSpA continuation tx-
approve if the patient has had a response as determined by the prescriber.
Please Note: preferred adalimumab products include Humira (NDCs
starting with -00074), Cyltezo, Yuflyma. Preferred infliximab products
include Remicade, Zymfentra.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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Caresource MI Health Link
CINACALCET
Products Affected
« cinacalcet
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information
Age Restrictions | N/A

Prescriber
Restrictions

Hypercalcemia d/t parathyroid CA-prescr/consult w/onco or
endo.Hypercalcemia w/primary hyperparathyroidism-prescr/consult
w/nephro or endo. Hyperparathyroidism in post-renal transplant-
prescr/consult w/transplant physician/nephro/endo.

Coverage
Duration

12 months

Other Criteria

Hypercalcemia due to parathyroid carcinoma-approve. Hypercalcemia in
patients with primary hyperparathyroidism-approve if the patient has failed
or is unable to undergo a parathyroidectomy due to a contraindication.
Secondary Hyperparathyroidism in patients with chronic kidney disease on
dialysis - deny under Medicare Part D (claim should be submitted under the
ESRD bundles payment benefit). Hyperparathyroidism in Post-Renal
Transplant Patients-approve if the baseline (prior to starting cinacalcet
therapy) calcium and intact parathyroid hormone (iPTH) levels are above
the normal range, as defined by the laboratory reference values.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

hyperparathyroidism in post-renal transplant patients

Part B
Prerequisite

No
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Caresource MI Health Link
CLOBAZAM
Products Affected
o clobazam oral suspension « SYMPAZAN

o clobazam oral tablet

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, other medications tried
Medical

Information

Age Restrictions

2 years and older (initial therapy)

Prescriber
Restrictions

Prescribed by or in consultation with a neurologist (initial therapy)

Coverage
Duration

1 year

Other Criteria

Lennox-Gastaut Syndrome, initial therapy-patient has tried and/or is
concomitantly receiving one of the following: lamotrigine, topiramate,
rufinamide, felbamate, Fintepla, Epidiolex or valproic acid. Treatment
refractory seizures/epilepsy, initial therapy-patient has tried and/or is
concomitantly receiving at least two other antiepileptic drugs (e.g., valproic
acid, lamotrigine, topiramate, clonazepam, levetiracetam, zonisamide,
felbamate). Continuation-prescriber confirms patient is responding to
therapy.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Dravet Syndrome and treatment-refractory seizures/epilepsy

Part B
Prerequisite

No
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Caresource MI Health Link
COMETRIQ
Products Affected
« COMETRIQ ORAL CAPSULE 100 MG/DAY (80 MG X1-20 MG X3), 60
MG/DAY (80 MG X1-20 MG X1), 140 MG/DAY (20 MG X 3/DAY)
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis.
Medical
Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

MTC - approve. Non-Small Cell Lung Cancer with RET Gene
Rearrangements - approve. Differentiated (i.e., papillary, follicular, and
oncocytic) Thyroid Carcinoma-approve if the patient's carcinoma is
refractory to radioactive iodine therapy and patient has tried a Vascular
Endothelial Growth Factor Receptor (VEGFR)-targeted therapy.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Non-Small Cell Lung Cancer with RET Gene Rearrangements,
Differentiated (i.e., papillary, follicular, and oncocytic) Thyroid Carcinoma

Part B
Prerequisite

No
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Caresource MI Health Link
COPIKTRA
Products Affected
e COPIKTRA
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis, previous therapies
Medical
Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Chronic Lymphocytic Leukemia/ Small Lymphocytic Lymphoma -
approve if the patient has tried one systemic regimen (e.g., Imbruvica
(ibrutinib capsules, tablets and oral solution), Venclexta (venetoclax
tablets), rituximab, Gazyva (obinutuzumab intravenous infusion),
chlorambucil, fludarabine, cyclophosphamide, bendamustine, high-dose
methylprednisolone, Campath (alemtuzumab intravenous infusion),
Calquence (acalabrutinib capsules), Brukinsa (zanubrutinib capsules), or
Arzerra (ofatumumab intravenous infusion). T-cell lymphoma- For
peripheral T-cell lymphoma, approve. For breast implant-associated
anaplastic large cell lymphoma, or hepatosplenic T-cell lymphoma,
approve if the patient has relapsed or refractory disease.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

T-cell Lymphoma

Part B
Prerequisite

No
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Caresource MI Health Link
COSENTYX
Products Affected
o COSENTYX (2 SYRINGES) « COSENTYX SUBCUTANEOUS

o COSENTYX PEN (2 PENS)

SYRINGE 75 MG/0.5 ML
« COSENTYX UNOREADY PEN

PA Criteria Criteria Details

Exclusion Concurrent Use with other Biologics or Targeted Synthetic Disease-
Criteria Modifying Antirheumatic Drugs (DMARDs)

Required Diagnosis and previous medications use

Medical

Information

Age Restrictions

PP-6 yr and older.AS/Spondy/HS initial - 18 years of age and older. PsA-2
years and older. Enthesitis-4 years and older

Prescriber
Restrictions

PP initial-presc/consult derm. PsA initial - prescribed by or in consultation
with a dermatologist or rheumatologist. AS/spondylo/enthesitis initial- by
or in consultation with rheumatologist. HS initial - by or in consult w/
dermatologist

Coverage
Duration

Approve through end of plan year

Other Criteria

INITIAL THERAPY: HIDRADENITIS SUPPURATIVA (HS): tried at
least one other therapy (e.g. systemic antibiotics, isotretinoin). NON-
RADIOGRAPHIC AXIAL SPONDYLOARTHRITIS: objective signs of
inflammation and meets a or b: a) C-reactive protein elevated beyond the
upper limit of normal or b) sacroiliitis reported on MRI. PLAQUE
PSORIASIS (PP) [A or B]: A) tried at least one traditional systemic agent
(e.g., methotrexate [MTX], cyclosporine, acitretin, PUVA) for at least 3
months, unless intolerant (Note: a trial of at least one biologic that is not
Cosentyx or a Cosentyx biosimilar also counts) or B) contraindication to
MTX. CONTINUATION THERAPY: ALL INDICATIONS: patient has
experienced benefit from the medication.

Indications

All FDA-approved Indications.

Off-Label Uses

N/A

H9712_MI-MMP-M-3191262-V.1
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Michigan Department or Health &« Human Services

Caresource MI Health Link
COTELLIC
Products Affected
e COTELLIC
PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria
Required PENDING CMS REVIEW
Medical
Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW
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CareSource

CRESEMBA (ORAL)

Michigan

&DHHS

nent or Health &« Human S

MI Health Link

Products Affected
« CRESEMBA ORAL

PA Criteria Criteria Details
Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage 3 months
Duration

Other Criteria N/A

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Candidiasis of the esophagus - HIV infection, sepsis

Part B
Prerequisite

No
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CareSource

MI Health Link

CYSTEAMINE (OPHTHALMIC)

Products Affected

e« CYSTARAN

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Prescribed by or in consultation with an ophthalmologist or a metabolic
disease specialist or specialist who focuses in the treatment of metabolic
diseases

Coverage
Duration

1 year

Other Criteria

Approve if the patient has corneal cysteine crystal deposits confirmed by
slit-lamp examination

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link
CYSTEAMINE (ORAL)
Products Affected
« CYSTAGON
PA Criteria Criteria Details
Exclusion Concomitant use of Cystagon and Procysbi
Criteria
Required Diagnosis, genetic tests and lab results (as specified in the Other Criteria
Medical field)
Information
Age Restrictions | N/A
Prescriber Prescribed by or in consultation with a nephrologist or a metabolic disease
Restrictions specialist (or specialist who focuses in the treatment of metabolic diseases)
Coverage 1 year
Duration

Other Criteria Cystinosis, nephropathic-approve if the prescriber confirms the diagnosis
was confirmed by genetic testing confirming a mutation of the CTNS gene
OR white blood cell cystine concentration above the upper limit of the
normal reference range for the reporting laboratory.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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CareSource

MI Health Link

DALFAMPRIDINE

Products Affected

 dalfampridine

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions

18 years and older (initial and continuation therapy)

Prescriber
Restrictions

MS. If prescribed by, or in consultation with, a neurologist or MS
specialist (initial and continuation).

Coverage
Duration

Initial-4months, Continuation-1 year

Other Criteria

Initial-approve if the patient is ambulatory, the requested medication is
being used to improve or maintain mobility in a patient with MS and the
patient has impaired ambulation as evaluated by an objective measure (e.g.,
timed 25 foot walk and multiple sclerosis walking scale-12). Continuation-
approve if the patient is ambulatory, the requested medication is being used
to improve or maintain mobility in a patient with MS and the patient has
responded to or is benefiting from therapy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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4

Michigan Department or Health & Human Services

Caresource MI Health Link

DAURISMO
Products Affected
« DAURISMO ORAL TABLET 100 MG,

25 MG
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis, medications that will be used in combination, comorbidities
Medical
Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

AML - approve if Daurismo will be used in combination with cytarabine.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

DEFERASIROX

Products Affected

o deferasirox

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Serum ferritin level
Medical

Information

Age Restrictions

N/A

Prescriber
Restrictions

Prescribed by or in consultation with a hematologist

Coverage
Duration

1 year

Other Criteria

Transfusion-related chronic iron overload, initial therapy - approve if the
patient is receiving blood transfusions at regular intervals for various
conditions (eg, thalassemia syndromes, myelodysplastic syndrome, chronic
anemia, sickle cell disease) AND prior to starting therapy, the serum
ferritin level is greater than 1,000 mcg/L. Non-transfusion-dependent
thalassemia syndromes chronic iron overload, initial therapy - approve if
prior to starting therapy the serum ferritin level is greater than 300 mcg/L.
Continuation therapy - approve is the patient is benefiting from therapy as
confirmed by the prescribing physician.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

DEFERIPRONE

Products Affected

o deferiprone

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Serum ferritin level
Medical

Information

Age Restrictions

N/A

Prescriber
Restrictions

Prescribed by or in consultation with a hematologist

Coverage
Duration

1 year

Other Criteria

Iron overload, chronic-transfusion related due to thalassemia syndrome or
related to sickle cell disease or other anemias Initial therapy - approve.
Continuation therapy - approve is the patient is benefiting from therapy as
confirmed by the prescribing physician.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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4

CareSource

Michigan Department or Health &« Human Services

MI Health Link

DIABETIC SUPPLY - ALCOHOL PADS

Products Affected

« alcohol pads

PA Criteria Criteria Details
Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria

Approve if the prescriber confirms that the medical supply is being
requested for a use that is directly associated with delivering insulin to the

body.
Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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4

CareSource
DIABETIC SUPPLY - GAUZE PADS

Michigan Department or Health &« Human Services

MI Health Link

Products Affected
« GAUZEPADS2 X2

PA Criteria Criteria Details
Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria

Approve if the prescriber confirms that the medical supply is being
requested for a use that is directly associated with delivering insulin to the

body.
Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1
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Caresource MI Health Link

DIABETIC SUPPLY - NEEDLES

Products Affected

o INSULIN SYRINGES (NON- o« PEN NEEDLES (NON-PREFERRED
PREFERRED BRANDS) SYRINGE 1 BRANDS) NEEDLE 29 GAUGE X 1/2"
ML 29 GAUGE X 1/2"

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage 12 months

Duration

Other Criteria

Approve if the prescriber confirms that the medical supply is being
requested for a use that is directly associated with delivering insulin to the
body.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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4

CareSource
DIABETIC SUPPLY - SYRINGES

Michigan Department or Health &« Human Services

MI Health Link

Products Affected

o INSULIN SYRINGE-NEEDLE U-100
SYRINGE 0.3 ML 29 GAUGE, 1 ML 29
GAUGE X 1/2", 1/2 ML 28 GAUGE

PA Criteria Criteria Details
Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | N/A
Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria

Approve if the prescriber confirms that the medical supply is being
requested for a use that is directly associated with delivering insulin to the

body.
Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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Caresource MI Health Link
DIACOMIT
Products Affected
« DIACOMIT
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Documentation of diagnosis.
Medical
Information

Age Restrictions

6 months and older (initial therapy)

Prescriber
Restrictions

Prescribed by or in consultation with an neurologist (initial therapy)

Coverage
Duration

1 year

Other Criteria

Dravet Syndrome-Initial therapy-approve if the patient is concomitantly
receiving clobazam or is unable to take clobazam due to adverse events.
Dravet Syndrome-Continuation-approve if the patient is responding to
therapy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

DIMETHYL FUMARATE

Products Affected
« dimethyl fumarate oral capsule,delayed
release(dr/ec) 120 mg, 120 mg (14)- 240

mg (46), 240 mg

PA Criteria Criteria Details

Exclusion Concurrent use with other disease-modifying agents used for multiple
Criteria sclerosis (MS).

Required Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Medical syndrome, relapsing-remitting disease, and active secondary progressive
Information disease

Age Restrictions

N/A

Prescriber
Restrictions

Prescribed by or in consultation with a neurologist or MS specialist.

Coverage
Duration

Authorization will be for 1 year.

Other Criteria

N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

65

H9712_MI-MMP-M-3191262-V.1 10/1/2024 eff date 1/1/2025



4

Michigan Department or Health &« Human Services

Caresource MI Health Link
DOPTELET
Products Affected
« DOPTELET (10 TAB PACK) « DOPTELET (30 TAB PACK)

o DOPTELET (15 TAB PACK)

PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW
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Caresource MI Health Link
DROXIDOPA
Products Affected
o droxidopa
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Medication history (as described in Other Criteria field)
Medical
Information

Age Restrictions

18 years of age and older

Prescriber
Restrictions

Prescribed by or in consultation with a cardiologist or a neurologist

Coverage
Duration

12 months

Other Criteria

NOH, approve if the patient meets ALL of the following criteria: a) Patient
has been diagnosed with symptomatic NOH due to primary autonomic
failure (Parkinson's disease, multiple system atrophy, pure autonomic
failure), dopamine beta-hydroxylase deficiency, or non-diabetic autonomic
neuropathy, AND b) Patient has tried midodrine

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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4

CareSource

Michigan Department or Health &« Human Services

MI Health Link

DUAL OREXIN RECEPTOR ANTAGONIST

Products Affected

e« BELSOMRA

PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW
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4

CareSource

DUPIXENT

Michigan Department or Health &« Human Services

MI Health Link

Products Affected
« DUPIXENT PEN SUBCUTANEOQUS
PEN INJECTOR 200 MG/1.14 ML, 300

MG/2 ML

DUPIXENT SYRINGE
SUBCUTANEOQOUS SYRINGE 100
MG/0.67 ML, 200 MG/1.14 ML, 300
MG/2 ML

PA Criteria

Criteria Detalils

Exclusion
Criteria

PENDING CMS REVIEW

Required
Medical
Information

PENDING CMS REVIEW

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW
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Caresource MI Health Link
EMGALITY
Products Affected
« EMGALITY PEN « EMGALITY SUBCUTANEOUS

SYRINGE 120 MG/ML

PA Criteria Criteria Details
Exclusion Combination therapy with another cGRP inhibitor for migraine headache
Criteria prevention
Required Diagnosis, number of migraine or cluster headaches per month
Medical
Information

Age Restrictions

18 years and older

Prescriber
Restrictions

N/A

Coverage
Duration

Cluster headache tx-6 months, migraine prevention-1 year

Other Criteria

Migraine headache prevention-Approve if the patient meets the following
criteria (A and B): A) Patient has greater than or equal to 4 migraine
headache days per month (prior to initiating a migraine-preventative
medication), AND B) If ptis currently taking Emgality, pt has had
significant clinical benefit from the medication. Episodic cluster headache
treatment-approve if the patient has between one headache every other day
and eight headaches per day.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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ENBREL

CareSource

MI Health Link

Products Affected

« ENBREL MINI

« ENBREL SUBCUTANEOUS SYRINGE

« ENBREL SUBCUTANEOUS o ENBREL SURECLICK
SOLUTION

PA Criteria Criteria Details

Exclusion Concurrent use with biologic therapy or targeted synthetic DMARD

Criteria

Required Diagnosis, concurrent medications, previous therapies tried.

Medical

Information

Age Restrictions

PP-4 years and older (initial therapy)

Prescriber
Restrictions

Initial only-RA/AS/JIA/JRA prescribed by or in consult w/ rheumatologist.
Psoriatic arthritis, prescribed by or in consultation w/ rheumatologist or
dermatologist.Plaque psoriasis (PP), prescribed by or in consult w/
dermatologist. GVHD,prescribed by or in consult w/
oncologist,hematologist,or physician affiliated w/ transplant
center.Behcet's disease,prescribed by or in consult w/
rheumatologist,dermatologist,ophthalmologist,gastroenterologist,or
neurologist.

Coverage
Duration

Approve through end of plan year

Other Criteria

INITIAL THERAPY: RHEUMATOID ARTHRITIS (RA): tried one
conventional synthetic DMARD for at least 3 months (see Note 1).
JUVENILE IDIOPATHIC ARTHRITIS (JIA)/JRA (one of A, B, C, or D):
A) patient has aggressive disease, B) tried one other systemic therapy (e.g.,
methotrexate [MTX], sulfasalazine, leflunomide, NSAID, or a biologic that
is not a biosimilar of the requested product), C) patient will be started on
Enbrel concurrently with MTX, sulfasalazine, or leflunomide, or D) patient
has an absolute contraindication to MTX, sulfasalazine, or leflunomide.
PLAQUE PSORIASIS (PP) [A or B]: A) tried at least one traditional
systemic agent for at least 3 months, unless intolerant (e.g., MTX,
cyclosporine, Soriatane, oral methoxsalen plus PUVA) [see Note 1] or B)
patient has a contraindication to one oral agent for psoriasis such as MTX.
GRAFT VERSUS HOST DISEASE (GVHD): approve. BEHCET'S: tried

H9712_MI-MMP-M-3191262-V.1
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P £DHHS

Caresource MI Health Link

PA Criteria Criteria Details
at least one conventional therapy (e.g., systemic corticosteroid,
immunosuppressant, interferon alfa, mycophenolate), adalimumab, or
infliximab. CONTINUATION THERAPY: ALL INDICATIONS: patient
had a response to therapy. Note 1: a biologic that is not a biosimilar of the
requested product will also count.

Indications All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Graft versus host disease (GVHD), Behcet's disease

Part B
Prerequisite

No
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ENDARI

Michigan Department or Health & Human Services

CareSource

MI Health Link

Products Affected
« glutamine (sickle cell)

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis, prescriber specialty
Medical

Information

Age Restrictions

Greater than or equal to 5 years of age

Prescriber
Restrictions

Prescribed by, or in consultation with, a physician who specializes in sickle

cell disease (e.g., a hematologist)

Coverage
Duration

Authorization will be for 1 year.

Other Criteria

N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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Caresource MI Health Link
EPIDIOLEX
Products Affected
e EPIDIOLEX
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis, previous therapies
Medical
Information

Age Restrictions

Patients 1 year and older (initial therapy)

Prescriber
Restrictions

Prescribed by or in consultation with a neurologist (initial therapy)

Coverage
Duration

1 year

Other Criteria

Dravet Syndrome-approve if the patient has tried or is concomitantly
receiving at least two other antiseizure drugs or if the patient has tried or is
concomitantly receiving one of Diacomit or clobazam or Fintepla. Lennox
Gastaut Syndrome-approve if the patient has tried or is concomitantly
receiving at least two other antiseizure drugs. Tuberous Sclerosis
Complex-approve if the patient has tried or is concomitantly receiving at
least two other antiseizure drugs. Continuation of therapy-approve if the
patient is responding to therapy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

74

H9712_MI-MMP-M-3191262-V.1 10/1/2024 eff date 1/1/2025



CareSource

MI Health Link

EPOETIN ALFA

Products Affected

o PROCRIT INJECTION SOLUTION
10,000 UNIT/ML, 2,000 UNIT/ML,

20,000 UNIT/ML, 3,000 UNIT/ML, 4,000
UNIT/ML, 40,000 UNIT/ML

e« RETACRIT
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information

Age Restrictions

MDS anemia = 18 years of age and older

Prescriber
Restrictions

MDS anemia, myelofibrosis- prescribed by or in consultation with, a
hematologist or oncologist.

Coverage
Duration

Chemo-6m, Transfus-1m, CKD-1yr, Myelofibrosis-init-3 mo, cont-1 yr, all
others-1 yr

Other Criteria

Anemia in a pt with Chronic Kidney Disease (CKD) not on dialysis- for
initial therapy, approve if hemoglobin (Hb) is less than 10.0 g/dL for adults
or less than or equal to 11 g/dL for children, or for continuation of therapy
in a pt currently on an erythropoiesis-stimulating agent (ESA) approve if
Hb is less than or equal to 12 g/dL. Anemia in a pt with cancer due to
chemotherapy- approve if pt is currently receiving myelosuppressive
chemo as a non-curative treatment and (for initial therapy) Hb is less than
10.0 g/dL or (if currently on ESA) Hb is less than or equal to 12.0 g/dL.
Anemia in HIV with zidovudine- for initial therapy, approve if Hb is less
than 10.0 g/dL or serum erythropoietin level is 500 mU/mL or less, or for
continuation of therapy in a pt currently on ESA, approve if Hb is 12.0
g/dL or less. Surgical pts to reduce RBC transfusions - Approve if Hb is
less than or equal to 13, AND surgery is elective, nonvascular and non-
cardiac AND pt is unwilling or unable to donate autologous blood prior to
surgery. MDS- for initial therapy, approve if Hb is less than 10 g/dL or
serum erythropoietin level is 500 mU/mL or less, or for continuation of
therapy in a pt currently on ESA approve if Hb is 12.0 g/dL or less.
Myelofibrosis- for Initial therapy approve if patient has a Hb less than 10
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P £DHHS

Ca resot’rcerM Michigan nent or Health & Human S

MI Health Link

PA Criteria

Criteria Details

or serum erythropoietin less than or equal to 500 mU/mL, or for
continuation of therapy in pt currently on ESA hemoglobin is less than or
equal to 12g/dL. Anemia in patients with chronic renal failure on dialysis -
deny under Medicare Part D (claim should be submitted under the ESRD

bundled payment benefit).

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Anemia due to myelodysplastic syndrome (MDS), Myelofibrosis

Part B
Prerequisite

No
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Caresource MI Health Link
ERIVEDGE
Products Affected
« ERIVEDGE
PA Criteria Criteria Details
Exclusion BCC (La or Met) - must not have had disease progression while on
Criteria Odomzo.
Required N/A
Medical
Information

Age Restrictions

18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Basal cell carcinoma, locally advanced-patients new to therapy-approve if
the patient has tried Odomzo. Central nervous system cancer (this includes
brain and spinal cord tumors)-approve if the patient has medulloblastoma,
the patient has tried at least one chemotherapy agent and according to the
prescriber, the patient has a mutation of the sonic hedgehog pathway. Basal
cell carcinoma, metastatic (this includes primary or recurrent nodal
metastases and distant metastases)-approve.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Central nervous System Cancer

Part B
Prerequisite

No
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Caresource MI Health Link
ERLEADA
Products Affected
« ERLEADA ORAL TABLET 240 MG, 60
MG

PA Criteria Criteria Details

Exclusion N/A
Criteria

Required Diagnosis
Medical

Information

Age Restrictions | 18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria Prostate cancer-non-metastatic, castration resistant and prostate cancer-
metastatic, castration sensitive-approve if the requested medication will be
used in combination with a gonadotropin-releasing hormone (GnRH)
analog [for example: leuprolide acetate, Lupron Depot (leuprolide acetate
intramuscular injection), Trelstar (triptorelin pamoate intramuscular
injection), Zoladex (goserelin acetate subcutaneous implant), Vantas
(histrelin acetate subcutaneous implant), Firmagon (degarelix subcutaneous
injection), Orgovyx (relugolix tablets)] or if the patient has had a bilateral
orchiectomy.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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Caresource MI Health Link
ERLOTINIB
Products Affected
« erlotinib oral tablet 100 mg, 150 mg, 25
mg
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information

Age Restrictions

18 years and older

Prescriber
Restrictions

N/A

Coverage
Duration

Authorization will be for 1 year

Other Criteria

Advanced or Metastatic NSCLC, approve if the patient has EGFR mutation
positive non-small cell lung cancer as detected by an approved test. Note-
Examples of EGFR mutation-positive non-small cell lung cancer include
the following mutations: exon 19 deletions, exon 21 (L858R) substitution
mutations, L861Q, G719X and S7681. RCC, approve if the patient has
recurrent or advanced non-clear cell histology RCC or if the patient had
hereditary leiomyomatosis and renal cell carcinoma and erlotinib will be
used in combination with bevacizumab. Bone cancer-approve if the patient
has chordoma and has tried at least one previous therapy. Pancreatic
cancer-approve if the medication is used in combination with gemcitabine
and if the patient has locally advanced, metastatic or recurrent disease.
Vulvar cancer-approve if the patient has advanced, recurrent or metastatic
disease.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Renal Cell Carcinoma, vulvar cancer and Bone Cancer-Chordoma.
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4

HAP CareSource’

M&DHHS

Michigan Department or Health & Human Services

MI Health Link

PA Criteria

Criteria Details

Part B
Prerequisite

No
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4

CareSource

EVEROLIMUS

Michigan Department or Health &« Human Services

MI Health Link

Products Affected

o everolimus (anti
« everolimus (anti
suspension 2 mg

neoplastic) oral tablet
neoplastic) oral tablet for
, 3mg, 5 mg

PA Criteria Criteria Details
Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW
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Michigan Department or Health &« Human Services

Caresource MI Health Link
FASENRA
Products Affected
« FASENRA PEN o FASENRA SUBCUTANEOUS

SYRINGE 10 MG/0.5 ML, 30 MG/ML

PA Criteria Criteria Details

Exclusion PENDING CMS REVIEW
Criteria

Required PENDING CMS REVIEW
Medical

Information

Age Restrictions | PENDING CMS REVIEW

Prescriber PENDING CMS REVIEW
Restrictions

Coverage PENDING CMS REVIEW
Duration

Other Criteria PENDING CMS REVIEW

Indications PENDING CMS REVIEW

Off-Label Uses PENDING CMS REVIEW

Part B PENDING CMS REVIEW
Prerequisite
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Caresource MI Health Link
FINGOLIMOD
Products Affected
« fingolimod
PA Criteria Criteria Details
Exclusion Concurrent use of fingolimod with other disease-modifying agents used for
Criteria multiple sclerosis (MS).
Required Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Medical syndrome, relapsing-remitting disease, and active secondary progressive
Information disease

Age Restrictions

10 years and older

Prescriber
Restrictions

Prescribed by, or in consultation with, a neurologist or an MS specialist.

Coverage
Duration

Authorization will be for 1 year.

Other Criteria

N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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Caresource MI Health Link
FINTEPLA
Products Affected
o FINTEPLA
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information

Age Restrictions

2 years and older (initial therapy)

Prescriber
Restrictions

Prescribed by or in consultation with an neurologist (initial therapy)

Coverage
Duration

1 year

Other Criteria

Dravet Syndrome-Initial therapy-approve if the patient has tried or is
concomitantly receiving at least two other antiepileptic drugs or patient has
tried or is concomitantly receiving Epidiolex, Clobazam or Diacomit.
Dravet Syndrome-Continuation-approve if the patient is responding to
therapy. Lennox-Gastaut Syndrome, initial-approve if the patient has tried
or is concomitantly receiving at least two other antiepileptic drugs.
Lennox-Gastaut Syndrome, continuation-approve if the patient is
responding to therapy.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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4

Michigan Department or Health & Human Services

Caresource MI Health Link
FIRMAGON
Products Affected
e FIRMAGON KIT W DILUENT
SYRINGE
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information
Age Restrictions | N/A

Prescriber
Restrictions

Prescribed by or in consultation with a oncologist

Coverage
Duration

1 year

Other Criteria

Part B versus Part D determination will be made at time of prior
authorization review per CMS guidance. Patients new to therapy, are
required to try Eligard or Orgovyx prior to approval of Firmagon.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

FOTIVDA

Products Affected
« FOTIVDA

PA Criteria Criteria Detalils

Exclusion N/A

Criteria

Required Diagnosis, other therapies
Medical

Information

Age Restrictions | 18 years and older

Prescriber N/A

Restrictions

Coverage Authorization will be for 1 year
Duration

Other Criteria Renal Cell Carcinoma (RCC)-approve if the patient has relapsed or Stage
IV disease and has tried at least two other systemic regimens. Note:
Examples of systemic regimens for renal cell carcinoma include axitinib
tablets, axitinib + pembrolizumab injection, cabozantinib tablets,
cabozantinib + nivolumab injection, sunitinib malate capsules, pazopanib
tablets, sorafenib tablets, and lenvatinib capsules + everolimus.

Indications All FDA-approved Indications.

Off-Label Uses N/A

Part B No
Prerequisite
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Caresource MI Health Link
FRUZAQLA
Products Affected
« FRUZAQLA ORAL CAPSULE 1 MG, 5
MG
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information

Age Restrictions

18 years of age and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

Colon cancer, rectal cancer, or appendiceal cancer-Approve if the patient
meets the following (A and B): A.Patient has advanced or metastatic
disease, AND B.Patient has previously been treated with the following (i,
i, and iii): i.Fluoropyrimidine-, oxaliplatin-, and irinotecan-based
chemotherapy, Note: Examples of fluoropyrimidine agents include 5-
fluorouracil (5-FU) and capecitabine. AND ii.An anti-vascular endothelial
growth factor (VEGF) agent, Note: Examples of anti-VEGF agents include
bevacizumab. AND iii. If the tumor is RAS wild-type (KRAS wild-type
and NRAS wild-type) [that is, the tumor or metastases are KRAS and
NRAS mutation negative], the patient meets ONE of the following (a or b):
a.According to the prescriber, anti-epidermal growth factor receptor
(EGFR) therapy is NOT medically appropriate, OR b. The patient has
received an anti-EGFR therapy. Note: Examples of anti-EGFR therapy
includes Erbitux (cetuximab intravenous infusion) and Vectibix
(panitumumab intravenous infusion).

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Appendiceal cancer
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PA Criteria

Criteria Details

Part B
Prerequisite

No
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Caresource MI Health Link
FULPHILA
Products Affected
e FULPHILA
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required Diagnosis
Medical
Information
Age Restrictions | N/A

Prescriber
Restrictions

Cancer patients receiving chemotherapy-prescribed by or in consultation
with an oncologist or hematologist. PBPC - prescribed by or in consultation
with an oncologist, hematologist, or physician that specializes in
transplantation.

Coverage
Duration

Cancer pts receiving chemo-6 mo. PBPC-30 days.

Other Criteria

Cancer patients receiving chemotherapy, approve if the patient meets one
of the following: 1) is receiving myelosuppressive anti-cancer medications
that are associated with a high risk of febrile neutropenia (the risk is at least
20% based on the chemotherapy regimen), 2) patient is receiving
myelosuppressive anti-cancer medications that are associated with a risk of
febrile neutropenia but the risk is less than 20% based on the chemotherapy
regimen and the patient has one or more risk factors for febrile neutropenia
according to the prescribing physician (eg, aged greater than or equal to 65
years, prior chemotherapy or radiation therapy, persistent neutropenia,
bone marrow involvement by tumor, recent surgery and/or open wounds,
liver and/or renal dysfunction, poor performance status or HIV infection, or
3) patient has had a neutropenic complication from prior chemotherapy and
did not receive prophylaxis with a colony stimulating factor and a reduced
dose or frequency of chemotherapy may compromise treatment.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Patients undergoing PBPC collection and therapy
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PA Criteria

Criteria Details

Part B
Prerequisite

No
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GATTEX

CareSource

MI Health Link

Products Affected
o GATTEX 30-VIAL

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions

1 year and older

Prescriber
Restrictions

Prescribed by or in consultation with a gastroenterologist (initial and
continuation)

Coverage
Duration

1 year

Other Criteria

Initial-approve if the patient is currently receiving parenteral nutrition on 3
or more days per week or according to the prescriber, the patient is unable
to receive adequate total parenteral nutrition required for caloric needs.
Continuation-approve if the patient has experienced improvement.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

GAVRETO

Products Affected

« GAVRETO

PA Criteria

Criteria Detalils

Exclusion
Criteria

N/A

Required
Medical
Information

Diagnosis

Age Restrictions

NSCLC-18 years and older, thyroid cancer-12 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

NSCLC-approve if the patient has advanced, recurrent, or metastatic
disease and rearranged during transfection (RET) fusion-positive disease
detected by an Food and Drug Administration (FDA) approved
test.Differentiated Thyroid Cancer- pt has unresectable, recurrent, or
metastatic disease AND pt has RET fusion-positive or RET-mutation-
positive disease AND disease requires treatment with systemic therapy
AND the disease is radioactive iodine-refractory. Anaplastic thyroid cancer
or Medullary Thyroid Cancer- pt has unresectable, recurrent, or metastatic
disease AND pt has RET fusion-positive or RET-mutation-positive disease.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Medullary Thyroid Cancer, Anaplastic Thyroid Cancer

Part B
Prerequisite

No
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Caresource MI Health Link
GEFITINIB
Products Affected
o gefitinib
PA Criteria Criteria Detalils
Exclusion PENDING CMS REVIEW
Criteria
Required PENDING CMS REVIEW
Medical
Information

Age Restrictions

PENDING CMS REVIEW

Prescriber
Restrictions

PENDING CMS REVIEW

Coverage
Duration

PENDING CMS REVIEW

Other Criteria

PENDING CMS REVIEW

Indications

PENDING CMS REVIEW

Off-Label Uses

PENDING CMS REVIEW

Part B
Prerequisite

PENDING CMS REVIEW
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Caresource MI Health Link
GILOTRIF
Products Affected
o« GILOTRIF
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required For NSCLC - EGFR exon deletions or mutations, or if NSCLC is
Medical squamous cell type
Information

Age Restrictions

18 years and older

Prescriber
Restrictions

N/A

Coverage
Duration

Authorization will be for 1 year

Other Criteria

NSCLC EGFR pos - For the treatment of advanced or metastatic non small
cell lung cancer (NSCLC)-approve if the patient has sensitizing EGFR
mutation-positive NSCLC as detected by an approved test. Note: examples
of sensitizing EGFR mutation-positive NSCLC include the following
mutations : exon 19 deletions, exon 21 (L858R) substitution mutations,
L861Q, G719X and S768l. NSCLC metastatic squamous cell must have
disease progression after treatment with platinum based chemotherapy.
Head and neck cancer-approve if the patient has non-nasopharyngeal head
and neck cancer and the patient has disease progression on or after
platinum based chemotherapy. (Part B before Part D Step Therapy - applies
only to beneficiaries enrolled in an MA-PD plan)

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Head and neck cancer

Part B
Prerequisite

Yes
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Caresource MI Health Link
GLATIRAMER
Products Affected
 glatiramer subcutaneous syringe 20 « glatopa subcutaneous syringe 20 mg/mi,
mg/ml, 40 mg/ml 40 mg/ml

PA Criteria Criteria Details

Exclusion Concurrent use with other disease-modifying agent used for multiple
Criteria sclerosis

Required Relapsing form of Multiple Sclerosis (MS), to include clinically-isolated
Medical syndrome, relapsing-remitting disease, and active secondary progressive
Information disease

Age Restrictions

N/A

Prescriber
Restrictions

Prescribed by or after consultation with a neurologist or an MS specialist.

Coverage
Duration

Authorization will be for 1 year.

Other Criteria

N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

GLUCAGON-LIKE PEPTIDE-1 AGONISTS

Products Affected

« BYDUREON BCISE « OZEMPIC SUBCUTANEOUS PEN

e BYETTA SUBCUTANEOUS PEN INJECTOR 0.25 MG OR 0.5 MG (2
INJECTOR 10 MCG/DOSE(250 MG/3 ML), 1 MG/DOSE (4 MG/3 ML), 2
MCG/ML) 2.4 ML, 5 MCG/DOSE (250 MG/DOSE (8 MG/3 ML)
MCG/ML) 1.2 ML « RYBELSUS

« MOUNJARO e TRULICITY

PA Criteria Criteria Detalils

Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage
Duration

Authorization will be for 1 year

Other Criteria

N/A

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

GONADOTROPIN-RELEASING HORMONE
AGONISTS - ONCOLOGY

Products Affected
« ELIGARD o ELIGARD (6 MONTH)
o ELIGARD (3 MONTH) « leuprolide subcutaneous kit

o ELIGARD (4 MONTH)

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Diagnosis

Medical

Information

Age Restrictions | N/A

Prescriber
Restrictions

Prostate cancer- prescribed by or in consultation with an oncologist or
urologist. Head and neck-salivary gland tumors- prescribed by or in
consultation with an oncologist.

Coverage
Duration

1 year

Other Criteria

Head and neck cancer-salivary gland tumor- approve if pt has recurrent,
unresectable, or metastatic disease AND androgen receptor-positive
disease.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Head and neck cancer- salivary gland tumors (Eligard only)

Part B
Prerequisite

No
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Michigan Department or Health &« Human Services

CareSource

MI Health Link

GRALISE/HORIZANT/LYRICA CR

Products Affected
« gabapentin oral tablet extended release 24
hr 300 mg, 600 mg

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions | N/A

Prescriber N/A

Restrictions

Coverage
Duration

Authorization will be for 12 months.

Other Criteria

N/A

Indications All Medically-accepted Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

GROWTH HORMONES

Products Affected

« OMNITROPE

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required GHD in Children/Adolescents. Pt meets one of the following-1-had 2 GH
Medical stim tests with the following-levodopa, insulin-induced hypoglycemia,
Information arginine, clonidine, or glucagon and both are less than 10ng/mL OR had at

least 1 GH test and results are less than 10ng/mL and has at least one risk
factor for GHD (e.qg., ht for age curve deviated down across 2 major height
percentiles [e.g., from above the 25 percentile to below the 10 percentile],
growth rate is less than the expected normal growth rate based on age and
gender, low IGF-1 and/or IGFBP-3 levels). 2.brain radiation or tumor
resection and pt has 1 GH stim test less than 10ng/mL or has def in at least
1 other pituitary hormone (that is, ACTH, TSH, gonadotropin deficiency
[LH and/or FSH] are counted as 1 def], or prolactin).3. congenital
hypopituitarism and has one GH stim test less than 10ng/mL OR def in at
least one other pituitary hormone and/or the patient has the imaging triad of
ectopic posterior pituitary and pituitary hypoplasia with abnormal pituitary
stalk 4.pt has multiple pituitary deficiencies and pt has 3 or more pituitary
hormone deficiencies or pt has had one GH test less than 10ng/mL 5.pt had
a hypophysectomy. Cont-pt responding to therapy

Age Restrictions

ISS 5 y/o or older, SGA 2 y/o or older, SBS 18 y/o or older

Prescriber
Restrictions

GHD (Initial tx children or adolescents w/o hypophysectomy), GHD adults
or transitional adolescents, Noonan (initial), Prader Willi (initial for
child/adult and cont tx in adults), SHOX (initial), SGA (initial) - prescribed
by or in consultation with an endocrinologist. CKD (initial) endocrinologist
or nephrologist.

Coverage
Duration

ISS - 6 mos initial, 12 months cont tx, SBS 1 month, others 12 mos

Other Criteria

GHD initial in adults and adolescents 1. endocrine must certify not being
prescribed for anti-aging or to enhance athletic performance, 2. has either
childhood onset or adult onset resulting from GHD alone, multiple
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CareSource

MI Health Link

PA Criteria

Criteria Details

hormone deficiency from pituitary dx, hypothalmic dz, pituitary surgery,
cranial radiation tx, tumor treatment, TBI or subarachnoid hemorrhage,
AND 3. meets one of the following - A. has known perinatal insults,
congenital or genetic defects or structural hypothalmic pituitary defects, B.
3 or more pituitary hormone def (ACTH, TSH, LH/FSH, or prolactin, age
and gender adjusted IGF1 below the lower limits of the normal reference
range AND other causes of low serum IGF-1 have been excluded, C. Neg
response to ONE preferred GH stim test (insulin peak response less than or
equal to 5 mcg/L, Glucagon peak less than or equal to 3 mcg/L (BMI is less
than or equal to 25), less than or equal to 3 and BMI is greater than or equal
to 25 and less than or equal to 30 with a high pretest probability of GH
deficiency, less than or equal to 1 and BMI is greater than or equal to 25
and less than or equal to 30 with a low pretest probability of GH deficiency
or less than or equal to 1 mcg/L (BMI is greater than 30), if insulin and
glucagon contraindicated then Arginine test with peak of less than or equal
to 0.4 mcg/L, or Macrilen peak less than 2.8 ng/ml AND BMI is less than
or equal to 40 AND if a transitional adolescent must be off tx for at least
one month before retesting. Cont tx - endocrine must certify not being
prescribed for anti-aging or to enhance athletic performance. ISS initial -
baseline ht less than the 1.2 percentile or a standard deviation score (SDS)
less than -2.25 for age and gender, open epiphyses, does not have CDGP
and height velocity is either growth rate (GR) is a. less than 4 cm/yr for pts
greater than or equal to 5 or b. growth velocity is less than 10th percentile
for age/gender. Cont tx - prescriber confirms response to therapy. CKD
initial - CKD defined by abnormal CrCl. Noonan initial - baseline height
less than 5th percentile. PW cont tx in adults or adolescents who don't
meet child requir - physician certifies not being used for anti-aging or to
enhance athletic performance. SHOX initial - SHOX def by chromo
analysis, open epiphyses, height less than 3rd percentile for age/gender.
SGA initial -baseline ht less than 5th percentile for age/gender and born
SGA (birth weight/length that is more than 2 SD below mean for
gestational age/gender and didn't have sufficient catch up growth by 2-4
y/o). Cont tx - prescriber confirms response to therapy. Cont Tx for CKD,
Noonan, PW in child/adoles, SHOX, and TS - prescriber confirms
response to therapy. SBS initial pt receiving specialized nutritional
support. Cont tx - 2nd course if pt responded to tx with a decrease in the
requirement for specialized nutritional support.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Short bowel syndrome
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No
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CareSource

MI Health Link

HIGH RISK MEDICATIONS - BENZODIAZEPINES

Products Affected

 clorazepate dipotassium oral tablet 15 mg, e
3.75mg, 7.5 mg
 diazepam intensol .

diazepam oral tablet
« lorazepam intensol
lorazepam oral tablet 0.5 mg, 1 mg, 2 mg

« diazepam oral solution 5 mg/5 ml (1

mg/ml)

PA Criteria

Criteria Detalils

Exclusion
Criteria

N/A

Required
Medical
Information

N/A

Age Restrictions

Patients aged less than 65 years, approve. Patients aged 65 years and older,
other criteria apply.

Prescriber
Restrictions

N/A

Coverage
Duration

Procedure-related sedation = 1mo. All other conditions = 12 months.

Other Criteria

All medically accepted indications other than insomnia, approve if the
physician has assessed risk versus benefit in using the High Risk
Medication (HRM) in this patient and has confirmed that he/she would still
like to initiate/continue therapy. Insomnia, may approve lorazepam if the
patient has had a trial with two of the following: ramelteon, doxepin 3mg
or 6 mg, eszopiclone, zolpidem, or zaleplon and the physician has assessed
risk versus benefit in using the HRM in this patient and has confirmed that
he/she would still like initiate/continue therapy.

Indications All Medically-accepted Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1
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CareSource

MI Health Link

HIGH RISK MEDICATIONS - BENZTROPINE

Products Affected

« benztropine oral

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions

Patients aged less than 65 years, approve. Patients aged 65 years and older,
other criteria apply

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria

For all medically-accepted indications, approve if the prescriber confirms
he/she has assessed risk versus benefit in prescribing benztropine for the
patient and he/she would still like to initiate/continue therapy

Indications All Medically-accepted Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

HIGH RISK MEDICATIONS -
CYCLOBENZAPRINE

Products Affected
« cyclobenzaprine oral tablet 10 mg, 5 mg

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions

Patients aged less than 65 years, approve.

Prescriber
Restrictions

N/A

Coverage
Duration

Authorization will be for 12 months.

Other Criteria

The physician has assessed risk versus benefit in using this High Risk
Medication (HRM) in this patient and has confirmed that he/she would still
like to initiate/continue therapy.

Indications All Medically-accepted Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

HIGH RISK MEDICATIONS - FIRST
GENERATION ANTIHISTAMINES

Products Affected

« hydroxyzine hcl oral tablet o promethazine oral
PA Criteria Criteria Details

Exclusion N/A

Criteria

Required N/A

Medical

Information

Age Restrictions

Patients aged less than 65 years, approve. Patients aged 65 years and older,
other criteria apply.

Prescriber
Restrictions

N/A

Coverage
Duration

Authorization will be for 12 months.

Other Criteria

For hydroxyzine hydrochloride, authorize use without a previous drug trial
for all FDA-approved indications other than anxiety. Approve hydroxyzine
hydrochloride if the patient has tried at least two other FDA-approved
products for the management of anxiety. Prior to approval of promethazine
and hydroxyzine, approve if the physician must have assessed risk versus
benefit in prescribing the requested HRM for the patient and must confirm
that he/she would still like to initiate/continue therapy.

Indications All Medically-accepted Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

HIGH RISK MEDICATIONS - PHENOBARBITAL

Products Affected

« phenobarbital

PA Criteria Criteria Details

Exclusion Coverage is not provided for use in sedation/insomnia.
Criteria

Required N/A

Medical

Information

Age Restrictions

Patients aged less than 65 years, approve. Patients aged 65 years and older,
other criteria apply.

Prescriber N/A
Restrictions

Coverage 12 months
Duration

Other Criteria

For the treatment of seizures, approve only if the patient is currently taking
phenobarbital.

Indications All Medically-accepted Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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CareSource

MI Health Link

HIGH RISK MEDICATIONS- ESTROGENS

estradiol-norethindrone acet

0.5-2.5 mg-mcg, 1-5 mg-mcg

Products Affected

o dotti o jinteli

 estradiol oral o lyllana

o estradiol transdermal patch semiweekly e mimvey

« estradiol transdermal patch weekly « norethindrone ac-eth estradiol oral tablet

fyavolv

PA Criteria Criteria Details
Exclusion N/A

Criteria

Required Previous medication use
Medical

Information

Age Restrictions

Patients aged less than 65 years, approve. Patients aged 65 years and older,
other criteria apply.

Prescriber
Restrictions

N/A

Coverage
Duration

Authorization will be for 12 months

Other Criteria

For the treatment of Vulvar Vaginal Atrophy, approve if the patient has had
a trial of one of the following for vulvar vaginal atrophy (brand or generic):
Estradiol VVaginal Cream, Imvexxy, Premarin Vaginal Cream or estradiol
valerate injection. For prophylaxis of Postmenopausal Osteoporosis,
approve if the patient has had a trial of one of the following (brand or
generic): alendronate, ibandronate, risedronate or Raloxifene. The
physician has assessed risk versus benefit in using this High Risk
medication (HRM) in this patient and has confirmed that he/she would still
like to initiate/continue therapy.

Indications

All Medically-accepted Indications.

Off-Label Uses

N/A
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CareSource

MI Health Link

IBRANCE

Products Affected
« IBRANCE

PA Criteria Criteria Detalils

Exclusion N/A
Criteria

Required N/A
Medical

Information

Age Restrictions | 18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria Breast cancer - approve recurrent or metastatic, hormone receptor positive
(HR+) [i.e., estrogen receptor positive- [ER+] and/or progesterone receptor
positive [PR+]] disease, and HER2-negative breast cancer when the pt
meets ONE of the following 1. Pt is postmenopausal and Ibrance will be
used in combination with anastrozole, exemestane, or letrozole 2, pt is
premenopausal or perimenopausal and is receiving ovarian
suppression/ablation with GnRH agonists, or has had surgical bilateral
oophorectomy, or ovarian irradiation AND meets one of the following
conditions: Ibrance will be used in combination with anastrozole,
exemestane, or letrozole or Ibrance will be used in combination with
fulvestrant 3. pt is a man (a man is defined as an individual with the
biological traits of a man, regardless of the individual's gender identity or
gender expression) who is receiving GnRH analog AND Ibrance with be
used in combination with anastrozole, exemestane or letrozole or Ibrance
will be used in combination with fulvestrant 4. Pt is postmenopausal and
Ibrance will be used in combination with fulvestrant. In addition, patients
new to therapy must have a trial of Kisqali, Kisgali Femara Co-Pack or
Verzenio prior to approval of Ibrance. Liposarcoma-approve if the patient
has well-differentiated/dedifferentiated liposarcoma (WD-DDLS).
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PA Criteria Criteria Details

Indications All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses Liposarcoma

Part B No
Prerequisite
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Caresource MI Health Link
ICATIBANT
Products Affected
 icatibant e sajazir
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required N/A
Medical
Information
Age Restrictions | N/A

Prescriber
Restrictions

Prescribed by, or in consultation with, an allergist/immunologist or a
physician that specializes in the treatment of HAE or related disorders

Coverage
Duration

Authorization will be for 1 year.

Other Criteria

Hereditary Angioedema (HAE) Due to C1 Inhibitor (C1-INH) Deficiency
[Type I or Type 1] - Treatment of Acute Attacks, Initial Therapy-the
patient has HAE type | or type 1l as confirmed by the following diagnostic
criteria (i and ii): i. the patient has low levels of functional C1-INH protein
(less than 50 percent of normal) at baseline, as defined by the laboratory
reference values AND ii. the patient has lower than normal serum C4 levels
at baseline, as defined by the laboratory reference values. Patients who
have treated previous acute HAE attacks with icatibant - the patient has
treated previous acute HAE type | or type Il attacks with icatibant AND
according to the prescribing physician, the patient has had a favorable
clinical response (e.g., decrease in the duration of HAE attacks, quick onset
of symptom relief, complete resolution of symptoms, decrease in HAE
acute attack frequency or severity) with icatibant treatment.

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite

H9712_MI-MMP-M-3191262-V.1
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ICLUSIG

CareSource

MI Health Link

Products Affected

e ICLUSIG

PA Criteria Criteria Detalils

Exclusion N/A

Criteria

Required Diagnosis the Philadelphia chromosome (Ph) status of the leukemia must
Medical be reported. T315I status

Information

Age Restrictions

18 years and older

Prescriber
Restrictions

N/A

Coverage
Duration

Authorization will be for 1 year

Other Criteria

Acute lymphoblastic leukemia, Philadelphia chromosome positive or
chronic myeloid leukemia-approve. GIST - approve if the patient tried all
of the following therapies first to align with NCCN recommendations
which include: Imatinib or Ayvakit (avapritinib tablets), AND Sunitinib or
Sprycel (dasatinib tablets), AND Stivarga (regorafenib tablets), AND
Qinlock (ripretinib tablets). Myeloid/Lymphoid Neoplasms with
Eosinophilia - approve if the tumor has ABL1 rearrangement or FGFR1
rearrangement.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Gastrointestinal Stromal Tumor, Myeloid/Lymphoid Neoplasms with
Eosinophilia

Part B
Prerequisite

No
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P £DHHS

Caresource MI Health Link
IDHIFA
Products Affected
e IDHIFA
PA Criteria Criteria Details
Exclusion N/A
Criteria
Required IDH2-mutation status
Medical
Information

Age Restrictions

18 years and older

Prescriber
Restrictions

N/A

Coverage
Duration

Authorization will be for 1 year

Other Criteria

AML - approve if the patient is IDH2-mutation status positive as detected
by an approved test

Indications All FDA-approved Indications.
Off-Label Uses N/A
Part B No

Prerequisite
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IMATINIB

CareSource

MI Health Link

Products Affected
 imatinib oral tablet 100 mg, 400 mg

PA Criteria Criteria Details

Exclusion N/A

Criteria

Required Diagnosis. For indications of CML and ALL, the Philadelphia
Medical chromosome (Ph) status of the leukemia must be reported.
Information

Age Restrictions

ASM, DFSP, HES, MDS/MPD/Myeloid/Lymphoid Neoplasms/Kaposi
Sarcoma/Cutaneous Melanoma-18 years and older

Prescriber N/A
Restrictions

Coverage 1 year
Duration

Other Criteria

For ALL/CML, must have Ph-positive for approval of imatinib. Kaposi's
Sarcoma-approve if the patient has tried at least one regimen AND has
relapsed or refractory disease. Pigmented villonodular
synovitis/tenosynovial giant cell tumor (PVNS/TGCT)-patient has tried
Turalio or according to the prescriber, the patient cannot take Turalio.
Myelodysplastic/myeloproliferative disease-approve if the condition is
associated with platelet-derived growth factor receptor (PDGFR) gene
rearrangements.Graft versus host disease, chronic-approve if the patient has
tried at least one conventional systemic treatment (e.g., imbruvica).
Cutaneous melanoma-approve if the patient has an activating KIT
mutation, metastatic or unresectable melanoma, and has tried at least one
systemic regimen. Myeloid/lymphoid neoplasms with eosinophilia-approve
if the tumor has an ABL1 rearrangement or an FIP1L1-PDGFRA or
PDGFRB rearrangement.

Indications

All FDA-approved Indications, Some Medically-accepted Indications.

Off-Label Uses

Chordoma, desmoid tumors (aggressive fibromatosis), cKit positive
metastatic or unresectable cutaneous melanoma, Kaposi's Sarcoma and
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v M&DHHS

Michigan Dep