Oh- ‘ Department of 30 Day Change Notice
10 Medicaid Effective Date: October 1, 2022

NEW CLINICAL PA REQUIRED PREFERRED DRUGS

THERAPEUTIC CLASS CLINICAL CRITERIA REQUIRED PREFERRED
Blood Formation, Coagulation, and Thrombosis Releuko
Agents: Colony Stimulating Factors
Infectious Disease Agents: Antivirals — HIV Triumeq PD

NEW NON-PREFERRED DRUGS

THERAPEUTIC CLASS PA REQUIRED NON-PREFERRED
Analgesic Agents: Opioids Seglentis
Central Nervous System (CNS) Agents: Skeletal Fleqsuvy
Muscle Relaxants, Non-Benzodiazepine
Dermatological: Topical Acne Products Twyneo
Endocrine Agents: Androgens Tlando
Gastrointestinal Agents: Unspecified Gl lbsrela
Immunomodulator Agents for Systemic Adbry
Inflammatory Disease
Immunomodulator Agents for Systemic Cibingo
Inflammatory Disease
Immunomodulator Agents for Systemic Dupixent
Inflammatory Disease
Respiratory Agents: Monoclonal Antibodies-Anti- | Tezspire
IL/Anti-IgE

REVISED THERAPEUTIC CATEGORY CRITERIA

Analgesic Agents: Opioids
**0Ohio law requires prescribers to request and review an OARRS report before initially prescribing or
personally furnishing any controlled substance, such as an opioid analgesic or a benzodiazepine, and
gabapentin**

LENGTH OF AUTHORIZATIONS: For the course of therapy, up to 180 days

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling

NON-PREFERRED CRITERIA ABDIHONAL-AUTHORIZAHON-CRITERIA:

e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR

o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

e Must have had an inadequate clinical response of at least 7 days of at least two unrelated
preferred drugs
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o For non-preferred extended-release formulations: must provide documentation of an
inadequate clinical response with its immediate release formulation (if available)

o For non-preferred brand names that have preferred generics, must provide
documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)

ADDITIONAL SHORT-ACTING OPIOID CRITERIA FOR NEW STARTS
e The system will defines “new start” as having no opioid claims less-than-a-1-day-supply-of
epieids in the previous 90 days
¢ Initial short-acting requests can be authorized up to 90 days
o Length of authorization:-depending is dependent on the indication, previous patient
utilization, and requested length of therapy (could be more restrictive)
o To exceed acute opioid limits,patiertmusthave; documentation of the following must

be provided:
= Diagnosis code mustbe-submitted and-which must sheuld be for somatic type
pain

. Prescrlber attestation that the beneflts and risks of opioid therapy have been

dlscussed with patlent (-attestahen—deewmnted—en—prmpauﬂqepeafem—ieﬁm-)

o Exemptions to the additional criteria:
=  Patients receiving short-acting opioids for eertair-conditionsare-exemptirom
thesereguirements: active cancer treatment, palliative care, and end-of-
life/hospice care, sickle cell, severe burn, traumatic crushing of tissue,
amputation, or major orthopedic surgery
=  Prescriber attestation that patient is not opioid naive will-exemptpatients

from-thesereguirementsforexample—(i.e., new to Medicaid or was on a
higher dose in hospital)

Effective July 1, 2018, patients with short acting opioid therapy will be limited to 30 MED per
prescription and a maximum of 7 days per prescription. Prior authorization will be required to exceed
these limits.

ADDITIONAL ALL LONG-ACTING OPIOIDS CRITERIA REQUIRE PRIOR-AUTHORIZATION:
¢ Initial long-acting requests can be authorized up to {90 days appreval}
o Documentation of the following must sheuld be provided::as-part-efprior
E———
= Allothercausesof pain:
= Request is a daily dose equivalent of < 80 MED
= |nadequate clinical response to decumented-falure-of both non-opioid
pharmacologic and non-pharmacologic treatments
= History of short-acting opioids for > 60 days
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every 180 days}

Decumented-Treatment plan including risk assessment, substance abuse
history, concurrent therapies, and requirements for random urine screenings

(Baseline urine drug test must be submitted) and-treatmentplanincludes

Deeumeﬂta%mﬂ—ef—Pam and funct|on scores at each visit

Opioid contract required to be in place and shewld-be submitted with PA
form

o Exemptions to the additional criteria:

Patients receiving long-acting opioids for a catastrophic injury or cancer pain

I e aclditionald :

e Subsequent long-acting rerewal requests can be authorized up to {afterinitial 90-days-then

o Documentation of the following must be provided:

Current treatment plan

Demonstrated adherence to treatment plan through progress notes,
including pain and function scores,-aRd random urine screenings results
reviewed,-and concerns addressed, and no serious adverse outcomes
observed

e Dose escalation requests can be authorized up to 180 days
o Documentation of the following must be provided:

Prescriber attestation that indicates dose escalation ef is likely to result in
improved function and pain control

Requests for a daily dose >100 MED must be prescribed by reguires pain
specialist or anesthesiologist consultation

ADDITIONAL TRANSMUCOSAL FENTANYL CRITERIAEOR:

at least 27 days

. D o of ——
e Must be prescribed by an oncologist, pain specialist, or hospice/palliative prescriber-and
e Must currently be taking a long-acting opioid at therapeutic dose of fany of the following for

without adequate pain relief}:

> 60 mg oral morphine/day -e¢ > 8 mg oral hydromorphone/day -ef
> 25 mcg/hr transdermal fentanyl -e¢ > 25 mg oral oxymorphone/day e+
> 30 mg oral oxycodone/day e+ Equianalgesic dose of another opioid;-and

QL - Transmucosal Fentanyl: is</= 4 doses urits per day

Blood Formation, Coagulation, and Thrombosis Agents: Colony Stimulating Factors
LENGTH OF AUTHORIZATIONS: -Appreval-Authorization based upon diagnosis below

Diagnosis

Authorization Length

Acute Myeloid Leukemia (AML)

14 days or duration of
chemotherapy regimen

Malignancy at risk for febrile neutropenia or undergoing
myeloablative chemotherapy prior to allogeneic or autologous
bone marrow transplantation

14 days or duration of
chemotherapy regimen
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Myeloid Engraftment for bone marrow transplant (BMT) 30 days
Severe, chronic neutropenia with absolute neutrophil count (ANC)
of less than 500/mm3 and have symptoms associated with 30 days
neutropenia (e.g. fever, infections, oropharyngeal ulcers).
Hematopoietic radiation injury syndrome 30 days

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling

NON-PREFERRED CRITERIA:

e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR

o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

e Must have had an inadequate clinical response-as-the-patientfailed-a-therapeutictrial-of at
Ieast 14 days W|th one preferred drugmed+ea%ren2

o For non- preferred extended-release formulatlons must provrde documentatlon of an
inadequate clinical response with its immediate release formulation (if available)

o For non-preferred brand names that have preferred generics, requests must provide
documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)

SUBSEQUENT AUTHORIZATION CRITERIA:

e Must provide documentation of patient’s clinical response to treatment and ongoing safety
monitoring

Central Nervous System (CNS) Agents: Skeletal Muscle Relaxants, Non-Benzodiazepine
LENGTH OF AUTHORIZATIONS: 365 Days

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling

NON-PREFERRED CRITERIA:

e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR

o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

e Must have had an inadequate clinical response of at least as-there-hasbeena-30-days with
one Qreferred drug tHaJ—wrt-h—an—ager%net—reqw-rmg—pﬂeH}pprevall

o For non-preferred extended-release formulations: must provide documentation of an
inadequate clinical response with its immediate release formulation (if available)
o For non-preferred brand names that have preferred generics, requests must provide
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documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)

ADDITIONAL BACLOFEN SOLUTION CRITERIA:
e Must provide documentation of trial with baclofen tablets or justification why a non-solid
oral dosage form is indicated

ADDITIONAL CARISOPRODOL (SOMA) CRITERIA:

prowde med|caI Just|f|cat|on that no other muscle relaxant or agent to treat flbromyalgla
or any musculoskeletal condition, would serve the clinical needs of the patient.

SUBSEQUENT AUTHORIZATION CRITERIA:
e Must provide documentation of patient’s clinical response to treatment and ongoing safety
monitoring

 Dermatological: Topical Acne Prodycts

LENGTH OF AUTHORIZATIONS: 365 Days

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling

NON-PREFERRED CRITERIA:

e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR

o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

e Must have had an inadequate clinical response-te-ne-lessthan-a-of at least-30 days or (90 days

for ret|n0|ds) trial of at Ieast three @ preferred drugs meel-reat—reﬁs—net—req&%-ng—pﬂeh}ppreval

o For non-preferred extended-release formulations: must provide documentation of an
inadequate clinical response with its immediate release formulation (if available)

o For non-preferred brand names that have preferred generics, requests must provide
documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)

CLINICAL CRITERIA:
ADDITIONAL TRETINOIN/BENZOYL PEROXIDE (TWYNEO) CRITERIA
e Must provide documentation for patient’s inability to use the individual drugs

ADDITIONAL INFORMATION
o Patient-diagnesisskincancer—may-approveretinoid All retinoids — May be authorized with a

diagnosis of skin cancer
e Tazarotene (Tazorac) - Ratient-eiagnesispseriasis— May be authorized with a diagnosis of
psoriasis appreve-tazaretene{Fazorac)
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SUBSEQUENT AUTHORIZATION CRITERIA:

e Must provide documentation of patient’s clinical response to treatment and ongoing safety
monitoring

AR- All topical retinoids: A PA is required reguire-prierauthorization for patients aged 24 years and
older

_Endocrine Agents: Androgens

LENGTH OF AUTHORIZATIONS: 365 Days

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling

CLINICAL PA CRITERIA:

o Allproductswithinthis-categoryrequiresubmission-of Must provide documentation of lab
work to support the need for testosterone supplementation

NON-PREFERRED CRITERIA:

e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR

o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

o Therequestedmedication-may-beapprovedif There Must have has had been a-therapeutic
failure-an inadequate clinical response te-re-tess-thana of at least 90-days trialefwith all
Qreferred drugs medwaﬂens—net—mqemvrg—pﬂe{—a-pprevd

o For non-preferred extended-release formulations: must provide documentation of an
inadequate clinical response with its immediate release formulation (if available)

o For non-preferred brand names that have preferred generics, requests must provide
documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)

SUBSEQUENT AUTHORIZATION CRITERIA

e Must provide documentation of patient’s clinical response to treatment and ongoing safety
monitoring

Gastrointestinal Agents: Unspecified Gl

LENGTH OF AUTHORIZATIONS: 365 Days

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling
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STEP THERAPY CRITERIA:aH-agentstisted
e  Must have had an inadequate clinical response to-preferred-alternativesinrcludingro
less-thana at least 14-days trial-of with at least two preferred drugs medicationsnot

NON-PREFERRED CRITERIA:

e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR

o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

e Must have had an inadequate clinical response of-te-preferred-alternativesincluding
noe-less-thana at least 14-days triatef with at least three preferred drugs medications

net—peqw;mg—pner—appmm if |nd|cated for dlagn05|s

o For non-preferred extended-release formulations: must provide documentation of an
inadequate clinical response with its immediate release formulation (if available)

o For non-preferred brand names that have preferred generics, requests must provide
documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)

ABDDIHONALINEORMATION:
1—Patientmust-be 18 yearsorolder
ADDITIONAL METHYLNALTREXONE (RELISTOR) AND NALDEMEDINE (SYMPROIC) CRITERIA:

o  RELISTORand-SYMPROIE reguires Must have a history of chronic pain requiring continuous
op|0|d therapy for 284 days e#lenger— EleetpemePAam#appFe%AmﬂHJ%ter—ef—%—dasfs-ef

ADDITIONAL RIFAMYCIN DELAYED-RELEASE (AEMCOLO) CRITERIA:
AEMCOLO initial | eriteriaforT lers’ Diarrhea {TDI{ -
Bi i of TD

& Maximum authorization appreval-duratienis will be for 3 days

& Must have the inability to take, or failure of, any of the following:
= Azithromycin {gereric-Zithremax)
= Ciprofloxacin {generic-Cipro}
= Levofloxacin {generic-tevaguin}

= Ofloxacin {genericFloxin}
= Xifaxan-Rifaximin (Xifaxan)

ADDITIONAL SOMATROPIN INJECTION (ZORBITIVE) AND TEDLOGLUTIDE (GATTEX) CRITERIA:
o ZORBTIVE and-GATTEX require-a-diagnesis-of shortbowelsyndrome{SBS} anrd Must have

evidence of specialized parenteral nutritional support
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Must have documentatlon of approprlate eeteneseepy—and—lab assessment (b|I|rub|n alkalme
phosphatase, lipase, and amylase) at least 180 days prior to initiation

SUBSEQUENT AUTHORIZATION CRITERIA:

o Re-authorization-ofthesetherapies requires-Must provide documentation evidenee of
patient’s clinical response to treatment improved-cendition and ongoing safety monitoring

(i.e. measured-by-tetal-volumetotal-caloriesor decreased frequency of specialized

parenteral nutrition support, improvement in symptoms)

Immunomodulator Agents for Systemic Inflammatory Disease

LENGTH OF AUTHORIZATIONS: Initial: 90 days; Subsequent: 365 days Bependent-on-diagnosis

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling

CLINICAL PA CRITERIA:

e Must have been an inadequate clinical response of at least 90 days with two applicable first-
line drugs indicated for diagnosis — provide documentation of the trialed drugs, dosages,
dates, and duration

e Authorization of dosing regimens (loading/maintenance) will be based upon diagnosis.
Document the requested loading and maintenance dosing on PA form, if applicable

e Must not have a Ne current, active infection;and

e Must provide evidence of a negative TB test prior to initiation of biologic therapy, if required
by labeling

STEP THERAPY CRITERIA:

o Foradrugrequiringstep-therapy; Must have had therebeen an inadequate clinical response

of at least te-a-preferred-alternativeincludinga-trial-ofno-tess-than 9039 days with ef-at least
one preferred TNF inhibitor indicated for diagnosis

NON-PREFERRED CRITERIA: ADDIHONALINEFORMATION
e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR
o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

Must have #—t—he#e—has had beeﬂ an madequate clinical response a—the#apeetiefa-m-re—te—ne
lessthana of at least 90 days with trial-of at least two preferred drugs medications; if
indicated for diagnosis

o For non-preferred extended-release formulations: must provide documentation of an
inadequate clinical response with its immediate release formulation (if available)
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o For non-preferred brand names that have preferred generics, requests must provide
documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)

ADDITIONAL ATOPIC DERMATITIS CRITERIA:

e Must be prescribed by or in consultation with a dermatologist or allergist/immunologist-ANB
o Patienthas-Must have at least 10% body surface area (BSA) involvement -ANB-with

; bed i I ith its FDA labeling AN
e Patient-has-had-hadeguate-clinicalresponse-orcontraindicationto-two of the following:

topical corticosteroids, topical calcineurin inhibitors [e.g. Elidel], or topical PDE-4 inhibitors
[e g Eucnsa]—&nJess OR atoplc dermatitis is severe and mvolvesg#eate#—tuhan >25% of BSA

ADDITIONAL PLAQUE PSORIASIS CRITERIA:
e For patients-with-a-diagnesis-of-meoderate-to-severeplague-psoerasis-currently receiving

phototherapy, an inadequate clinical response of at least 90 days must be shown prior to

initial authorization for preferred drugs Humira-orEnbrel-willenly-beapproved-iftheredis-an

ADDITIONAL ULCERATIVE COLITIS CRITERIA:

Initial-approvalforHumira-willbe-for56-days- If an inadequate clinical response after 90 is
noetseenin-56 days with one TNF inhibitor, further TNF inhibitors will not be appreved

authorized.fthereis-an-initial-clinical-response-to-Humira-after 56-days-of therapy,butno

Date of Notice: 9/1/2022



Oh- ‘ Department of 30 Day Change Notice
10 Medicaid Effective Date: October 1, 2022

SUBSEQUENT AUTHORIZATION CRITERIA:
e Must provide documentation of patient’s clinical response to treatment and ongoing safety
monitoring

Infectious Disease Agents: Antivirals — HIV*
LENGTH OF AUTHORIZATIONS: 365 Days

GRANDFATHERING*:
Patients who have a claim for a non-preferred drug in the previous 120 days will be automatically

approved to continue the drug threugh-theautomated-PAsystem. Patients who have taken the

drug previously, but do not have claims history (e.g. new to Medicaid), will need to submit a prior
authorization in order to continue coverage.

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling

ABACAVIR/DOLUTEGRAVIR/LAMIVUDINE (TRIUMEQ PD) CRITERIA:
e Must provide documentation of the patient’s weight (only authorized for patient’s 10 — 25
ke)

FOSTEMSAVIR (RUKOBIA ER) CRITERIA:

o Patienthas-been-diaghosed-with Must provide documentation of a multidrug-resistant
HIV-1 infection

NON-PREFERRED CRITERIA:

e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR

o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

e Must have had an inadequate clinical response as-the-patient-had-a-therapeutic-trial-of at least

30 days with at least one preferred drug medication netrequiringpriorappreval. If applicable,
the request must address the inability to use the individual components.

o For non-preferred extended-release formulations: must provide documentation of an
inadequate clinical response with its immediate release formulation (if available)

o For non-preferred brand names that have preferred generics, requests must provide
documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)
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ADDITIONAL DARUNAVIR/COBICISTAT/EMTRICITABINE/TENOFOVIR (SYMTUZA) CRITERIA:

o Symtuzarequest Must provide elinicaustifieation documentation for patient’s inability to

use the individual drugs (Prezcobix and Descovy)

SUBSEQUENT AUTHORIZATION CRITERIA:

e Must provide documentation of patient’s clinical response to treatment and ongoing safety
monitoring

AR - Isentress chewable tablet: a PA is required for patients everddyears-eld 12 years and older

Respiratory Agents: Monoclonal Antibodies-Anti-IL/Anti-IgE
LENGTH OF AUTHORIZATIONS: Initial: 180 days; Subsequent: 365 days

ALL AUTHORIZATIONS: Must be prescribed in accordance with FDA approved labeling

CLINICAL PA CRITERIA:

e Must be prescribed by or in consultation with an applicable specialist (i.e., allergist/

immunologist, pulmonologist, or otolaryngologist)

e For Asthma — Must have had uncontrolled asthma symptoms and/or exacerbations despite at

least 30 days adherence-to-therapy with:
=  Medium dose preferred ICS/LABA inhaler for 6 years and older {patients6-11
years old) OR Medium-dose-preferred ICSALABA-inhaler medium dose preferred
ICS/LABA inhaler with tiotropium or high dose ICS/LABA inhaler for {patients12
years and older}

e For Chronic Rhinosinusitis with Nasal Polyposis — Must have Patient had an inadequate
clinical responseintelerance-ercontraindicationof at least 30 days to one oral corticosteroid
AND 30-day-triatte one nasal corticosteroid spray

e For Chronic Urticaria — Patient-has Must have had an inadequate clinical response of at least
tried and-falledtwe 14-days with two different antihistamines

NON-PREFERRED MEDICAHON CRITERIA:

e Must provide documentation of medical necessity beyond convenience Reguestsreguire
reasening for why the patient cannot be changed to a preferred drug (i.e., allergies, drug-drug
interactions, contraindications, or intolerances) OR

o For any nonsolid oral dosage formulation: must provide documentation of medical
necessity for why patient cannot be changed to a solid oral dosage formulation

. $here Must have had been an madequate clinical response ofNen—pFeie#ed—medwaﬂens

de&p#ee—at least 90 day ad-herenee—te—t—herapy W|th one a Qreferred drug agenié

o For non-preferred extended-release formulations: must provide documentation of an
inadequate clinical response with its immediate release formulation (if available)

o For non-preferred brand names that have preferred generics, requests must provide
documentation of an inadequate clinical response or allergy to two or more generic
labelers (if available)
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SUBSEQUENT AUTHORIZATION CRITERIA:

+—|nitialautherizationisimited-te180-days

o Re-authorization-ofup-te-365-days granted-folowing Must provide documentation of
demenstration-of patient’s clinical response to treatment improvementinpatient
cendition with-therapy and ongoing safety monitoring (i.e. PFT improvement, reduced
affected BSA)
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