Clinical Criteria, Step Therapy, and Quantity Limits for TennCare
Preferred Drug List (PDL):
Interim Criteria for Agents Awaiting PAC Review

July 1, 2026

To view the full Preferred Drug List (PDL) and other Program Information, please visit the Optum Rx/TennCare website.

With the exception of the “Branded Drugs to be Classified as Generics” list, TennCare is a mandatory generic program in
accordance with state law (TCA 53-10-205). Approval of a branded product when a generic is available requires
documentation of a serious adverse reaction from the generic via an FDA MedWatch form OR contraindication to an
inactive ingredient in the AB-rated generic equivalent. Therapeutic Failure of an AB-rated generic equivalent may be
considered for approval of branded products in the following high-risk medication classes: Anticonvulsants, Atypical
Antipsychotics, HIV antivirals, Immunosuppressants, and Oncology Agents.

Faxed PA submissions require the use of the General PA Form, unless a drug/class specific form is noted for the
drug/drug class.

PA approval duration length is one (1) year unless otherwise indicated.

Please note the following:

e All agents must be prescribed by a provider with a Tennessee Medicaid Provider ID.

e Approval of Non-Preferred (NP) agents requires trial and failure, contraindication, or intolerance of two (2)
preferred agents, unless otherwise indicated. This is the Standard NP Criteria.

e Agents not listed on the PDL may be considered non-preferred unless otherwise indicated.

e Agents that must be administered by a healthcare provider or in a healthcare facility may by covered under
medical benefits. Providers should refer to the patient’s Managed Care Organization (MCO) for coverage
information. Please refer to the Covered Injectable Drugs list for exceptions.

Abbreviations

Abbreviation Definition Abbreviation Definition

B Budgetary Reduction edit for utilization control Caps Capsules

/DD Intellectual and Developmental Disabilities Conc Concentrate

N/A Not applicable Cr Cream

NP Non-Preferred Agent Inh Inhalation

P Preferred Agent Inj Injection

PA Prior Authorization Oint Ointment

PAC Pharmacy Advisory Committee Soln Solution

PDL Preferred Drug List Supp Suppository

QL Quantity Limit Susp Suspension
Tabs Tablets

Optum Rx*


https://contenthub-aem.optumrx.com/content/dam/contenthub/onboarding/assets/Tenncare/Tenncare-PDL.pdf
https://welcome.optumrx.com/tenncare/landing
https://contenthub-aem.optumrx.com/content/dam/contenthub/onboarding/assets/Tenncare/Brand-as-Generic-List.pdf
https://contenthub-aem.optumrx.com/content/dam/contenthub/rx-assets/en/documents/clients/tenncare/General-TennCare.pdf

I. INTERIM CRITERIA FOR AGENTS AWAITING PAC REVIEW

Cardamyst® nasal spray

PDL Status Awaiting PAC Review
Quantity Limit 4 devices /month

PA Criteria See below

PA Form General PA Form

PA Approval Duration | 6 months

Cardamyst® nasal spray Initial PA Criteria:

Diagnosis of paroxysmal supraventricular tachycardia (PSVT); AND

Confirmation of failure, intolerance, or contraindication to oral preventative therapy (e.g., diltiazem, verapamil,
beta-blockers), OR must be used concurrently; AND

Patient has had prior sustained symptomatic episodes lasting greater than or equal to 20 minutes; AND

Drug will be used for conversion of acute symptomatic episodes of PSVT to sinus rhythm; AND

Patient does not have any contraindication to etripamil (e.g., heart failure, Wolff-Parkinson-White (WPW), Lown-
Ganong-Levine (LGL) syndromes); AND

Prescribed by, or in consultation with, a cardiologist or electrophysiologist

Enbumyst® nasal spray

PDL Status Awaiting PAC Review
Quantity Limit 120 units/month

PA Criteria See below

PA Form General PA Form

PA Approval Duration | 1 month

E

nbumyst® nasal spray Initial PA Criteria:
Diagnosis of one of the following:
o Chronic heart failure
o Hepatic disease
o Kidney disease, including nephrotic syndrome; AND
Prescribed by, or in consultation with, a cardiologist, nephrologist, hepatologist, or gastroenterologist; AND
Prescriber attests being used for short-term treatment, when the use of IV or oral bumetanide is not feasible (e.g.,
access issues, resistance, poor gastrointestinal absorption, delayed onset)
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Hepcludex® vials

PDL Status

Awaiting PAC Review

Quantity Limit 1 vial/day
PA Criteria See below
PA Form General PA Form

Hepcludex® vials Initial PA Criteria:
e Patient is labeled age minimum; AND
e Diagnosis of Chronic Hepatitis Delta virus (HDV) infection in adults without cirrhosis OR with compensated liver

disease; AND

e Patient exhibits detectable serum HDV RNA levels as confirmed by quantitative assay in past 6 months; AND
e Prescriber attests that patient has been given first dose in the office ; AND
e Prescriber attests that patient or caregiver has been counseled on proper dilution and administration technique;

AND

e Prescribed by or in consultation with a hepatologist

Hepcludex® vials Renewal PA Criteria:

e Documentation of positive clinical response to therapy (e.g. undetectable HDV RNA or > 2 log10 IU/mL decline from
baseline, ALT normalization); AND

e Patient is not experiencing any unacceptable toxicities from the drug (e.g., severe hypersensitivity reactions,
headache, pruritic, abdominal pain, injection site reactions, etc.)

Hyrnuo® tablets

PDL Status Awaiting PAC Review
Quantity Limit 4 tablets/day

PA Criteria See below

PA Form General PA Form

Hyrnuo ® tablets PA Criteria:
e Diagnosis of unresectable or metastatic non-squamous non-small cell lung cancer (NCSLC); AND
e Patient is positive for HER2 (ERBB2) tyrosine kinase domain activating mutations as detected by an FDA approved

test; AND

e Patient is labeled age minimum ; AND

e Patient has documented disease progression on at least one prior systemic therapy (e.g., platinum and Carboplatin
based chemotherapy); AND

e Prescribed by, or in consultation with, an oncologist

Hyrnuo® Renewal PA Criteria:

e Patient continues to meet initial criteria; AND

e Patient has positive disease response defined as disease stabilization or decrease in size of tumor or tumor spread;

AND

e Patient does not have unacceptable toxicity (e.g., hepatotoxicity, left ventricular dysfunction, interstitial lung

disease/pneumonitis)
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Inluriyo® tablets

PDL Status Awaiting PAC Review
Quantity Limit 2 tablets/day

PA Criteria See below

PA Form General PA Form

Inluriyo ® tablets PA Criteria:

Patient is labeled age minimum; AND

Diagnosis of advanced or metastatic breast cancer that meets ALL of the following:

o Estrogen receptor (ER)-positive;

o Human epidermal growth factor receptor 2 (HER2)-negative;

o Estrogen receptor-1 (ESR1)-mutated; AND

Presence of an estrogen receptor-1 (ESR1) mutation as confirmed by an FDA-approved test; AND

Patient has documented disease progression on at least one prior treatment of endocrine therapy (e.g. tamoxifen,

anastrozole, exemestane, letrozole, etc.); AND

If female patient: pre-menopausal or peri-menopausal OR male patient; AND

o Will be using in combination with a gonadotropin-releasing hormone (GnRH) agent (e.g. leuprolide, goserelin,
triptorelin); AND

Prescribed by, or in consultation with, an oncologist or hematologist.

Inluriyo® Renewal Criteria

Patient continues to meet initial criteria; AND

Patient has positive disease response defined as disease stabilization or decrease in size of tumor or tumor spread;
AND

Patient does not have unacceptable toxicity (e.g., hepatotoxicity, left ventricular dysfunction, interstitial lung
disease/pneumonitis)

Icotyde® tablets
PDL Status Awaiting PAC Review
Quantity Limit 1 tablet/day
PA Criteria See below
PA Form General PA Form
PA Approval Duration | Initial: 6 months; Renewal: 1 year

Icotyde® tablets PA Criteria:

Diagnosis of chronic moderate to severe Plaque Psoriasis (PsO); AND
Trial and failure to TWO preferred immunomodulator agents with the same indication, one of which must be
Tremfya;

Icotyde® tablets Renewal PA Criteria:

Disease response to therapy and tolerability compared to baseline (e.g. a 50% reduction of total PASI score)
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Imcivree® injection

PDL Status New Indication awaiting PAC Review; Refer to Criteria PDL for other indications
Quantity Limit 90 mg/month

PA Criteria See below

PA Form General PA Form

PA Approval Duration | Initial: 6 months; Renewal: 1 year

Acquired Hypothalamic Obesity (HO)
Imcivree® injection Initial PA Criteria:
e Diagnosis of Acquired Hypothalamic Obesity (HO) as confirmed by submission of medical records (i.e., chart notes)
documenting ONE of the following:
o Brain tumors (e.g., craniopharyngiomas, gliomas, pituitary adenomas, hamartomas)
Neurosurgical intervention
Cranial radiation therapy
Traumatic brain injury
Stroke
Non-tumor structural hypothalamic insult/injury due to inflammation, infection, or bleeding; AND
e ONE of the following:
o Patient < 18 years of age with weight > 95" percentile for age; OR
o Patient > 18 years of age with BMI > 30 kg/m?; AND
e Prescribed by, or in consultation with, an endocrinologist, a geneticist, or a physician who specializes in metabolic
disorders
Imcivree® injection Renewal PA Criteria:
e Positive clinical response to therapy is defined as weight loss from baseline weight > 5% if on therapy < 12 months or
> 10% if on therapy > 12 months

O O O O O

Kygevvi® packet

PDL Status Awaiting PAC Review

Quantity Limit None

PA Criteria See below

PA Form General PA Form

PA Approval Duration | Initial: 6 months; Renewal: 1 year

Kygevvi® packet Initial PA Criteria:

e Diagnosis of thymidine kinase 2 deficiency (TK2d) as evidenced by a mutation in the thymidine kinase 2 (TK2) gene;
AND

e Patient has an age of symptom onset on or before 12 years; AND

e Prescriber attests that baseline liver transaminase (e.g., alanine aminotransferase [ALT] and aspartate
aminotransferase [AST]) and total bilirubin levels were obtained prior to treatment initiation; AND

e Agentis prescribed by either a neurologist, metabolic disease/geneticist specialist, pulmonologist, or a physician
specializing in the condition being treated

Kygewvi® packet Renewal PA Criteria

e Patient has disease stabilization or clinical response to therapy; AND

e Patient does not have unacceptable toxicity (e.g., elevated ALT, AST, total bilirubin, Gl adverse reactions)
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Wegovy® tablets

PDL Status Awaiting PAC Review

Quantity Limit 1 tablet/day

PA Criteria See below

PA Form General PA Form

Notes Patients not meeting the renewal criteria may be approved for up to one month to allow for
titration off medication.

Weight Management

Wegovy® tablets Initial PA Criteria:

Patient must be 18 years of age or older; AND
Treatment is for the management of obesity; AND
One of the following:

o Submission of medical records (e.g. chart notes) documenting a body mass index (BMI) > 30 kg/m2; OR

o Submission of medical records (e.g. chart notes) documenting a BMI of greater than 27 kg/m2 with a weight

related comorbidity (e.g. hypertension, dyslipidemia, diabetes, coronary heart disease, MASH/NASH,
obstructive sleep apnea); AND
= Patient is on and adherent to guideline-directed therapy (e.g., antihypertensive(s), lipid lowering
agents, etc.) where indicated unless contraindicated (supported by medical documentation or claims
history);

Trial and failure, or contraindication, or intolerance to 2 preferred GLP-1 agonist weight management agents; AND
Prescriber attests patient is participating in complementary nutritional and lifestyle changes (e.g., dietary
modification, increased physical activity as medically able, structured behavioral intervention, comprehensive
weight management program); AND

Medication will not be used in combination with other medications FDA approved for obesity/weight loss; AND
Will not be co-administered with injectable or oral GLP-1 receptor agonists (i.e., exenatide, liraglutide, Ozempic®,
Rybelsus®, Zepbound®); AND
Patient does not have personal or immediate family history of medullary thyroid carcinoma or multiple endocrine
neoplasia type 2 (MEN2); AND
Submission of medical records (i.e. chart notes) providing a clinically valid reason why patient can’t use Wegovy
injectable (NOTE: Patient convenience, mild injection site reactions, or needle phobia is NOT an approvable reason.
Patient must have contraindication to the excipients in the injectable Wegovy product.)

Wegovy® tablets Renewal PA Criteria:

Patient has continued participating in complementary nutritional and lifestyle changes (e.g., dietary modification,
increased physical activity as medically able, structured behavioral intervention, comprehensive weight
management program); AND
One of the following:
o Patient is currently on the 25mg once daily maintenance dose; OR
o Submission of medical records (i.e., chart notes) demonstrating a positive clinical response (e.g., decrease in
body weight, blood pressure, heart rate, etc.) with no adverse effects (e.g., nausea, diarrhea, constipation,
hypoglycemia, acute pancreatitis/gallbladder disease, etc.) at a lower maintenance dose; AND
Medication will not be used in combination with other medications for obesity/weight loss; AND
Will not be used concomitantly with DPP-4 inhibitors; AND
Will not being co-administered with another injectable or oral GLP-1 receptor agonists (i.e., exenatide, liraglutide,
Ozempic®, Rybelsus®, Zepbound®); AND
Submission of medical records (e.g., chart notes) documenting a weight loss of > 5% of baseline body weight
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