PRIOR AUTHORIZATION CRITERIA

DRUG CLASS
BRAND NAME
(generic)

GLUCAGON-LIKE PEPTIDE-1 (GLP-1) RECEPTOR AGONIST:
ADLYXIN
(lixisenatide)

BYDUREON BCISE
(exenatide extended-release)

BYETTA
(exenatide)

OZEMPIC
(semaglutide)

RYBELSUS
(semaglutide)

TRULICITY
(dulaglutide)

VICTOZA
(liraglutide)

GLUCOSE-DEPENDENT INSULINOTROPIC POLYPEPTIDE (GIP)
RECEPTOR AND GLUCAGON-LIKE PEPTIDE-1 (GLP-1) RECEPTOR
AGONIST:

MOUNJARO

(tirzepatide)

Status: CVS Caremark® Criteria
Type: Initial Prior Authorization with Logic

POLICY

FDA APPROVED INDICATIONS

GLP-1 RECEPTOR AGONIST:

Adlyxin

Adlyxin is indicated as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes mellitus.

Limitations of Use
e Adlyxin has not been studied in patients with chronic pancreatitis or a history of unexplained pancreatitis.
Consider other antidiabetic therapies in patients with a history of pancreatitis.
e Adlyxin should not be used in patients with type 1 diabetes mellitus.
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e Adlyxin has not been studied in patients with gastroparesis and is not recommended in patients with
gastroparesis.

Bydureon BCise
Bydureon BCise is indicated as an adjunct to diet and exercise to improve glycemic control in adults and pediatric patients
aged 10 years and older with type 2 diabetes mellitus.

Limitations of Use:

e Bydureon BCise is not recommended as first-line therapy for patients who have inadequate glycemic control on
diet and exercise because of the uncertain relevance of the rat thyroid C-cell tumor findings to humans.

e Bydureon BCise is not indicated for use in patients with type 1 diabetes mellitus.

¢ Bydureon BCise is an extended-release formulation of exenatide and should not be used with other products
containing the active ingredient exenatide.

e Bydureon BCise has not been studied in patients with a history of pancreatitis. Consider other antidiabetic
therapies in patients with a history of pancreatitis.

Byetta
Byetta is indicated as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes mellitus.

Limitations of Use
e Byetta is not indicated for use in patients with type 1 diabetes.
e Byetta contains exenatide and should not be used with other products containing the active ingredient exenatide.
Byetta has not been studied in patients with a history of pancreatitis. Consider other antidiabetic therapies in
patients with a history of pancreatitis.

Ozempic
Ozempic is indicated:
e as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes mellitus.
e to reduce the risk of major adverse cardiovascular events (cardiovascular death, non-fatal myocardial infarction,
or non-fatal stroke) in adults with type 2 diabetes mellitus and established cardiovascular disease.

Limitations of Use

e Ozempic has not been studied in patients with a history of pancreatitis. Consider other antidiabetic therapies in
patients with a history of pancreatitis.
e Ozempic is not indicated for use in patients with type 1 diabetes mellitus.

Rybelsus
Rybelsus is indicated as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes
mellitus.

Limitations of Use
e Rybelsus has not been studied in patients with a history of pancreatitis. Consider other antidiabetic therapies in
patients with a history of pancreatitis.
e Rybelsus is not indicated for use in patients with type 1 diabetes mellitus.

Trulicity
Trulicity is indicated:
e as an adjunct to diet and exercise to improve glycemic control in adults and pediatric patients 10 years of age and
older with type 2 diabetes mellitus.
e toreduce the risk of major adverse cardiovascular events (cardiovascular death, non-fatal myocardial infarction,
or non-fatal stroke) in adults with type 2 diabetes mellitus who have established cardiovascular disease or
multiple cardiovascular risk factors.

Limitations of Use
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e Trulicity has not been studied in patients with a history of pancreatitis. Consider other antidiabetic therapies in
patients with a history of pancreatitis.
e Trulicity should not be used in patients with type 1 diabetes mellitus.

e Trulicity has not been studied in patients with severe gastrointestinal disease, including severe gastroparesis and
is therefore not recommended in these patients.

Victoza
Victoza is indicated:
e as an adjunct to diet and exercise to improve glycemic control in adults and pediatric patients aged 10 years and
older with type 2 diabetes mellitus.

e to reduce the risk of major adverse cardiovascular events (cardiovascular death, non-fatal myocardial infarction,
or non-fatal stroke) in adults with type 2 diabetes mellitus and established cardiovascular disease.

Limitations of Use
e Victoza should not be used in patients with type 1 diabetes mellitus.
e Victoza contains liraglutide and should not be coadministered with other liraglutide-containing products.

GIP/GLP-1 RECEPTOR AGONIST:
Mounjaro
Mounjaro is indicated as an adjunct to diet and exercise to improve glycemic control in adults with type 2 diabetes
mellitus.
Limitations of Use
e Mounjaro has not been studied in patients with a history of pancreatitis.
e Mounjaro is not indicated for use in patients with type 1 diabetes mellitus.

SCREEN OUT LOGIC*
*Include Rx and OTC products unless otherwise stated.

If a claim is submitted with an ICD 10 diagnosis code indicating type 2 diabetes mellitus under a prescription benefit
administered by CVS Caremark, then the requested drug will be paid under that prescription benefit.

For patients with no ICD 10 diagnosis code indicating type 2 diabetes mellitus submitted with their prescription
claim:

If the patient has filled a prescription for at least a 30-day supply of a diabetic supply (EXCLUDING insulin pen needles
and insulin syringes) OR metformin when the date of a metformin fill is AT LEAST 10 days prior to the claim for the
reguested drug OR another antidiabetic drug (EXCLUDING all target drugs) within the past 730 days under a prescription
benefit administered by CVS Caremark, then the requested drug will be paid under that prescription benefit. If the patient
does not meet the initial screen out logic, then the claim will reject with a message indicating that a prior authorization
(PA) is required. The prior authorization criteria would then be applied to requests submitted for evaluation to the PA unit.

COVERAGE CRITERIA

Type 2 Diabetes Mellitus
Authorization may be granted when the patient has a diagnosis of type 2 diabetes mellitus when ONE of the following
criteria are met:
e The patient has a history of an A1C greater than or equal to 6.5 percent. [ACTION REQUIRED: Documentation is
required for approval.]
e The patient has a history of a 2-hour plasma glucose (PG) greater than or equal to 200 mg/dL during oral glucose
tolerance test (OGTT). [ACTION REQUIRED: Documentation is required for approval.]
e The patient has a history of symptoms of hyperglycemia (e.g., polyuria, polydipsia, polyphagia) or hyperglycemic
crisis and a random plasma glucose greater than or equal to 200 mg/dL. [ACTION REQUIRED: Documentation is
required for approval.]
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e The patient has a history of a fasting plasma glucose (FPG) greater than or equal to 126 mg/dL [ACTION
REQUIRED: Documentation is required for approval.] when the following criteria is met:
o The patient fasted for at least 8 hours prior to the fasting plasma glucose (FPG) greater than or equal to
126 mg/dL

DURATION OF APPROVAL (DOA)
e 5694-D: DOA: 36 months
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