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Clinical Edits

	Drug Description
	Generic Equivalent
	Indications and Approval Criteria

	DURATUSS AC 10 MG-1 MG/5 ML LQ
	DEXBROMPHENIRAMINE/ CODEINE PH
	Indicated to temporarily relieves these symptoms due to the common cold, hay fever (allergic rhinitis) or other upper respiratory allergies: runny nose, sneezing, itching of nose or throat, itchy/watery eyes, cough due to minor throat and bronchial irritation, nasal congestion, reduces swelling of nasal passages.
Opioids – Short-Acting Clinical Edit

Dose Optimization Fiscal Edit
· Age 12 and over: 60 mL per day


	FORZINITY 280 MG/3.5 ML VIAL
*To be discussed today
	ELAMIPRETIDE
	Indicated to improve muscle strength in adult and pediatric patients with Barth syndrome weighing at least 30 kg.
Forzinity Clinical Edit

Dose Optimization Fiscal Edit


	ITVISMA VIAL

	ONASEMNOGENE ABEPARVOVEC-BRVE
	Indicated for the treatment of spinal muscular atrophy (SMA) in adults and pediatric patients 2 years of age and older with confirmed mutation in SMN1 gene.
Spinal Muscular Atrophy (SMA) Clinical Edit

Approval Criteria – must meet all of the following:
· Prescribed by or in consultation with a neurologist or other specialist in the treated disease state;
· Participant aged ≥ 2 years and < 18 years;
· Documented diagnosis of SMA including genetic tests of 5q13 demonstrating one of the following:
· Homozygous SMN1 gene deletion or mutation; OR
· Compound heterozygous SMN1 gene mutation; AND
· Documentation that participant is able to sit independently; 
· Documentation that participant never had the ability to walk independently;
· Documented anti-AAV9 antibody titers of ≤ 1:50 measured by ELISA at time of treatment; 
· Documented completion of all the following baseline assessments:
· Liver function tests (AST, ALT, total bilirubin, and prothrombin time);
· Serum creatinine;
· Complete blood count (CBC) including hemoglobin and platelets; 
· Troponin-I levels;
· Pulmonary Function Assessment (for participants aged 5 and older); AND
· If treatment-naïve (no history of paid claim for Spinraza or Evrysdi): documentation of symptom onset began between 6 months and 18 months of age;
· Must provide one of the following (must be appropriate for the participant’s age):
· Children's Hospital of Philadelphia Infant Test of Neuromuscular Disorders (CHOP-INTEND);
· Hammersmith Functional Motor Scale – Expanded (HFMSE);
· Revised Upper Limb Module (RULM) or Upper Limb Module (ULM).
· Approval is for one time administration of one kit.

Denial Criteria – therapy will deny with the presence of one of the following:
· Any approval criteria are not met; 
· Previous claim for Zolgensma at any time;
· Concurrent utilization with Spinraza or Evrysdi;
· Active viral or bacterial infection (including Hepatitis B, Hepatitis C, HIV, Zika virus, gastroenteritis, otitis media, bronchiolitis, etc.);
· Concomitant illness that may create unnecessary risks for gene replacement therapy such as:
· Major renal or hepatic impairment;
· Known seizure disorder;
· Diabetes mellitus;
· Idiopathic hypocalcuria; OR
· Symptomatic cardiomyopathy; OR
· Participant is ventilator dependent, excluding night CPAP or BiPAP.


	KOSELUGO 5 MG SPRINKLE CAPSULE
KOSELUGO 7.5 MG SPRINKLE CAPSULE
	SELUMETINIB SULFATE
	Indicated for the treatment of pediatric patients 1 year of age and older with neurofibromatosis type 1 (NF1) who have symptomatic, inoperable plexiform neurofibromas (PN).
Neurofibromatosis Type 1 Clinical Edit 

Dose Optimization Fiscal Edit
· 5mg: 4 capsules per day
· 7.5mg: 8 capsules per day


	REDEMPLO 25 MG/0.5 ML SYRINGE
	PLOZASIRAN SODIUM
	Indicated as an adjunct to diet to reduce triglycerides in adults with familial chylomicronemia syndrome. 
Familial Chylomicronemia Syndrome (FCS) Clinical Edit

Approval Criteria, Initial Therapy – must meet all of the following:
· Participant ≥ 18 years of age; 
· Diagnosis of FCS confirmed based upon the American Association of Clinical Endocrinologists’ (AACE) criteria: 
· Must have all of the following: 
· Fasting TG (> 10 mmol/L or 880 mg/dL); 
· Refractory to standard TG therapies; AND 
· Absence of secondary causes (ex: alcohol use, uncontrolled type 2 diabetes, medications, and medical conditions known to increase TG); AND 
· Must have one of the following: 
· History of acute pancreatitis (AP); 
· Confirmation by genetic analysis; OR 
· History of recurrent abdominal pain without other known cause and presence of genetic variance of unknown function; 
· Prescribed by or in consultation with a cardiologist, endocrinologist, gastroenterologist, or specialist experienced in treatment of FCS; AND 
· Documented HbA1c < 9.0% at baseline.
· Initial approval period: 6 months

Approval Criteria, Continuation of Therapy – must meet all of the following:
· Documented clinical benefit (improvement in symptoms, triglyceride levels and/or reduction in episodes of acute pancreatitis).
· Continuation of therapy approval period: 12 months

Denial Criteria – therapy will deny with the presence of one of the following:
· Any approval criteria are not met;
· Concurrent therapy with Tryngolza.


	RETHYMIC IMPLANT
*To be discussed today
	THYMUS TISSUE-AGDC
	Indicated for immune reconstitution in pediatric patients with congenital athymia. 
Rethymic Clinical Edit







	VOYXACT 400 MG/2 ML SYRINGE
	SIBEPRENLIMAB-SZSI
	Indicated to reduce proteinuria in adults with primary immunoglobulin A nephropathy (IgAN) at risk for disease progression.
A Proliferation Inducing Ligand (APRIL) Blocker for IgAN Nephropathy Clinical Edit 

Approval Criteria, Initial Therapy – must meet all of the following:
· Prescribed by or in consultation with an appropriate specialist in the treated disease state;
· Participant is ≥ 18 years of age;
· Documented diagnosis of IgAN verified by kidney biopsy;
· Documented baseline eGFR ≥ 30 mL/min/1.73 m2
· Proteinuria > 0.5 g/day; AND
· Concurrently on maximally tolerated dose of ACEi, ARB, or Filspari
· Initial therapy approval period: 12 months

Approval Criteria, Continuation of Therapy – must meet all of the following:
· Documented compliance on concurrent therapy of ACEi, ARB, or Filspari; AND
· Documented benefit of therapy by reduced proteinuria.
· Continuation of therapy approval period: 12 months

Denial Criteria – therapy will deny with the presence of one of the following:
Approval criteria are not met; 
Participant is receiving dialysis or has undergone kidney transplant; OR
Participant is currently pregnant

Dose Optimization Edit
· 1 syringe every 4 weeks 



Fiscal Edits

	Drug Description
	Generic Equivalent
	Indications and Approval Criteria

	EPIOXA CROSS-LINKING KIT
*To be discussed today
	RIBOFLAVIN 5-PHOSPHATE SOD(B2)
	Indicated for use in epithelium-on corneal collagen cross-linking for the treatment of keratoconus in adults and pediatric patients aged 13 years and older.
Prior Authorization Required Fiscal Edit 

Dose Optimization Edit


	JASCAYD 9 MG TABLET
JASCAYD 18 MG TABLET
*To be discussed today
	NERANDOMILAST
	Indicated for the treatment of idiopathic and progressive pulmonary fibrosis in adult patients. 
Prior Authorization Required Fiscal Edit 

Dose Optimization Edit


	LYNKUET 60 MG CAPSULE
*To be discussed today
	ELINZANETANT
	A neurokinin 1 (NK1) and neurokinin 3 (NK3) receptor antagonist indicated for the treatment of moderate to severe vasomotor symptoms due to menopause.
Prior Authorization Required Fiscal Edit


	PAPZIMEOS VIAL
*To be discussed today
	ZOPAPOGENE IMADENOVEC-DRBA
	Indicated for the treatment of adults with recurrent respiratory papillomatosis.
Prior Authorization Required Fiscal Edit


	SUBVENITE 10 MG/ML SUSPENSION
	LAMOTRIGINE
	Indicated for: 
· Epilepsy—adjunctive therapy in patients aged 2 years and older: 
· partial-onset seizures 
· primary generalized tonic-clonic (PGTC) seizures 
· generalized seizures of Lennox-Gastaut syndrome. 
· Epilepsy—monotherapy in patients aged 16 years and older: Conversion to monotherapy in patients with partial-onset seizures who are receiving treatment with carbamazepine, phenytoin, phenobarbital, primidone, or valproate as the single antiepileptic drug.
· Bipolar disorder: Maintenance treatment of bipolar I disorder to delay the time to occurrence of mood episodes in patients treated for acute mood episodes with standard therapy.
Prior Authorization Required Fiscal Edit 

Approval Criteria – must meet all of the following:
· Must show medical reason as to why other formulations of lamotrigine cannot be utilized














Preferred Drug List Edits

	Drug Description
	Generic Equivalent
	Indications and Approval Criteria

	COXANTO 300 MG CAPSULE
	OXAPROZIN
	Indicated for relief of signs and symptoms of osteoarthritis, rheumatoid arthritis, and juvenile rheumatoid arthritis.
NSAID Agents PDL Edit – Non-Preferred
Manufacturer Requiring PA Fiscal Edit


	EXDENSUR 100 MG/ML SYRINGE
	DEPEMOKIMAB-ULAA
	Indicated for add-on maintenance treatment of severe asthma characterized by an eosinophilic phenotype in adult and pediatric patients aged 12 years and older.
Targeted Immune Modulators, Misc. Allergy and Asthma Related Monoclonal Antibodies PDL Edit – Non-Preferred

Dose Optimization Fiscal Edit
· 1 syringe every 152 days 


	JAVADIN 0.02 MG/ML SOLUTION
	CLONIDINE HCL
	Indicated for the treatment of hypertension in adult patients to lower blood pressure.
Sympatholytics PDL Edit – Non-Preferred
Prior Authorization Required Fiscal Edit 

Approval Criteria – must meet all of the following: 
· Participant aged ≤ 3 years; OR
· Must show medical reason as to why clonidine tablets cannot be utilized


	PALSONIFY 20 MG TABLET
PALSONIFY 30 MG TABLET
	PALTUSOTINE HCL
	Indicated for the treatment of adults with acromegaly who had an inadequate response to surgery and/or for whom surgery is not an option.
Somatostatin Analogs PDL Edit – Non-Preferred



	RHAPSIDO 25 MG TABLET
	REMIBRUTINIB
	Indicated for the treatment of chronic spontaneous urticaria (CSU) in adult patients who remain symptomatic despite H1 antihistamine treatment.
Targeted Immune Modulators, Select PDL Edit – Non-Preferred 

Approval Criteria – must meet all of the following: 
· Participant aged 18 years or older; 
· Documentation of therapeutic trial of both an H1 and H2 antihistamine at maximum tolerated dose; AND
· Documented 3-month therapeutic trial of Xolair
· Initial approval period: 6 months


	TONMYA 2.8 MG TABLET SL
	CYCLOBENZAPRINE HCL
	Indicated for the treatment of fibromyalgia in adults.
Skeletal Muscle Relaxants PDL Edit – Non-Preferred
Prior Authorization Required Fiscal Edit 

Approval Criteria – must meet all of the following: 
· Documented diagnosis of fibromyalgia; AND
· Reason of medical necessity why cyclobenzaprine tablets cannot be utilized.


	TYVASO DPI 80 MCG CARTRIDGE
	TREPROSTINIL
	Indicated for the treatment of pulmonary arterial hypertension (PAH; WHO Group 1) and pulmonary hypertension associated with interstitial lung disease (PH-ILD; WHO Group 3).
Pulmonary Arterial Hypertension (PAH) Agents, Prostacyclin Pathway Agonists, Inhaled PDL Edit – Non-Preferred


	VYSCOXA 10 MG/ML SUSPENSION
	CELECOXIB
	Indicated for:
· osteoarthritis, rheumatoid arthritis, and ankylosing spondylitis in adults
· juvenile rheumatoid arthritis in pediatric patients two years and older
NSAID Agents PDL Edit – Non-Preferred
Prior Authorization Required Fiscal Edit 

Approval Criteria – must meet all of the following: 
· Must show medical reason as to why celecoxib capsules cannot be utilized


	WEGOVY 1.5 MG TABLET
WEGOVY 4 MG TABLET
WEGOVY 9 MG TABLET
WEGOVY 25 MG TABLET
	SEMAGLUTIDE
	Indicated in combination with a reduced calorie diet and increased physical activity:
· to reduce the risk of major adverse CV events (CV death, non-fatal myocardial infarction, or non-fatal stroke) in adults with established CV disease and either obesity or overweight
· to reduce excess body weight and maintain weight reduction long term in adults with obesity, or in adults with overweight in the presence of at least one weight-related comorbid condition
Glucagon-Like Peptide-1 (GLP-1) Receptor Agonists Indicated for Obesity PDL Edit – Non-Preferred 
Prior Authorization Required Fiscal Edit 

Approval Criteria – must meet all of the following: 
· Must show medical reason as to why Wegovy injection cannot be utilized

Dose Optimization Fiscal Edit
· 1 tablet per day 


	ZORYVE 0.05% CREAM
	ROFLUMILAST
	Indicated for the topical treatment of mild to moderate atopic dermatitis in pediatric patients 2 to 5 years of age.
Atopic Dermatitis Agents, Immunomodulators PDL Edit – Non-Preferred

Approval Criteria – must meet all of the following: 
· Documented diagnosis of atopic dermatitis; 
· Participant is aged ≥ 2 years and < 6 years; 
· Documented therapeutic trial of pimecrolimus or topical tacrolimus defined as 2 claims in the past 6 months; AND
· Documented therapeutic trial of Opzelura in the past 6 months.

Dose Optimization Fiscal Edit
· 360 grams (6 tubes) every 365 days 
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