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Drug/Drug Class: Cobenfy Clinical Edit
First Implementation Date: TBD
Proposed Date: April 14, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: New Criteria

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of Cobenfy™ (xanomeline and trospium chloride) 
	
Why Issue Selected:
Cobenfy was approved by the FDA in September 2024 for the treatment of schizophrenia in adults, utilizing a novel mechanism of action. It combines a muscarinic agonist (xanomeline) and a muscarinic antagonist (trospium). The trospium does not appreciably cross the blood brain barrier and it offsets the undesirable peripheral anticholinergic effects of xanomeline. Cobenfy offers an alternative to the first- and second-generation antipsychotics that are associated with adverse effects including extrapyramidal symptoms, weight gain, QTc prolongation and increased risk for diabetes mellitus. Cobenfy does not carry a class antipsychotic warning or precaution, and it does not have a Black Box warning. However, it is contraindicated in patients with urinary retention, moderate or severe kidney or liver disease, gastric retention or untreated narrow-angle glaucoma. 	

Due to the high cost and specific approved indication, MO HealthNet will impose clinical criteria to ensure appropriate utilization of Cobenfy.

Program-Specific Information: Date Ranges FFS 1-1-2025 to 12-31-2025
	Drug
	Claims
	Spend
	Avg Spend per Claim

	COBENFY STARTER PACK
	6
	$10,192.01
	$1,698.67

	COBENFY 50 MG-20 MG CAPSULE
	84
	$116,746.66
	$1,389.84

	COBENFY 100 MG-20 MG CAPSULE
	145
	$232,501.68
	$1,603.46

	COBENFY 125 MG-30 MG CAPSULE
	133
	$216,671.31
	$1,629.11



Setting & Population 
Drug class for review: Cobenfy™ (xanomeline and trospium chloride)
Age range: All appropriate MO HealthNet participants

Approval Criteria
Initial Therapy:
Must meet all of the following:
· Participant is ≥ 18 years of age;
· Diagnosis of schizophrenia; 
· Documented therapeutic trial of 2 of the following from the Antipsychotics - 2nd Generation (Atypical) Oral & Transdermal Agents Resource List (criteria may be found here: Pharmacy Clinical Edits and Preferred Drug Lists | mydss.mo.gov):
· Clozapine; 
· One Resource List A agent other than clozapine;
· One Resource List B agent; AND
· Approval is subject to clinical consultant review. 
Initial approval period: 3 months

Continuation of Therapy:
Must meet all of the following:
· Documentation of compliance to current therapy;
· Documentation of clinical benefit of therapy required for renewal; AND
· Continued approval subject to clinical consultant review.
Continuation approval period: 6 months

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met; 
· Documented history of ≥ 2 antipsychotics (typical or atypical) in the past 90 days; OR
· Claim exceeds maximum dosing limitations:
	Drug Description
	Generic Equivalent
	Max Dosing Limitation

	COBENFY STARTER PACK
	XANOMELINE TART/TROSPIUM CHLOR
	2 capsules per day

	COBENFY 50 MG-20 MG CAPSULE
	XANOMELINE TART/TROSPIUM CHLOR
	2 capsules per day

	COBENFY 100 MG-20 MG CAPSULE
	XANOMELINE TART/TROSPIUM CHLOR
	2 capsules per day

	COBENFY 125 MG-30 MG CAPSULE
	XANOMELINE TART/TROSPIUM CHLOR
	2 capsules per day



[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 3 months
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