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Drug/Drug Class: Kygevvi Clinical Edit
First Implementation Date: TBD
Proposed Date: July 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 Kygevvi® (dexecitine/doxribtimine) 
	
Why Issue Selected:
In November of 2025, Kygevvi® (dexecitine/doxribtimine) gained FDA approval for the treatment of thymidine kinase 2 deficiency (TK2d) in adults and pediatric patients with an age of symptom onset on or before 12 years. TK2d is an ultra-rare genetic disorder that primarily affects muscle function. It has been reported that only ~120 cases are documented worldwide, though the condition may be underdiagnosed. Diagnosis of TK2d results from symptom onset and is confirmed by genetic testing. Symptoms include progressive muscle weakness in the arms and legs, difficulty breathing, eye muscle weakness and chewing and swallowing issues. Age of symptom onset and disease progression varies widely among patients with the disease. The earlier the onset of symptoms typically indicates more severe and faster progressing disease. Kygevvi marks the first treatment for TK2d and is supplied in single dose powder packets. 

Due to Kygevvi’s highly specific indication and high cost, MO HealthNet will impose criteria to ensure appropriate utilization.

Program-Specific Information: Date Ranges FFS 4-1-2025 to 3-31-2026
	Drug
	Participants
	Cost per month (MAC)
	Cost per year (MAC)

	KYGEVVI 4 GM (2GM-2GM) POWD PK
	0
	$164,385
	$1,972,620


· Weight based dosing example for a 50 kg patient.

Setting & Population 
Drug class for review: Kygevvi® (dexecitine/doxribtimine)
Age range: All appropriate MO HealthNet participants.

Approval Criteria
Initial Therapy:
· Must meet all of the following:
· Prescribed by or in consultation with a neurologist, geneticist or other specialist in the treated disease state;
· Documented diagnosis of thymidine kinase 2 deficiency with genetic confirmation of variant in TK2 gene;
· Documentation of symptom onset on or prior to 12 years of age;
· Documented completion of baseline liver assessments: AST, ALT, and total bilirubin; AND
· Must provide one of the following:
· 6-minute Walk Test (6MWT);
· Motor Function Measure (MFM 20 or 30); OR
· Pulmonary function test.
· Initial approval for 6 months.

Continuation of Therapy:
Must meet all of the following:
· Documentation of clinical benefit (as evidenced by improvement or stabilization from baseline submitted test or ability to meet growth and developmental milestones); AND
· Transaminase elevations are not greater than 3 times the upper limit of normal (ULN).
Continuation approval period: 12 months

Denial Criteria
Therapy will deny with presence of one of the following:
· Any approval criteria are not met; 
· Participant is currently pregnant; 
· Participant has known cirrhosis; OR
· Claim exceeds maximum dosing limitations:
	Drug Description
	Generic Equivalent
	Max Dosing Limitation

	KYGEVVI 4 GM (2GM-2GM) POWD PK
	DOXECITINE/DOXRIBTIMINE
	16 packets/day



[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 1 year
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