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Executive Summary 
Purpose: 
Ensure appropriate utilization and control of Vykat™ XR (diazoxide choline). 
	
Why Issue Selected:
Prader-Willi syndrome is a rare and complex genetic multisystem disorder, estimated to occur in approximately 1 in every 15,000 live births. PWS is characterized by severe hypotonia and feeding difficulties in early infancy, followed in later infancy or early childhood by excessive eating and gradual development of morbid obesity. Hyperphagia, present in 90-100% of patients, is thought to be due to a hypothalamic abnormality that causes lack of satiety, but its mechanism is not understood.

Vykat™ XR is indicated for the treatment of hyperphagia in adults and pediatric patients 4 years of age and older with Prader-Willi syndrome (PWS).  Vykat XR is the first FDA-approved treatment to address hyperphagia associated with PWS. The goal of Vykat XR therapy in the treatment of hyperphagia is not to solely target weight loss but to reduce hyperphagia and food seeking behaviors that subsequently lead to weight gain and improve patient and caregiver quality of life.

Due to the high cost and specific approved indication, MO HealthNet will impose clinical criteria to ensure appropriate utilization of Vykat XR for hyperphagia in participants with Prader-Willi Syndrome (PWS).

Program-Specific Information: Date Range FFS 7-1-2024 to 6-30-2025
	Drug
	Participants
	Claims
	Spend
	Average Spend per Claim

	VYKAT XR 25 MG
	-
	-
	-
	-

	VYKAT XR 75 MG
	2
	3
	$63,074.55
	$21,024.85

	VYKAT XR 150 MG
	1
	1
	$26,648.85
	$26,648.85



Setting & Population 
Drug class for review: Vykat™ XR (diazoxide choline).
Age range: All appropriate MO HealthNet participants aged 4 years and older

Approval Criteria
Initial Therapy:
· Must meet all of the following:
· Prescribed by or in consultation with an endocrinologist, neurologist, or other appropriate specialist in the treated disease state;
· Documented diagnosis of Prader-Willi Syndrome, confirmed by genetic testing; 
· Participant demonstrates hyperphagia that is moderate to severe in nature, confirmed by provider attestation;
· Participant demonstrates ability to swallow tablets;
· Participant is ≥ 4 years of age; AND
· Participant has documented baseline weight, HbA1c, and plasma glucose values.
·  Initial approval: 6 months
Continuation of Therapy:
· Must meet all of the following:
· Documented compliance to current therapy;
· Documented improvement in hyperphagic symptoms such as decreased food-related aggression, manipulation, and/or preoccupation; AND
· Documented regular monitoring of weight, fasting plasma glucose and HbA1c as clinically indicated.
· Continuation approval: 6 months
Denial Criteria
· [bookmark: _Hlk47597237]Therapy will deny with presence of one of the following: 
· Any approval criteria are not met.
[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 6 months
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