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1. Background:   
 

Vijoice® (alpelisib) is a kinase inhibitor indicated for the treatment of adult and pediatric patients 2 
years of age and older with severe manifestations of PIK3CA-Related Overgrowth Spectrum (PROS) 
who require systemic therapy. This indication is approved under accelerated approval based on 
response rate and duration of response. Continued approval for this indication may be contingent 
upon verification and description of clinical benefit in a confirmatory trial(s).1     

 
2. Coverage Criteriaa: 
 

A. Initial Authorization   
 

1. Vijoice will be approved based on ALL of the following criteria: 
 
a. Diagnosis of PIK3CA-Related Overgrowth Spectrum (PROS) based on both of the 

following criteria2:  
 
(1) Confirmed presence of a mutation in the PIK3CA gene 

 
-AND- 

 
(2) One of the following: 

 
(a) Two or more of the following spectrum features: 

i. Overgrowth: adipose, muscle, nerve, skeletal 
ii. Vascular malformations: capillary, venous, arteriovenous, lymphatic 

iii. Epidermal nevus 
 

  -OR- 
 

(b) One or more of the following isolated features: 
i. Large isolated lymphatic malformation 

ii. Isolated macrodactyly or overgrown splayed feet/ hands with 
overgrown limbs 

iii. Truncal adipose overgrowth 
iv. Hemimegalencephaly (bilateral) / dysplastic megalencephaly / focal 

cortical dysplasia 
v. Epidermal nevus 

vi. Seborrheic keratoses 
vii. Benign lichenoid keratoses 
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-AND- 

 
b. Patient is 2 years of age or older 

 
-AND- 

 
c. Patient has severe manifestations of PROS3 (e.g., severe vascular malformations, 

chronic gastrointestinal bleeding, severe dyspnea, disabling chronic pain, severe 
epilepsy, severe manifestations despite previous debulking surgery)  

 
-AND- 

 
d. Prescribed by, or in consultation with, a clinical geneticist or a practitioner who has 

specialized expertise in the management of PROS manifestations 
 

Authorization will be issued for 6 months. 
 
B.  Reauthorization  

 
1. Vijoice will be approved based on both of the following criteria: 

 
a. Documentation of positive clinical response to Vijoice therapy 

 
-AND- 

 
b. Prescribed by, or in consultation with, a clinical geneticist or a practitioner who has 

specialized expertise in the management of PROS manifestations. 
 

Authorization will be issued for 12 months. 
 

a  State mandates may apply.  Any federal regulatory requirements and the member specific 
benefit plan coverage may also impact coverage criteria. Other policies and utilization 
management programs may apply. 

 
 
3. Additional Clinical Rules: 

 
• Notwithstanding Coverage Criteria, UnitedHealthcare may approve initial and re-authorization 

based solely on previous claim/medication history, diagnosis codes (ICD-10) and/or claim logic. 
Use of automated approval and re-approval processes varies by program and/or therapeutic class. 

• Supply limits may be in place. 
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