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[bookmark: _Hlk792159]SmartPA Criteria Proposal

Drug/Drug Class: Botulinum Toxin Clinical Edit
First Implementation Date: January 29, 2004
Proposed Date: January 20, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: Revision of Existing Criteria

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of botulinum toxin agents
 
	
Why Issue Selected: Botulinum toxin has been in use since the 1970s. Over the last few years utilization of botulinum toxin has expanded to a larger range of cosmetic and non-cosmetic approved indications. Four preparations of botulinum toxin type A (Botox®, Daxxify®, Dysport® and Xeomin®) and one preparation of botulinum toxin type B (Myobloc®) are commercially available.  Botox first earned FDA approval in 1989. Dysport and Myobloc were approved in 2009, Xeomin was approved in 2010, and Daxxify was approved in 2022.  The clinical effect of botulinum toxin is the result of a reversible inhibition of acetylcholine release which prevents contraction of muscle.  The molecules and pharmacokinetics of the botulinum toxin products differ, making a straight conversion ratio of equivalent therapeutic doses difficult.  MO HealthNet will edit botulinum toxin agents to ensure appropriate prescribing of these agents for non-cosmetic uses only.

Program-Specific Information: Date Range FFS 10-1-2024 to 9-30-2025
	Drug
	Claims
	Spend
	Avg Spend per Claim

	BOTOX 100 UNIT VIAL
	3,406
	$4,270,513.35 
	$1,253.82 

	BOTOX 200 UNIT VIAL
	1,211
	$1,562,079.12 
	$1,289.91 

	DAXXIFY 100 UNIT VIAL
	1
	$1,260.00 
	$1,260.00 

	DYSPORT 300 UNIT VIAL
	61
	$37,208.01 
	$609.97 

	DYSPORT 500 UNIT VIAL
	106
	$142,610.41 
	$1,345.38 

	MYOBLOC 2,500 UNIT/0.5 ML VIAL
	1
	$613.28 
	$613.28 

	MYOBLOC 5,000 UNITS/1 ML VIAL
	3
	$1,292.11 
	$430.70 

	XEOMIN 50 UNIT VIAL
	22
	$6,592.19 
	$299.65 

	XEOMIN 100 UNIT VIAL
	70
	$40,931.46 
	$584.74 

	Total
	4,881
	$6,063,099.93 
	$1,242.18 



Setting & Population 
Drug class for review: Botulinum toxin agents
Age range: All appropriate MO HealthNet participants

Approval Criteria
[bookmark: _Hlk78986009]Must meet one of the following:
· Documented diagnosis of cervical dystonia torticollis;
· Documented diagnosis of blepharospasm – must meet one of the following:
· Claim is for Botox and participant aged 12 years or older; OR
· Claim is for Xeomin and participant aged 18 years or older; 
· Documented diagnosis of upper limb spasticity – must meet all of the following:
· Claim is for Botox, Xeomin, or Dysport; AND
· Participant aged 2 years or older;
· Documented diagnosis of lower limb spasticity – must meet all of the following:
· Claim is for Botox or Dysport; AND
· Participant aged 2 years or older;
· Documented diagnosis of chronic sialorrhea – must meet one of the following:
· Claim is for Xeomin and participant aged 2 years or older; OR
· Claim is for Myobloc and participant aged 18 years or older;
· Documented diagnosis of strabismus and claim is for Botox;
· Documented diagnosis of chronic migraine:
· Claim is for Botox; AND
· Must meet one of the following:
· Previous history of Botox therapy in the past year without concurrent prophylactic CGRP inhibitor therapy; OR
· If no previous history of Botox therapy in past year – must meet all of the following:
· Therapeutic trial of calcitonin gene-related peptide (CGRP) inhibitors approved for prophylactic therapy (90 days out of the past 150 days); AND
· Documented history of 4 or more migraines per month despite prophylactic CGRP inhibitor therapy; OR
· For Botox therapy for migraines with concurrent prophylactic CGRP inhibitor therapy must meet all of the following:
· Failure to achieve desired therapeutic outcomes with trial of 2 or more prophylactic CGRP inhibitor agents in the past 12 months; AND
· Documented history of 4 or more migraines per month or severe headaches causing impaired function, despite stable monotherapy regimens with both a CGRP inhibitor and Botox alone.
· Criteria for CGRP inhibitors approved for prophylactic therapy are listed in the Calcitonin Gene-Related Peptide (CGRP) Inhibitors PDL Edit located here: Pharmacy Clinical Edits and Preferred Drug Lists | mydss.mo.gov;
· Documented diagnosis of hyperhidrosis, primary focal hyperhidrosis, secondary facial hyperhidrosis, neurogenic bladder, detrusor over-activity, hypertonicity of bladder, urge incontinence, or mixed incontinence – must meet all of the following:
· Claim is for Botox; 
· Documented trial and failure of anticholinergics, antispasmodics, or drying agents; AND
· Clinical Consultant Review; OR
· Documented diagnosis of idiopathic constipation or Hirschsprung’s disease – must meet all of the following:
· Claim is for Botox; AND
· Clinical Consultant Review.

Denial Criteria
· [bookmark: _Hlk47597237]Therapy will deny with presence of one of the following:
· Any approval criteria are not met;
· Inappropriate diagnosis;
· Cosmetic use; OR
· Claim exceeds maximum dosing limitation for the following*:
	DRUG DESCRIPTION
	GENERIC EQUIVALENT
	MAX DOSING LIMITATION

	BOTOX 100 UNITS VIAL
	ONABOTULINUMTOXINA       
	6 VIALS PER DAY

	BOTOX 200 UNITS VIAL
	ONABOTULINUMTOXINA     
	3 VIALS PER DAY

	DAXXIFY 100 UNIT VIAL         
	DAXIBOTULINUMTOXINA-LANM
	2 VIALS PER DAY

	DYSPORT 300 UNIT VIAL
	ABOBOTULINUMTOXINA  
	5 VIALS PER DAY

	DYSPORT 500 UNITS VIAL
	ABOBOTULINUMTOXINA   
	3 VIALS PER DAY

	MYOBLOC 10,000 UNITS/2 ML VIAL
	RIMABOTULINUMTOXINB
	1 VIAL PER DAY

	MYOBLOC 2,500 UNIT/0.5ML VIAL
	RIMABOTULINUMTOXINB
	2 VIALS PER DAY

	MYOBLOC 5,000 UNITS/1 ML VIAL
	RIMABOTULINUMTOXINB
	1 VIAL PER DAY

	XEOMIN 100 UNITS VIAL
	INCOBOTULINUMTOXINA
	4 VIALS PER DAY

	XEOMIN 200 UNITS VIAL
	INCOBOTULINUMTOXINA
	2 VIALS PER DAY

	XEOMIN 50 UNITS VIAL
	INCOBOTULINUMTOXINA
	8 VIALS PER DAY


*Claims more frequent than every 72 days are subject to clinical review.

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 
For documented diagnosis of chronic migraine: 4 months
For all other indications: 1 year
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