

                                     Botulinum Toxin CFU

Botulinum Toxin 
(abobotulinum toxinA, incobotulinum toxinA, onabotulinum toxinA and rimabotulinum toxinB)
Criteria for Use 
VHA Pharmacy Benefits Management Services, Medical Advisory Panel and VISN Pharmacist Executives
The following recommendations are based on medical evidence, clinician input, and expert opinion.  The content of the document is dynamic and will be revised as new information becomes available.  The purpose of this document is to assist practitioners in clinical decision-making, to standardize and improve the quality of patient care, and to promote cost-effective drug prescribing.  THE CLINICIAN SHOULD UTILIZE THIS GUIDANCE AND INTERPRET IT IN THE CLINICAL CONTEXT OF THE INDIVIDUAL PATIENT.  INDIVIDUAL CASES THAT ARE EXCEPTIONS TO THE EXCLUSION AND INCLUSION CRITERIA SHOULD BE ADJUDICATED AT THE LOCAL FACILITY ACCORDING TO THE POLICY AND PROCEDURES OF ITS P&T COMMITTEE AND PHARMACY SERVICES.
The Product Information should be consulted for detailed prescribing information. See the VA National PBM-MAP-VPE Class Review  on this drug at www.pbm.va.gov or http://vaww.pbm.va.gov for further information. 
	Exclusion Criteria 

	· Hypersensitivity to botulinum toxins or any components in the formulation ( human serum albumin, lactose, sucrose, disodium succinate)
· Indication for use is a cosmetic purpose
· Co-administration with neuromuscular blockade
· Patient is pregnant- botulinum toxin is risk category C 

	Inclusion Criteria ( one of the following indications)

	FDA APPROVED INDICATIONS

· Cervical Dystonia/focal dystonia
· Blepharospasm/hemifacial spasm
· Severe Hyperhidrosis- patients who have failed topical antiperspirants and Drysol (aluminum chloride hexahydrate 20% topical solution).
· Spasticity (e.g., from multiple sclerosis, neuromyelitis optica, other demyelinating diseases of the central nervous system, spastic hemiplegia, quadriplegia, hereditary spastic paraplegia, spinal cord injury, traumatic brain injury, and stroke)
· Overactive Bladder- lack of clinical response or contradiction to behavioral therapy and/or a antimuscarinic agent 
· Neurogenic bladder dysfunction

· Chronic migraine prophylaxis- patients who have not had a therapeutic response to other prophylaxis agents such as beta-blockers, topiramate , sodium valproate, amitriptyline
OFF LABEL INDICATIONS WITH LITERATURE EVIDENCE

· Pharyngoesophageal segment spasm (PES)
· Sialorrhea- clinical non-response to a trial of traditional therapies (such as anticholinergics, speech therapy, or surgical therapy) or a contraindication to the traditional therapy 

· Chronic anal fissure refractory to conservative treatment.

· Esophageal achalasia if myomotomy is not indicated.

· Idiopathic (primary or genetic) or Symptomatic (acquired) torsion dystonia.


	Dosage Recommendations

	There are specific dose regimens based on the muscle group being injected, number of injection sites and previous therapy with botulinum toxins. Please refer to the PI for details.


	Issues for Consideration

	· The injection of botulinum toxins is a highly specialized procedure. Practitioners performing these procedures should be credentialed appropriate to the injection. Additionally, the iMed consent form for botulinum toxin injection should be completed and reviewed with the patient.
· A Boxed Warning is contained in the prescribing information of all products to highlight that botulinum toxin may spread from the area of injection to produce symptoms consistent with botulism. Symptoms such as unexpected loss of strength or muscle weakness, hoarseness or trouble talking (dysphonia), trouble saying words clearly (dysarthria), loss of bladder control, trouble breathing, trouble swallowing, double vision, blurred vision and drooping eyelids may occur. 

· Swallowing and breathing difficulties can be life-threatening and there have been reports of deaths related to the effects of spread of botulinum toxin. 

· All botulinum toxin products have a Medication Guide; health professionals should urge patients, their families, and caregivers to review it carefully.

· Clinical doses expressed in units are not equivalent from one botulinum toxin product to the next.
· Storage requirements vary among the BTP.  Consult the class review for a complete listing of storage requirements.
· Serious adverse events and fatal outcomes have been reported in patients who received botulinum toxin injections directly into salivary glands, the oro-lingual-pharyngeal region, esophagus, and stomach. 

· There is insufficient evidence of benefit for the use of botulinum toxin for the following indications; restless leg syndrome, episodic migraine, head and/or voice tremor, chronic neck and/or back pain and chronic tension headache. 


Updated version may be found at www.pbm.va.gov or http://vaww.pbm.va.gov 
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