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About OraVerse( (Phentolamine Mesylate) Injection

Overview

OraVerse is the first and only local anesthesia reversal agent that accelerates the return to normal sensation and function for patients who want to avoid the unwanted and unnecessary lingering soft tissue anesthesia. OraVerse has been proven safe and effective for adults and children aged 6 and older and weighing 33 lbs. or more.  Patients that received OraVerse experienced a return to normal sensation and function in approximately half the time.1,2 
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Benefits of OraVerse

· After standard dental procedures, OraVerse accelerates the reversal of the lingering soft tissue numbness associated with local dental anesthetics containing a vasoconstrictor1
· Rapidly restores normal function so patients can speak, smile and drink in approximately half the time2
· Proven safe and effective for adults and children aged 6 and older and weighing 33 pounds or more.

Clinical Studies

The Food and Drug Administration approved OraVerse in May 2008.  Clinical trials were multicenter, double-blinded, randomized, controlled studies involving patients aged 4 through 92.  Two adult and adolescent trials were conducted with a total of 484 dental patients who had restorative and periodontal maintenance procedures and who had received one of four leading anesthetics that contained a vasoconstrictor.3  

In adult and adolescent clinical trials, Oraverse:

· Reduced the median time to recovery of normal sensation in the lower lip by 85 minutes (55%), and in the upper lip by 83 minutes (62%) compared to control

· In both maxillary (upper jaw) and mandibular (lower jaw) procedures, the median time to observed recovery of normal function was significantly reduced for patients receiving OraVerse (43% and 50% reduction respectively)
· Had no effect on adverse events, pain or post-treatment analgesic use, vital signs or oral mucosa. 
In a pediatric trial with 152 patients, aged 4-11, OraVerse also had no effect on adverse events, pain or post-treatment analgesic use, vital signs or oral mucosa.  In 115 patients, aged 6-11, the time to recovery of normal lip sensation was accelerated by 53 minutes (47%) in the maxilla and 120 minutes (67%) in the mandible compared to control. 

OraVerse comes in a standard dental cartridge and is easily injected utilizing the same injection site and an identical technique as that used for local anesthetic.  It is used in a 1:1 ratio to local anesthetic4. 

For more information on OraVerse, including full prescribing information, visit www.OraVerse.com.
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Important Safety Information

Tachycardia, bradycardia, and cardiac arrhythmias may occur with the use of phentolamine or other alpha-adrenergic blocking agents.  Although such effects are uncommon with OraVerse (phentolamine mesylate), clinicians should be alert to the signs and symptoms of these events, particularly in patients with a history of cardiovascular disease.  Following parenteral use of phentolamine at doses between 5 to 15 times higher than the recommended dose of OraVerse, myocardial infarction, and cerebrovascular spasm and occlusion have been reported, usually in association with marked hypotensive episodes producing shock-like states.  

1 
Median time to recovery of normal sensation was reduced by 85 minutes (55%) for lower lip and by 83 minutes (62%) for upper lip compared to control.

2
Median time to recovery of normal function was reduced by 60 minutes (50%) in the mandible and by 45 minutes (43%) in the maxilla compared to control. 

3 
Lidocaine 2% with epinephrine, articaine 4% with epinephrine, prilocaine 4% with epinephrine, and mepivacaine 2% with levonordefrin.

4
OraVerse was studied in dosages of ½, 1 and 2 cartridges. The maximum recommended dose of OraVerse is 2 cartridges.
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