
Overview1

Two multicenter, double-blinded, randomized, controlled clinical trials were conducted to study the safety and efficacy of
OraVerse™ in accelerating the recovery of soft tissue sensation, function and patients' perception of altered function,
sensation and appearance, following the administration of one of four leading local dental anesthetic solutions containing a
vasoconstrictor.2 Patients aged 12 through 92 (n=484) were treated in 11 academic and 7 private clinics throughout the U.S.

Highlights
� The median time to recovery of normal lip sensation was significantly reduced for patients treated

with OraVerse compared to the control group: 50 vs. 133 minutes for the maxilla, a 62% reduction,
and 70 vs. 155 minutes for the mandible, a 55% reduction (p < 0.0001).

� In mandibular procedures, the median time to recovery of normal tongue sensation was reduced 52%,
60 vs.125 minutes (p < 0.0001).

� In both maxillary and mandibular procedures, the median time to observed recovery of normal function
(smiling, speaking, drinking and absence of drooling) was significantly reduced for patients receiving OraVerse,
a 43% and 50% reduction, respectively, compared to control (p < 0.0001).

� In both maxillary and mandibular procedures, the median time to patients’ perceived recovery of normal function,
sensation and physical appearance was significantly reduced for dental patients receiving OraVerse, a 50%
and 40% reduction, respectively, compared to control.

� There were no serious adverse events and no discontinuation due to adverse events. The majority of adverse
events were mild and resolved within 48 hours.

Percentage of Patients Back to Normal Lip Sensation Within 1 Hour

Patients were randomized to receive OraVerse or the control at a 1:1 ratio to local anesthetic
using the same type of injection (block or infiltration) after routine mandibular or

maxillary dental restorative or periodontal maintenance procedures.

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.

See full prescribing information on the following pages.

1 Hersh EV, Moore PA, Papas AS and colleagues. Reversal of soft-tissue local anesthesia with phentolamine mesylate in adolescents and adults.
JADA 2008;139(8):1080-1093

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