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July 13, 2006 — The US Food and Drug Administration (FDA) has approved an expanded indication for a lidocaine plus tetracaine 7%/7% peel to provide topical local analgesia for adults undergoing superficial dermatologic procedures, such as dermal filler injection, pulsed dye-laser therapy, facial laser resurfacing, and laser-assisted tattoo removal. 

Lidocaine/Tetracaine 7%/7% Local Topical Peel (S-Caine) for Dermatologic Anesthesia

On June 29, the FDA approved lidocaine plus tetracaine 7%/7% cream ( S-Caine, made by Zars Pharma, Inc) for use on intact skin to provide topical local analgesia in adults undergoing superficial dermatologic procedures, such as dermal filler injection, pulsed dye-laser therapy, facial laser resurfacing, and laser-assisted tattoo removal. The cream is designed to form a pliable peel on the skin when exposed to air and will be available in 30-g tubes.

The approval was based on data from 4 placebo-controlled clinical trials, showing that use of peel significantly decreased pain associated with dermatologic procedures, as measured using a 100-mm visual analog scale (mean scores vs placebo: pulsed-dye laser therapy, 16 vs 31; nonablative laser resurfacing, 21 vs 38; dermal filler injections, 24 vs 37; and laser-assisted tattoo removal, 39 vs 59).

In clinical studies, the most commonly reported adverse events included local reactions, such as erythema (47%), skin discoloration (eg, blanching, ecchymosis, and purpura; 16%), and edema (14%). These reactions were generally mild and transient, resolving spontaneously soon after treatment. No serious adverse events were reported; however, 1 patient withdrew due to burning pain at the treatment site.

Lidocaine plus tetracaine 7%/7% cream should be applied for 20 to 30 minutes prior to superficial procedures, such as dermal filler injections or facial laser ablation, and for 60 minutes for procedures, such as laser-assisted tattoo removal. The peel should be removed if skin irritation or a burning sensation develops.

The amount of cream dispensed should be determined by the size of the area to be treated and applied evenly and thinly (approximately 1 mm) using a flat-surfaced tool, such as a spatula or tongue depressor. After the required application time has elapsed, the peel should be removed by pulling on a free edge with the fingers.

The FDA warns that the peel should not be left on for durations longer than that recommended. Use of the combination topical analgesic is contraindicated in patients with a known sensitivity to lidocaine, tetracaine, local anesthetics of the amide or ester type, or hypersensitivity to para-aminobenzoic acid.

Because the large amount of active ingredients contained in used peel and unused lidocaine plus tetracaine 7%/7% cream may cause adverse events on chewing and/or ingestion, it should be stored and disposed of away from the reach of children and pets.

http://www.fda.gov/cder/whatsnew.htm 

