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October 10, 2003

Via Email

Division of Dockets Management

(HFA-305)

Food and Drug Administration

5630 Fishers Lane, Rm. 1061

Rockville, MD  20852





Re:
Docket No. 78N-0301

Dear Sir or Madam:


W.F. Young, Inc. ("Young") has been in the business of manufacturing topical products for human and veterinary use for over 100 years.  Indeed, 2003 marks to 100th anniversary of the launch of its first topical product for human use, the world-famous Absorbine Jr.(r) product.  Young's research on the mechanism of action of Absorbine Jr., together with the success of the product for so many years, demonstrate that the Absorbine Jr. product helps eliminate sore muscles safely and effectively.  Throughout its long history, Young has continued to develop safe and efficacious products for the human and veterinary markets.


Young is a member of the Consumer Healthcare Products Association ("CHPA") and of the CHPA Alternative Dosage Form Task Group.  Young endorses the Task Group's submission to this docket.  As that submission shows, the available research data demonstrate that patch, plaster, and poultice products containing menthol or other specified counter irritants are qualitatively similar to other topical formulations of the same active ingredients with respect to safety and efficacy.  


In particular, Young endorses the Task Group's Proposal for Safety Testing for Current Technology and Development of a Performance Standard for Alternative OTC Monographed Topical Dosage Forms.  This proposal is designed to provide FDA with any additional information it may seek regarding these products without imposing cost-prohibitive testing requirements on manufacturers.  In the case of small companies, such as Young, it is particularly important that centralized testing, as outlined in the proposal, be adopted.  If Young were required to test every patch, plaster or poultice product extensively or to follow the NDA process for such products, it would likely be unable to bring such products to market.  Young looks forward to working with FDA and the Task Group to implement this proposal.


Further to and in support of the CHPA submission, Young hereby presents data regarding the safety and efficacy of its own product, the "Absorbine Jr.(r) Deep Pain Relief Arthritis Strength Joint Patch."  Copies of the immediate and outer packaging for this product are attached.  Young's Deep Pain Patch is a 4 % menthol patch which was introduced to the market in 2002.  Young has performed skin irritation/corrosion and dermal sensitization studies on this product.  The reports of these studies are attached.  These tests demonstrate that the product is neither a primary skin irritant nor an immediate or delayed skin sensitizer.  We believe that these data amply demonstrate the safety of Young's Deep Pain Relief joint patch product. 


In the FHSA Primary Skin Irritation/corrosion test, the test article was applied to intact and abraded areas of skin on New Zealand White rabbits for a 24-hour period.  In this rigorous test of the product, the test articles were applied to the animal using surgical tape.  The entire trunk of the animal was then wrapped with a six-inch wide gauze bandage and then over-wrapped with an elastic bandage and secured with staples.  In other words, the test article was applied to both intact and abraded skin for a 24-hour period under complete occlusion.  The test sites were scored 24 and 72 hours after dosing.  The mean primary irritation score was zero.  Only one animal showed very slight, barely perceptible edema during the test.  The Absorbine Deep Pain patch therefore is not a primary skin irritant.  Indeed, the patch showed essentially no irritation even after 24 hours of complete occlusion on intact and abraded skin.


The dermal sensitization test was conducted per the Buehler method.  This test is designed to determine whether the test article has the potential to elicit skin sensitization or delayed contact hypersensitivity in guinea pigs.  In the test, the test article and control solution were applied to intact, shaved sites on the animals' sides.  During the induction phase of the study, the test article and control were each applied for six-hour periods on days 0, 7 and 14.  The test area was examined 24 hours after each dose and the sites scored for erythema and edema.   On day 28, the animals received a challenge exposure in which the test article and control were administered to new test sites.  Twenty-four and forty-eight hours after the six-hour exposure period, the test sites were scored for erythema and edema.  Following both the induction and challenge phases, none of the test animals exhibited significant reactions.  Positive control animals exposed to dinitrochlorobenzene (DNCB) during the induction and challenge phases, by contrast, exhibited moderate erythema.


The tests of the Deep Pain Patch demonstrate that it is neither a primary skin irritant nor an immediate or delayed skin sensitizer.  As explained above, the test animals showed almost no reaction at all on either intact or abraded skin even after 24 hours of complete occlusion.  Young has also collected adverse event data on this product.  Young calculates that it has sold nearly 100,000 packages through August 2003, or almost 600,000 individual patches.  Young is aware of no reports of adverse events associated with any of these nearly 600,000 patches.


Young believes that these tests, coupled with the lack of any adverse events and the study data presented in the CHPA submission, amply demonstrate the safety of the Absorbine(r) Deep Pain Arthritis Strength Joint Patch.  This product provides pain relief in a form that is beneficial to pain sufferers.  There is no basis for FDA to remove products such as the Deep Pain patch from the market.  To the contrary, these safe and effective products should continue to be available to consumers and FDA should adopt the CHPA's Alternative Dosage Form Task Group's Proposal for Safety Testing for Current Technology and Development of a Performance Standard for Alternative OTC Monographed Topical Dosage Forms so that FDA is provided whatever additional information it deems necessary regarding the safety and efficacy of these products while freeing manufacturers from the requirement for cost-prohibitive testing of individual products.
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