Galderma Launches CLOBEX(TM) Shampoo for Scalp Psoriasis for Adults
First Super-High Potency Steroid Shampoo Offers Unsurpassed Strength and Convenience
FORT WORTH, Texas, July 19 /PRNewswire/ -- Galderma Laboratories announced today the recent national market launch of its CLOBEX(TM) (clobetasol propionate) Shampoo, 0.05% (4 oz. bottle) to treat the prevalent chronic disease known as moderate-to-severe scalp psoriasis in patients 18 years of age and older. CLOBEX(TM) Shampoo is the only super-high potency corticosteroid formulation approved by the Food & Drug Administration (FDA) that couples the strength of clobetasol with the convenience of an everyday shampoo formulation.

CLOBEX(TM) Shampoo is to be used on a dry scalp once daily for four consecutive weeks. The shampoo should be applied directly on the lesion(s) and rinsed thoroughly with water after just 15 minutes. Since CLOBEX(TM) Shampoo is applied topically to the scalp, the product is rapidly delivered and penetrates with minimal systemic absorption. In clinical trials, CLOBEX(TM) Shampoo delivered high initial efficacy with significant reductions in many signs and symptoms of scalp psoriasis.

CLOBEX(TM) Shampoo demonstrated to be safe and effective in two multi- center, randomized clinical trials involving 290 patients with moderate-to- severe scalp psoriasis. In terms of less irritation and ease of application, the product was reported as superior to a tar-blend shampoo. CLOBEX(TM) Shampoo also reduced itchiness faster and caused significantly fewer adverse events than Dovonex(R) Scalp Solution.

"CLOBEX(TM) Shampoo is an important new addition to our evolving psoriasis and steroid-responsive dermatoses product line," said Albert Draaijer, President, Galderma Laboratories, L.P. "The product combines the appreciation that dermatologists have for the clobetasol molecule with their interest in a shampoo formulation to support patient compliance."

CLOBEX(TM) Shampoo reflects the proven and well-known clinical profile of CLOBEX(TM) Lotion. Available by prescription since September 2003, CLOBEX(TM) Lotion is clinically proven to reduce and/or eliminate the signs and symptoms of moderate-to-severe psoriasis. A multi-center, randomized study of patients with moderate-to-severe psoriasis showed 72 percent of these individuals to be either mild or clear after four weeks of treatment. In addition, 76.7 percent of these patients maintained this success at an eight-week follow-up visit.

"So many of my patients with moderate-to-severe psoriasis complain that even some of the most frequently prescribed therapies aren't working for them," said Steve Feldman, M.D., Dermatology Department, Wake Forest University. "The recent availability of CLOBEX(TM) Shampoo is likely to alleviate so many of these frustrations because of its proven superiority to alternative treatments. No doubt, the product's convenient shampoo formulation is also likely to support much needed patient compliance."

About Psoriasis

Psoriasis is a common chronic skin disease that comes in different forms and varying levels of severity. More than 4.5 million adults in the U.S. have psoriasis with nearly half of all patients experiencing the condition on their scalp. Psoriasis generally appears as patches of raised red skin covered by a flaky, white buildup, and is typically accompanied by intense itching and burning. Certain types of psoriasis can also produce a pustular appearance. The disorder accounted for 1.7 million patient visits in 2003 alone, these numbers are expected to grow.

Galderma is one of the world's leading specialty pharmaceutical companies, focused exclusively on research, development and marketing of dermatology products. The company deploys a worldwide network of 33 affiliates with products marketed in more than 70 countries. Galderma Laboratories, L.P. is the United States affiliate of Galderma worldwide.

In clinical trials, the following adverse reaction have been reported: burning/stinging, pruritus, edema, folliculitis, acne, drug skin, irritant dermatitis, alopecia, urticaria, skin atrophy, and telangiectasia. The incidence of these local adverse reactions was 1% or less with the exception of burning/stinging (4.7%). Clobetasol propionate is a highly potent corticosteroid shown to suppress the HPA axis at the lowest doses tested. CLOBEX(TM) Shampoo is intended for the topical treatment of moderate-to-severe scalp psoriasis, and should not be used on the face, groin, and axillae, which are especially prone to atrophic changes following corticosteroid treatment. Drug contact with eyes and lips should be avoided. All parts of the body that come in contact with the shampoo should be rinsed thoroughly with water. The total dosage should not exceed 50 g (50 mL or 1.75 fl oz) per week. Patients should use CLOBEX Shampoo, 0.05%, only for the minimum period necessary to achieve desired results. CLOBEX(TM) Shampoo should only be used in patients 18 years or older.
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