ALDARA 

 (imiquimod)
Cream, 5% 
For Dermatologic Use Only 
Not for Ophthalmic Use


DESCRIPTION


Aldara is the brand name for imiquimod which is an immune response modifier. Each gram of the 5% cream contains 50 mg of imiquimod in an off-white oil-in-water vanishing cream base consisting of isostearic acid, cetyl alcohol, stearyl alcohol, white petrolatum, polysorbate 60, sorbitan monostearate, glycerin, xanthan gum, purified water, benzyl alcohol, methylparaben, and propylparaben. 

Chemically, imiquimod is 1-(2-methylpropyl)-1H-imidazo[4,5-c]quinolin-4-amine.  Imiquimod has a molecular formula of C14H16N4 and a molecular weight of 240.3. Its structural formula is: 

CLINICAL STUDIES 
Actinic Keratosis 
In two double-blind, vehicle-controlled clinical studies, 436 patients with actinic keratosis (AK) were treated with Aldara Cream or vehicle cream 2 times per week for 16 weeks. Patients with 4 to 8 clinically typical, visible, discrete, nonhyperkeratotic, nonhypertrophic AK lesions within a 25 cm2 contiguous treatment area on either the face or scalp were enrolled and randomized to active or vehicle treatment.   The population studied ranged from 37-88 years of age (median 66 years) and 55% had Fitzpatrick skin type I or II. All imiquimod-treated patients were Caucasians. The 25 cm2 contiguous treatment area could be of any dimensions e.g., 5 cm x 5 cm, 3 cm by 8.3 cm, 2 cm by 12.5 cm, etc. On a scheduled dosing day, the study cream was applied to the entire treatment area prior to normal sleeping ho urs and left on for approximately 8 hours. Twice weekly dosing was continued for a total of 16 weeks. Eight weeks after the patient's last scheduled application of study cream, the clinical response of each patient was evaluated. The primary efficacy variable was the complete clearance rate.  Complete clearance (designated below as "clear") was defined as the proportion of subjects at the 8-week post​treatment visit with no (zero) clinically visible AK lesions in the treatment area. Complete clearance included clearance of all baseline lesions, as well as any new or subclinical AK lesions which appeared during therapy. Patient outcomes are shown in the figure below. 

