Evaluate potential in vitro percutaneous absorption and
penetration differences of human dermatomed skin and
dermis-only skin following topical appication of two
model compounds under conditions with different flow
rates and receptor phase compositions used with the
Flow-Through  Diffusion system
Cltrmazole and hycrocortsone both at 196 1 a cream
emulsion  formulatior lected as model
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This demonstrates that lower flow rates can be used
depending on the solubility of the AP in the receptor
phase and penetration rate of the API. A lower flow rate
may be advantageous when receptor phase is to be
analyzed for API content by HPLC, LC/MS/MS or
LC/UV because decreasing the flow rate increases
receptor phase concentration of API. The BSA receptor
phase (the more physiologically relevant composition)
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rate) will be characterized to assess whether sink saturation above 10% will not maintain favorable
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situations, " o demonstrated in this study show that the amount of API
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_ API saturation levels stayed at or below 30%.
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PL i the oo emuleion creame B ‘H.Clotrimazole Permeation in Dermis.Only Tissue 250 . Gorsone acro
—e— 025 Lk -BSA o Dermis-Only Skin
Al tissues were mounted in Bronaugh Flow-Through —a—05 mur-BsA et oo —+—ozsmuw-ssa  Appropriate sink conditions were maintained under all
Diffusion Cells at 32°C and dosed with a clinically a0 —A—onLm 8sA ——1omum-as —E—0SmUN-BSA  experimental test conditions. Tissue thickness of 1.5
relevant amount (Smg/cm?) of either 1% *H-clotrimazole ToT oz oen = —o=02mUw-Okn 100 r| e 0 MM appears to be the ideal thickness for dermis-only
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Phosphate Buffered Saline with 0.1% Sodium Azide and < 5 of the dermis-only skin was greater than the much
49% Bovine Serum Albumin (BSA), pH 7.4) was pumped £ sam > H thinner dermatomed skin, showing the significant role
across the underside of the tissue at three flow rates = H c = H that the stratum corneum has in skin barrier function.
(0.25,05 and 1.0 mUhr) 2 H Q is fe Proper tissue procurement and preparations matter
H F1s0 @2 § H more than flow rates and receptor types. Appropriately-
Human dermatomed and dermis-only skin from 3 donors & < g £ sized arch punches must be used in order for the tissue
and polysulfone filter (0.45um pore size) controls were 5 o w to remain inits natural, unstretched form.
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