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1. Trans-Epidermal Water Loss Skin Barrier Integrity Test

A TEWL skin barrier integrity test involves a measurement near the outer surface of the skin of
the rate at which water (vapor) is fluxing through the skin barrier from the underside of the skin
section. For the test, the skin section is mounted in a diffusion cell (¢.g., clamped in place
between the donor and receptor compartments), with the underside of the skin in contact with the
receptor solution in the receptor compartment (¢.g., phosphate buffered saline, pH 7.4), and

9 equilibrated to a skin surface temperature of 32°C + 1°C. If skin sections are cut large enough to
cover the flange of the diffusion cell in which they are mounted, then after they have equilibrated

or several hours at a skin surface temperature of 32°C  1°C, it may be feasible to gently
ove the donor compartment without disrupting a skin section’s adherence to the lower flange
iffusion cell, thereby allowing the TEWL probe to be placed dircctly on the skin surface,
ing placed atop the donor compartment. Typically, a minimum of three replicate
made on cach skin section, which are recorded affer the measurements have
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(1724) SEMISOLID DRUG PRODUCTS—PERFORMANCE TESTS

MEMBRANE INTEGRITY

The skin barrier integrity in each diffusion cell should be confirmed prior to dosing by usin%_techniques such as transepidermal
ski

water loss (TEWL), electrical impedance/conductance or tritiated water permeation; only skin sections with acceptable barrier
integrity results should be dosed. TEWL is often a preferred method because, unlike the other methods, it measures the flux of

water through the skin barrier while it is dry and in contact with the air, as it is in the normal in vivo state, and TEWL is relatively
rapid and convenient.
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