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Initial Assessment of Phototoxic Potential

UV-vis spectrum

(290 - 700 nm)

MEC

in methanol
MEC

> 1000 L mol-! cm!

< 1000 L mol? cm?

photoreactivity

=
>

Chemical “negative”

>

assay no

Determine adequate risk

minimization measures to prevent
adverse events in humans

further
phototoxicity
otherwise * testing
no
) ) o light
Experimental Evaluation of Phototoxicity protective
Options for collecting additional data in biological systems measures
: in clinical
in vitro D'tsgrllil;:tt'?n Clinical s trials
phot;::g:luty exposed phototoxicity evaluation
tissues® B o
- = negative
*sassssssamsssmsssnEanssnnsnnnsnnnnnannnnnnnnnnnnnnnnndannn ';
clinical = in vivo > in vitro #
otherwise *

“otherwise”: data do not support a low potential for phototoxicity or have not been generated
(assay/test/evaluation not conducted)

A “negative” result in an appropriately conducted in vivo phototoxicity study supersedes a positive in
vitro result. A robust clinical phototoxicity assessment indicating no concern supersedes any positive
nonclinical results. A positive result in an in vitro phototoxicity test could also, on a case-by-case basis,
be negated by tissue distribution data (see text). In the United States, for products applied dermally, a
dedicated clinical trial for phototoxicity on the to-be-marketed formulation can be warranted in support of
product approval.

Clinical evaluation could range from standard reporting of adverse events in clinical studies to a
dedicated clinical photosafety trial.

Tissue distribution is not a consideration for the phototoxicity of dermal products.
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