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Tiered Approach
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Integrated Approach
(Weight—of—Evidence Approach)
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Assessment of Phototoxic Potential

(see section 5.1.1): % .
Options for assessing physicochemical/pharmacokinetic properties one 4 %
“negative ; no o
- : S 2 :  further -
UV-vis spectrum Chemical Distribution in : . H
MEC > 1000 Or | photoreactivity | Qr | i ght-exposed Fesult i testing :
L mol" cnr? tissues :
- no
! toxicological
otherwise * : concern
: no
Exper imental Evaluation of Phototoxicity (see section 5.1.2): one . Protective :
Ootions for collecting additional photosafety data “negative : measures :
In vitro In vivo Clinical — == no
phototoxicity or phototoxicity or evaluation resu v label ¢
test $ test E F
otherwise * * “otherwise”: data does not support a “negative” result or
has not been generated (assay/test/evaluation not
# ﬂomde%%tﬁ%” result in an appropriately conducted in vivo
. phototoxicity study supersedes a positive in vitro result,
Determine adequate and a robust clinical phototoxicity assessment indicating
risk minimization

no concern supersedes any positive nonclinical results.
$ A positive result in an in vitro phototoxicity test could
measures to prevent

also be negated by demonstrating the absence of
adverse events in humans significant distribution to light-exposed tissues.
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U Radiation and the Skin
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http://www.skincancer.org/prevention/uva—and-

uvb/understanding—uva—and—uvb

EFEBIZEITHUVBDEE (LR
BEDHICBESNBH, UVAIZE
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< 280 nm |

300 nm
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320 nm \
400 nm >
B ]
> 450 nm | >
\J
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