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Guidance for Industry’
Guidance on Photosafety Testing

does not create or confer any rights for or on any person and does not operate to bind FDA or the public.
An alternative approach may be used if such approach satisfies the requirements of the applicable statutes

and regulations. If you want to discuss an alternative approach, contact the FDA staff responsible for
implementing this guidance. If you cannot identifv the appropniate FDA staff, call the appropriate
number listed on the title page of this guidance.

L INTRODUCTION

This guidance is intended to help applicants decide whether they should test for photoirnitation
and assess the potential of their drug product to enhance UV-associated skin carcinogenesis. The
guidance describes a consistent, science-based approach for photosafety evaluation of topically
and systemically administered drug products. Basic concepts of photobiology and phototesting
are described, along with a process that can be used to make testing decisions or communicate
risks.

Use of the principles expressed in this guidance should reduce unnecessary testing while
ensuring an appropriate assessment of photosafety. The document does not recommend specific
tests but refers to some available testing methods. Sponsors may choose to use some of these
tests to evaluate photoirritation, photochemical carcinogenicity potential, or potential to enhance
UV-associated skin carcinogenesis. Sponsors also can propose other assays that are
scientifically sound. Tests involving biomarkers in the skin of humans receiving the drug
product may clarify mechanisms of direct or indirect photoeffects seen in nonclinical studies (see
section IV.C., Mechanistically Based and Other Assays).

Photosafety testing (testing for adverse effects of drug products in the presence of light) is only
recommended when it is felt that the results of such testing would yield important safety
information or would be informative for the consumer and healthcare practitioner.

The glossary at the end of the document defines abbreviations and important terminology used to
describe photobiologic concepts. The clinical definition of photosensitivity includes both
phototoxicity (photoirritation) and photoallergy. This document uses the clinical definition but
addresses nonclinical testing for photochemical irritation (photoirritation) only. At this time,

' This guidance has been prepared by the Pharmacology Toxicology Coordinating Committee in the Center for Drug
Evaluation and Research (CDER) at the FDA.
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