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Effective Date; Reopening of Administrative Record, FDA Docket No. 78N-0038
Dear Sir/Madam:

This provides three (3) copies of comments to the administrative record of the Sunscreen Drug Products for
Over-the Counter Human Use, Final Rule, which was reopened on June 8, 2000.

The Procter & Gamble Company is a manufacturer of products containing ultraviolet (UV) filters including
Oil of Olay and Cover Girl. We have had a long standing interest in the sunscreen monograph and on
several occasions have submitted technical comments to assist in making purposeful, data-based regulatory
decisions regarding sunscreen drug products. To this end, we are responding to the agency’s request for
information/data arising from public meetings on January 27, July 22, and October 26, 1999, and in letters
of July 16 and September 2,1999, and March 20, 2000. The comments presented in this submission
specifically address questions raised by the agency regarding the Critical Wavelength method for
evaluation of UVA efficacy.

To facilitate the presentation of our comments, we have selected the question format from page 2 of the
March 20, 2000 letter from Dr. Linda Katz, Deputy Director Division of Over-the-Counter Drug Products,
to Mr. Thomas Donegan, Vice President-Legal & General Counsel of the Cosmetics, Toiletries and
Fragrances Association (CTFA). In this letter, it is stated “The following outstanding data and information
requested by the agency at the above mentioned meetings (January 27, July 22 and October 26, 1999]
concerning the OTC sunscreen drug product rulemaking remain. . .”. As such, we have categorically
responded to each question.

The Procter & Gamble Company believes the interests of consumers come first. From this perspective, we
strongly recommend the agency adopt a simple label to communicate the presence or absence of sunscreen
product UVA efficacy. We believe the threshold criteria used to label a sunscreen product as “broad
spectrum” should be based on products having a Critical Wavelength greater than or equal to 370 nm. Itis
our considered view that the combination of SPF and Critical Wavelength provide a complete description
of UV efficacy of sunscreen products and communicate an uncomplicated message to consumers thereby
preserving and advancing public health campaigns advocating the routine use and appropriate application
of sunscreen products as part of a strategy to reduce skin damage produced by sun exposure.

Respectfully,
The Procter & Gamble Company
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J Frank Nash, Ph.D.
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