THE COSMETIC, TOILETRY, AND FRAGRANCE ASSOCIATION

January 5, 2001 e
E. EDWARD KAVANAUGH
PCESIDENT
. e

Dockets Management Branch (HFA-305) =)
Food and Drug Administration .
5630 Fishers Lane, Room 1061 =
Rockville, Maryland 20852 G

Re: Final Monograph for Sunscreen Drug Products fo;vaer-
The-Counter Human Use; Docket No. 78N-0038; OE Drug
Labeling Requirements for Sunscreens

Dear Sir or Madam:

These comments are filed on behalf of The Cosmetic, Toiletry, and
Fragrance Association (CTFA) to reiterate and refine the position set forth in our
comments of August 4, 2000, regarding the appropriate labeling requirements for
over-the-counter (OTC) sunscreen products under FDA’s OTC Drug Labeling
Regulation. (A copy of our August 4 submission is included as Attachment A.) Our
specific proposals for changes in the OTC drug labeling requirements for sunscreens
are contained at pages 16-28 of that submission. That document was filed during
the public comment period provided by the Food and Drug Administration (FDA) for
all interested parties to address issues related to the regulation of OTC sunscreen

drug products. (65 Fed. Reg. 36319 (June 8, 2000)).

CTFA is the national trade association representing the personal care
products industry. CTFA’s membership includes the manufacturers and
distributors of a large percentage of sunscreen products that are regulated as drugs

in the United States. These suncare products are sold in a wide variety of
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formulations, many of which are intended to provide a cosmetic benefit (e.g.,
imparting color to the skin, skin moisturization) as well as a drug benefit (sun
protection). These products are regulated both as drugs and cosmetics. Because
they are regulated as drugs, they are subject to the requirements of FDA’s OTC
Drug Labeling Regulation, FDA’s Monograph for Sunscreen Drug Products, and

other drug requirements as well as FDA’s regulations for cosmetics.

This document is also intended to respond to certain issues regarding
FDA’s authority to grant the relief requested by CTFA that are raised in the
“Petition for Stay of Agency Action” dated November 10, 2000 (hereafter “the
Playtex Petition”), filed by Morgan, Lewis & Bockius LLP on behalf of Playtex

Products, Inc.1

CTFA has been actively involved in the development of the OTC
Sunscreen monograph from the outset and has cooperated with the agency in its
efforts to ensure that the labeling for sunscreens under the final monograph provide
sufficient information for the safe and effective use of such products. As described
in detail below, CTFA continues to request that FDA revise the final sunscreen
monograph to incorporate changes to certain requirements of the OTC Labeling
Content and Format Rule ("OTC Drug Labeling Regulation") applicable to
sunscreens under 21 C.F.R. § 201.66. 64 Fed. Reg. 13254 (March 17, 1999).2/ Of
course, such agency action should be taken consistent with all legal requirements

for public rulemaking proceedings.

1 Although Playtex Products, Inc. is a member of CTFA, Playtex’ individual
comments should be consulted to determine the position of that company on the
1ssue of sunscreen labeling.

2 CTFA is not requesting any change to the sunscreen labeling regulations already
promulgated by FDA with respect to products marketed as lipsticks or labeled for
use only on specific small areas of the face as set forth in 21 C.F.R. § 352.52.
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This request for more flexible labeling for sunscreens asks FDA to put
the interests of consumers first in deciding what labeling is necessary for sunscreen
products. While recognizing that FDA believes that consumers will benefit from its
efforts to standardize the format and content of OTC drug labeling, CTFA asks the
agency to be flexible so that the quest for a standard label does not undermine
another very important public health goal — the broad availability of sunscreen
protection to protect consumers from the potentially harmful effects from both acute

and chronic exposure to UV radiation from the sun.

We believe that these changes in the required format for OTC drug
labeling for sunscreens are necessary to ensure that the otherwise arbitrary

application to sunscreen products of labeling requirements imposed on other OTC

drugs does not threaten the availability of sunscreen products in convenient, easy-
to-use packaging. The availability of any sunscreen in a convenient, easy-to-use,
smaller package, and the inclusion of sunscreens in many traditional cosmetic
products will no longer be feasible if unnecessary, burdensome labeling
requirements are imposed. In short, we do not believe the application of the full
requirements of the OTC Drug Labeling Regulation to sunscreens is defensible in

either a legal or a practical sense.3/

The modification of labeling requirements for sunscreens proposed by
CTFA does not change the essential content or format of FDA's new OTC Drug
Labeling Regulation. Rather, CTFA's proposal includes all information essential for
safe and effective use of sunscreens. In addition, it will encourage the manufacture

and use of sunscreens in the broadest possible array of products. We strongly

3 CTFA believes that the same rationale supports similar labeling modifications for
skin protectants (and other cosmetic-drugs). We will address these issues as
necessary in the context of the skin protectant monograph or other relevant

monographs.
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believe that it is fully within FDA’s authority to amend the Sunscreen Monograph --
following the prescribed procedures for agency rulemaking -- to provide flexibility
under the OTC Drug Labeling Regulation for all sunscreens. This also is the result

that will provide the greatest possible benefit to the consumer.

Sunscreens Are Fundamentally Different Than Other OTC Drugs and
Their Labeling Requirements Should Reflect Their Unique Position.

CTFA's request for modification of the labeling requirements for
sunscreen products is premised on the fact that the modified labeling we propose
provides the consumer with all information necessary to ensure the safe and
effective use of sunscreens. It is particularly important in the context of sunscreens
that labeling options remain sufficiently flexible so as to encourage manufacturers

to continue offering the widest possible variety of sunscreen-containing products.

Sunscreen products are different in many ways from traditional OTC
drug categories. Among those differences are that they are widely recommended for
use on a daily basis to prevent and protect against the harmful effects of ultraviolet
(UV) radiation. It is universally acknowledged that exposure to the UV radiation
from the sun can result in serious adverse health consequences ranging from
immediate burning of the skin to various types of skin cancers, including malignant

melanoma.

Recognizing the importance of prevention as the first line of defense
against the adverse effects of sun exposure, consumers have come to rely heavily on
sunscreens designed not only for use under high-intensity sun conditions, but also
on traditional daily-use sunscreen products to combat the effects of chronic sun

exposure.

The importance of these products was emphasized by Dr. James

Leyden of the University of Pennsylvania School of Medicine, a prominent
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dermatologist, Chairman of the Board of the Dermatology Foundation, and a former
member of the Board of the American Academy of Dermatology, in his testimony
before FDA’s hearings on OTC Drug Regulation on June 28, 2000. Addressing the

importance of daily sunscreen protection, Dr. Leyden stated:

“...in the case of sunscreens I think this is one area where
commerce and public health have come together. I mean,
if there’s one thing we know for sure is that sun has acute
and adverse effects on skin. And — the introductions of
sunscreens in everyday products ... I think is an
important public health step forward. We know that they
can help prevent skin cancer and we know also that they
probably can help prevent some of the what are more
important to many consumers, aging processes. And I
think prevention should be a priority for the FDA in
deciding these labeling issues.” (Transcript CSPAN-2,
Video Monitoring Services.)

To the extent the final sunscreen monograph incorporates content and
format labeling requirements from FDA’s OTC Drug Labeling Regulation that are
neither reasonable nor necessary for the safe and effective use of sunscreen
products, the regulation will sacrifice the ability of consumers to obtain sunscreen
protection in a wide variety of products without any corresponding benefit to the

public health. Broad availability of all sunscreens in convenient or smaller

packages may be lost to consumers.

Moreover, by imposing rigid labeling requirements on products that
are designed for daily use and that offer a substantial cosmetic benefit as well as
drug benefit, FDA runs the risk of discouraging manufacturers from including
sunscreen ingredients in such products--a result that will deny consumers access to
products they have come to rely on for protection from incidental, daily exposure to
UV radiation. There is no question that decreasing the availability of products

available for providing sun protection is contrary to the public health and does
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nothing to further the ability of consumers to use sunscreen products safely and

effectively.

Labeling Accommodations Made for Small Areas of the Face Under
§ 352.52(f) Should be Extended to All Sunscreen Products.

FDA's current sunscreen regulations include labeling modifications for
products that meet the modified format criteria of the OTC Drug Labeling
Regulation (21 C.F.R. Section 201.66(d)(10)) and that are labeled for use only on
specific small areas of the face (e.g., lips, nose, ears, and/or around eyes). Final
Monograph for Sunscreen Drug Products for Over-The-Counter Human Use; 21
C.F.R. Section 352.52(f). CTFA believes that the modifications are appropriate not
only for products limited to use on small areas of the face but for all sunscreen
products. That conclusion is supported by FDA's stated intent in promulgating the
OTC Drug Labeling Regulation and by FDA's commitment in the preamble to the
OTC Drug Labeling Regulation to consider appropriate exemptions for products
that require minimal information for their safe and effective use. See 64 Fed. Reg.

at 13270 (March 17, 1999).

Our August 4, 2000 comments fully addressed why the labeling
proposed by CTFA is appropriate for all sunscreens and we attach those comments
for your further consideration. (See Attachment A.) In short, we strongly believe
that the entire sunscreen category meets most of the criteria specified as typical of
products requiring minimal information for their safe and effective use:

(1) packaged in small amounts; (2) having a high therapeutic index; (3) carrying
extremely low risk in actual consumer use situations; (4) providing a favorable
public health benefit; (5) requiring no specified dosage limitation; and (6) requiring

few specific warnings and no general warnings.

In addition, as discussed previously, sunscreens generally do not raise

the concerns expressed by FDA as reasons for promulgating this OTC Drug
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Labeling Regulation. They are products familiar to consumers, are not subject to
dosage limitations, and do not pose a risk warranting a drastic relabeling remedy
that will ultimately hurt those same consumers by reducing the available options

for obtaining daily sunscreen protection.

Labeling Accommodations Made for Small Areas of the Face Under
§ 352.52(f) Should be Extended to Make-Up Products and to Certain
Lotions and Moisturizers That Contain Sunscreen.

CTFA believes FDA must extend the labeling modifications of section
352.52(f) to all sunscreen products. We believe this action is in the best interests of
consumers and necessary to avoid imposition of very burdensome labeling

requirements on these products.

Certainly it is obvious that the Agency must permit the labeling

modifications of section 352.52(f) for make-up products with sunscreen and for

lotions and moisturizers for the hands or face with sunscreen sold in containers of

two ounces or less (by weight or liquid measure). All arguments made above for

sunscreens in general are especially relevant to these categories of products. The
appropriateness of including make-up products and lotions and moisturizers within
the same category as products used on small areas of the face is fully supported by

the nature and use of such products by consumers.

A. Make-Up Products Containing Sunscreens.

The case for flexible labeling approaches for sunscreen products is
particularly compelling for facial make-up products with sunscreen. There is no
question that make-up products (i.e., color cosmetics) as defined in 21 C.F.R. Sec.
720.4(c)(7) are labeled, promoted and selected by the consumer for the cosmetic
benefits they impart. It is exceedingly clear that facial make-up with sunscreen is
purchased and used more for its cosmetic feature — imparting color to the face —

than for any other feature of the product. Such products are also typically packaged
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in containers that are smaller and more decorative than other types of cosmetic

sunscreen products.

To the extent such products offer sun protection, they do so as a
secondary but very important benefit to consumers. For example, the primary
purpose of a tinted foundation product, whether or not it contains a sunscreen, is to
color the skin. Nonetheless, the inclusion of sunscreens in facial make-ups provides
an easy method for incorporating sun protection into a consumer’s daily skin

routine. This is a product benefit on which many women currently depend.

There is no justifiable basis for subjecting facial make-up products that
contain sunscreens to labeling requirements beyond those imposed on products
limited to use on small areas of the face. If manufacturers are unable to comply
with burdensome labeling requirements, they may choose not to include sunscreen
protection in make-up products. To impose these labeling requirements would risk
depriving consumers of the important health benefit they derive from protection
against incidental UV exposure which is now readily available in products they

would use anyway for their cosmetic benefit.

Women, the primary users of facial make-up products with sunscreen,
are well-versed in the application of such products and require minimal information
to use them appropriately. The very nature of make-up products, including their
primary purpose to impart color to the face and the fact that they are primarily sold

in smaller packages, limits the likelihood of product misuse.

Although the choice of particular facial make-up products is driven
primarily by factors related to their cosmetic use (i.e., aesthetic factors), women who
choose make-ups that contain sunscreens seek and obtain a secondary benefit — a
significant health benefit — to protect themselves from the casual sun exposure that

occurs during daily activities. Imposing labeling requirements that discourage
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manufacturers from including sunscreens in such products will eliminate an
important weapon in the arsenal of women concerned about combating the effects of

daily, incidental exposure to the ultraviolet rays of the sun.

B. Lotions and Moisturizers for the Hands or Face Containing
Sunscreen Sold in Packages Containing 2 Ounces or Less

While the addition of sunscreen active ingredients and claims of sun
protection benefits triggers regulation of lotions and moisturizers as drugs, it is
entirely appropriate and within the scope of permissible FDA discretion to
determine that the flexible labeling requested by CTFA should apply to these
products. These are products that are used by consumers primarily to obtain the

cosmetic benefits of skin moisturization, classic cosmetic benefits.

If FDA remains concerned about the fact that some such products may
be labeled for full-body moisturization, then CTFA believes that the flexible labeling
proposed by CTFA should be extended to lotion and moisturizer products with

sunscreen that are intended for use on the face or hands and packaged in amounts

of two ounces or less (by weight or liquid measure.) These products are directly

analogous to the category of sunscreen products labeled for use only on small areas

of the face already granted relief by FDA, and to facial make-up products with

sunscreen that clearly merit reduced labeling requirements.

Most moisturizers intended for use on the hands or face are labeled
and promoted primarily for their cosmetic purposes and are primarily sold in
smaller packages. The intended purpose of such products (hand or facial use) is
clearly indicated by product labeling. Furthermore, the labeling for such products
clearly refers to the cosmetic benefits imparted to the skin by the moisturizing
effects associated with their application, e.g., improved tone, elasticity and
smoothness. Like make-up products containing sunscreen, these products offer sun

protection as a secondary, but nonetheless important, benefit that consumers
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should not be denied. The inclusion of sunscreens in moisturizers intended for use
on the hands and face provides an easy method for incorporating sun protection into
a consumer’s daily skin-care routine and thus consumers who choose such products

obtain a secondary but important health benefit.

As with make-up products, the characteristics of moisturizers that are
intended for use on discrete areas of the body are substantially equivalent to the
category of sunscreens for use on small areas of the face, and should be eligible for

the same relief and labeled in accordance with the modifications permitted under

section 352.52(f).

Finally, in order to satisfy concerns that lotions and moisturizers that
are sold in larger packages may be used over the entire body despite their
restrictive labeling for use on the face or hands, CTFA proposes that FDA limit the

lotion and moisturizer products that are eligible for CTFA’s flexible labeling

proposal to those packaged in amounts of two ounces or less (bv weight or liquid

measure).

Although such a size limit would be neither necessary nor appropriate
for make-up products with sunscreen, this size limit on lotions and moisturizers
with sunscreen that are eligible to use the CTFA-proposed labeling would
substantially reduce the chance that a consumer might use such a product with
reduced labeling as a substitute for a traditional sunscreen product. A package

with two ounces or less of product simply does not provide a practical or

economically feasible way to obtain full-body sun protection.

Packages with two ounces or less of product could not feasibly include
the full OTC drug labeling required by FDA on other drug products and would
likely have to discontinue offering a sunscreen benefit if they are to remain on the

market in any form. Combined with the requirements that such products be labeled

10
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for use on the face or hands, FDA could be assured that the flexible labeling option
would not be employed on any product that is likely to be used as a substitute for a

traditional sunscreen.

The imposition of labeling requirements that are neither necessary nor
particularly helpful to consumers, who are already knowledgeable regarding the
safe and effective use of lotions and moisturizers for the hands or face, simply
creates a disincentive for manufacturers to include sunscreen ingredients in
products that are primarily intended for cosmetic use. To eliminate this important
public health benefit is contrary to FDA's sound public health policy of promoting

protection against the adverse effects of daily sun exposure.

FDA Should Permit Off-Label Disclosure of Inactive Ingredients for all
Sunscreen Products.

Regardless of how FDA resolves the issues of the reduced-labeling
format sought by CTFA, we urge the Agency to consider allowing the disclosure of

inactive ingredient information on labeling at the point of sale for all sunscreens.

This relief 1s essential to ensure that these products continue to be available in
smaller, “convenience” sizes that permit the consumer to carry and use sunscreen
protection of any kind when they are outside the home. As we have stated in
previous comments to the agency, on-label disclosure of inactive ingredients is not
essential to providing complete and accurate information to the consumer at the
point of sale. Moreover, it requires unnecessary use of label space that would

preclude these products being made available in smaller packages.

Permitting off-package labeling of inactive ingredients for all
sunscreens would be consistent with FDA’s current regulations for cosmetic
products, allowing ingredient information to be included in labeling “accompanying
the product” if the package meets certain specifications. 21 C.F.R. Sec. 701.3(i).

FDA’s cosmetic regulations also currently allow for the use of a firmly affixed tag,

11
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tape, or card for conveying ingredient information on small or decorative packages.
21 C.F.R. Sec. 701.3(b). Provision also is made for ingredient disclosure on certain
labeling “accompanying the product” where a cosmetic product is distributed by
direct mail. 21 C.F.R. Sec. 701.3(r). Further, as discussed in CTFA’s August 4,
2000 comments, the FDA Modernization Act also gives FDA the authority to
provide similar flexibility for OTC drug products.

Because all sunscreen products are topically applied and have cosmetic
attributes that benefit the skin, they also tend to have a large number of inactive
ingredients. The flexibility of off-label disclosure of inactive ingredients at the
point-of-sale would increase the likelihood that such products could continue to be
made available in smaller, easy-to-transport packages that provide a major

consumer benefit with no adverse impact on consumer information or health.

FDA Has the Legal Authority to Modify Labeling Requirements for
Sunscreen Drug Products Through Amendments to the Monograph for
Sunscreen Drug Products.

A. CTFA Does Not Seek an Exemption from OTC Drug Status
for Sunscreen Products.

The Playtex petition equates CTFA’s arguments that labeling
requirements for sunscreens should be modified to an argument that these products
should no longer be regulated as OTC drugs. CTFA has never suggested that any
type of sunscreen product be exempt from all drug labeling requirements or from
other drug regulatory requirements. Rather, CTFA has encouraged flexibility in
the drug labeling that is required for such products. Indeed, under CTFA’s current
sunscreen labeling proposals, the essential content and format requirements of

FDA’s OTC Drug Labeling Regulation are preserved.

Whether FDA decides to grant more flexible labeling for all sunscreens

or for certain subcategories of sunscreens such as facial make-up with sunscreen

12
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and hand or face lotions and moisturizers packaged in amounts of two ounces or
less, such agency decisions will not change the fact that the product is regulated as
a drug and will be subject to all other applicable drug requirements. Modification of
labeling requirements for certain products is totally within FDA’s lawful authority
and discretion, discretion that FDA has already lawfully exercised in allowing
reduced labeling for lipsticks and “products labeled for use only on specific small
areas of the face.” 21 C.F.R. Sec. 352.52(f). Thus, the authorities cited in the
Playtex petition governing the “drug” or “cosmetic” status of a product are

inapplicable.

B. CTFA Does Not Seek Any Change in Required FDA
Rulemaking Procedures to Obtain the Relief Requested.

The Playtex petition expresses a concern that any modification to the
labeling requirements for sunscreens “would represent a significant change to the
monograph" and “must be subject to rulemaking to ensure that the public is given
proper notice and the opportunity to comment on the exemption.”4 CTFA agrees

with this position, and emphasizes that it has never suggested otherwise.

CTFA has submitted the basis for its requested action on the public
record during the public comment period designated by FDA as provided under
customary and proper rulemaking procedures. CTFA assumes that FDA action to
allow more flexible labeling for sunscreens will be a part of an amended Tentative
Final Monograph (proposed rule) which agency officials have informally indicated
will be published during 2001 to address a number of issues raised by the industry
and others regarding the Final Sunscreen Monograph. Such action would be fully
in accord with FDA’s normal rulemaking procedures as required by the

Administrative Procedure Act (“APA”). 5 U.S.C. Sec. 501 et seq.

4 Playtex petition at p. 2, fn. 1.

13
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C. FDA Has the Legal Authority to Modify Labeling
Requirements as Appropriate for Certain Subcategories of
OTC Drugs.

The Playtex petition acknowledges that FDA would have the authority
to grant the relief sought by the entire industry — reduced labeling requirements for
all sunscreens. Yet, the petition questions FDA’s ability to make such a decision for
narrower subcategories of sunscreens such as facial make-up with sunscreen and
face or hand moisturizers and lotions. We respectfully submit that FDA has the
authority to grant modified labeling requirements for all sunscreen labeling (as
CTFA has repeatedly requested) or for the labeling of any subcategory of

sunscreens.

The APA does not demand that similarly situated products always be
treated exactly the same, but merely places the onus on the agency to articulate a
reasonable basis for disparate treatment. See Petroleum Communications, Inc. v.

F.C.C, 22 F.3d 1164, 1172 (D.C. Cir. 1994). CTFA believes that sufficient basis

exists in the sunscreen and OTC Drug Labeling Regulation administrative records
to justify the modifications to the labeling requirements for sunscreen products that

it has requested.

In Bracco Diagnostics, Inc. v. Shalala, 963 F. Supp. 20 (D.D.C. 1997),
cited in the Playtex petition for the proposition that FDA cannot subject similar

products to disparate treatment, FDA applied drastically different regulatory
requirements to two identical therapeutic products. In this situation, FDA is
considering whether there are logical differences between subcategories of
sunscreen-containing drug products. Within the sunscreen category itself,
legitimate reasons for distinguishing between products exists. Thus, there is no
question that FDA has the authority to impose different labeling requirements for

those products. Moreover, any decision by FDA regarding distinctions between

14
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products necessarily calls upon the agency’s medical and other expertise, which is

entitled to substantial deference. Ethicon v. FDA, 762 F. Supp. 382 (D.D.C. 1991).

There is ample precedent for FDA to permit reasonable variations to
the labeling for cosmetic and drug products because of packaging characteristics
and/or intended uses that set them apart from other products in their class. For
example, with respect to cosmetics, recognizing the concerns about labeling on
ornate and decorative containers, FDA permitted variations to the general cosmetic
labeling requirements for cosmetics packaged in “boudoir” type containers. 21

C.F.R. Sec. 701.13(e).

With respect to drug products, FDA also determined that two of the
proposed warnings for skin protectant drug products — “avoid contact with the eye”
and “not to be applied over deep or puncture wounds, infections, or lacerations” —
were not necessary or appropriate for products formulated as lip balms. 21 C.F.R.
Sec 347.50(c)(5)(proposed). FDA also recognized the difficulty of specifying
directions appropriate for all different types of wash-off acne products, and instead
permitted manufacturers to use any “appropriate” directions for such products. 21
C.F.R. Sec. 333.350(d)(2). Thus, when the packaging and/or the intended use
characteristics of a product set it apart from other products in its class, FDA can
and has permitted appropriate variations to the labeling for such products that still

provide consumers with information needed to use the products safely and

effectively.

Such a finding is also consistent with FDA’s exercise of its regulatory
authority in the food labeling arena. For example, FDA’s implementing regulations
for nutrition labeling of food include several modifications to the standard format
that may be used for products that meet certain criteria. See 21 C.F.R. Sec. 101.9.
Among the criteria considered in determining the appropriate Nutrition Facts

format to use are package size and product composition. Id.

15
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Conclusion

CTFA appreciates FDA's efforts to develop an appropriate monograph
for sunscreen products. The well-established adverse effects associated with acute
and long-term chronic sun exposure call for FDA to exercise its regulatory discretion
to ensure that consumers have access to as many sunscreen-containing products as
possible. Achieving that goal depends, in part, on carefully considering the labeling
requirements for sunscreens and imposing only those that are necessary for the safe

and effective use of such products.

We believe the flexibility provided by CTFA’s proposals would benefit
consumers by permitting the continued, increasing availability of these important
products without in any way compromising safety or consumer access to necessary
product information. We ask FDA to grant the broadest possible flexibility in
labeling requirements for sunscreen products consistent with the reduced labeling

requirements proposed by CTFA in its August 4, 2000 submission to the Agency.

We would be pleased to provide any further information or to
participate in any further dialogue to assist the Agency in the resolution of these

important issues.

Respectfully submitted,

Ay

E. Edward Kavanaug
President

Attachment

ce:  Janet Woodcock, M.D. (HFD-1)
Diane Murphy, M.D. (HFD-104)
Robert DeLap, M.D. (HFD-105)
Charles J. Ganley, M.D. (HFD-560)
William A. McConagha, Esq. (GCF-1)

16

\\ADC - 6484071 - #1216238 v1



THE COSMETIC, TOILETRY, AND FRAGRANCE .ASSOC!ATIdN
Attachment A

August 4, 2000 !

E. EDWARD KAVANAUGH
BY HAND DELIVERY ' PREISTOENT

Docksts Management Branch (HFA-305)

Eood and Drug Administration .
5830 Fishers Lane : '
Rocm 10€1

Rockyville, MD 208357

Re:  Deccket No. 78N-0038 ‘
Sunscrzen Drug Products for Over-the-Countar Fuman Use

On behaif of its members, The Cosmetic, Teiletry, and Fragrance Asscciztion
(CTrA), submits these comments in partial responsa to the food znd Orug
Administration’s (FDA's) recpening of the administrative racorc on sunscraen drug
products for over-the-counter (OTC) human use. Sunscreen Drug Products for Over-
he-Counter Human Use; Final Monegraph; Extension of Effactive Date; Recpening cf

Administrative Record. 65 Fed. Reg. 38319 (June 8, 2000).

—.

CTFA is requesting that as part of the rzopening of the administrative racord on
sunscreens, FDA consicer acditional lzbeling issues relating to such procucts that are
raised by FDA’s general requirements for OTC drug labeling. Specifically, CTFA

A

requests that FDA revise the final sunscresn moncgrash to permit modifications to

ceriain reguirements of the OTC labeling contznt and format rule aoolicable to

)
o

nscreens under 21 C.F.R. § 201.86. While CTZA will be submitting acditional

— - oy A ¥ 4 P [ . o . .
comments to FDA on the specific issuss raised in the June 8. 2000 notice, we balisve

PEOUI7TH ST MW, SUITE300  WASHINGTON,D.C.20035-4702
202.331.1770 =z 2073311949
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that now is the appropriate time and venue to make that request.’ Taking this step will

help to assure that FDA meets its goal of a comprehensive sunscreen drug product final
monograph in effect on December 31, 2002.

Founded in 1894, CTFA is the national trade association reprasenting the
personal care products industry. CTFA's zpproximately 300 active members (who
manufacture anc distribute personzl care products) and 300 asscciate members (who
orovide related goods and services to the indusiry) are resgonsible for providing
consumers with the vast majority of personal care products sold in the United States.
These products include both cosmetics and products such as sunscreens that are

regulated both as cosmetics and drugs (hereafter “cosmetic-drugs.”)

Included in CTFA's membership are a majority of the marketers and
manufacturers of sunscreen products scld in the United States. CTFA has led a
cozlition of sunscreen manufacturers that has addressed and will continue to address
the wice variety of important issues raised by the sunscreen moncgraph. CTFA has
beean an active participant in FDA’s OTC rulemaking for sunscreens since its inception
and has a long history of substantive involvement before the agency on ell sunscreen

related issues.

The Scope of This Document

This is @ comment on changes that are necessary to change the impact of the
OTC Drug Labeling Regulation (64 Fed. Reg. 13254 [March 17, 1899]) on sunscreen
products. It is being filed on the public racord of the Monograph for Sunscraen Drug

Products for Over-the-Counter Human Use (84 Fed. Reg. 27686 [May 21, 1998]) at the

: Expecitad consiceraticn of this request and z clear rasponse rzsarding the cegrea of labeling
flexibiiity that will be allowed by FDA wiil incr2as2 the chances that comaiiznce with the OTC Labeling
Ragulation can be accompiishad by the affactive date of the Final Sunscreen Monograph (December 31,
2002). However, any significant calay in resoiving these issues or failure 10 grani the necassary laceling
Aexibility will vinually guarantee that the deadline cannot be met, (Pleassa seé the discussion of time
necessary to complets ladeling changes at 0. 28-30)
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request of FDA. The Agency believes that the appropriate way to modify the impact of
the OTC Drug Labeling Regulation on any one product category is through modification
of the specific regulation or monograph for that category.

This comment is not intended to change the labeling regulations already
promulgated by FDA with respect to sunscreen products marketed as a lipstick and
“products labeled for use only in specific small areas of the face (e.qg., lips, nose, ears,
and/cr around ey2s)” contained in 21 C.F.R. Sec. 352.52 and promulgated at 64 Fed.

Rsg. 27888-2% (May 21, 189S.) We believe those medifications to' the OTC Drug

({91

Labeling Regulation are appropriate. This document proposes additional modifications

of that rule that woulc establish the maximum required labeling under the OTC Drug

Labelina Regulation for all other sunscreens.

This document is not CTFA's final comment on issues raised by the Final
Monograph for Sunscreen Drug Products. Additional comments are being prepared by
CTFA and by individual cocmpanies that will address sunscreen testing requirements,
cermissibie claims, indications for use, directions for use, and other labeling, testing and
formulation requirements. Those cecmments will be filed prior to the September 6, 2000
deadline established when the Agency reopened the public recorc of the Final-

Monograph for Sunscreen Drug Products for further comment.

t should be rotad that the proposals in CTFA's future comments would change
the content of the OTC drug label for sunscraens but would not change the requirad
format for presenting the information in labeling if the following comments are accepted.
For example, in comments to te filed at a later date, CTFA will propose additional
indications for usa for sunscreens which a manufacturar may chcose to use in lieu of or

in acdition to currently allowed indications if appropriate for their particular product,

(8]
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The Evolution of Modern Sunscreen Products

Sunscreens have been used for decades to prevent sunburn and to protect the
skin against the many harmful effects of the sun. At the time FDA began its
consiceration of sunscreens under the OTC Drug Review, the procducts were primarily
intended to be used at the beach or during other occasions when 2 consumer was
exposead to direct and prolonged sunlight. The original procuct forms were relatively

limitec in variety.

In recent years, acvances in formulation technology and the availability of new
ingredients have increased the protection available from UVA and UVB radiation and
procuced a variety of sunscreen products that ara appropriate for use on a daily basis.
Products that were previously used at the beach are now formulated to be acceptable
for use during normal daily activities including work and other forms of recraation.
Sunscreen protection aiso has been incorporated in traditicnal cosmetic products. Such
cosmetic products provide a wide variety of sunscreen protection against daily UV
exposure. In short, cosmetic and sunscreen benefits have merged to provide
consumers with a wide selection of products that offer comfortable, easy-to-use

protection in virtually every situation where they will encounter UV exposure.

In addition, these technological advances have enabled manufacturars to
increase the scope of UVB ancd UVA sunscreen protection provided by all forms of
sunscreen products. FDA is now considering appropriate testing and claims for UVA
protection. UVB protection is measured by the Sun Protection Factor ("SPF") that is

now widely recognized and understood by consumers.
As tecnnology has improved, UVA protection and hicher fevals of UVB protection

kave become available in all forms of sunscraen products, including those in tracitional

cosmetic products such as skin care and make-up products. This is a trend that has
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benefited consumers and should not be unnecessarily disccuraged by new labeling
requirements that could make it impossible to produce these products in convenient,
easy-to-transport package sizes. Packaging innovations now make all of these
products easy to carry and use by an increasingly mobile population. Smaller packages
increase the likelihood that consumers will carry sunscreens with them and apply the

product in the many different situations where they are exposad to UV radiation.

Finally, during the years of the OTC Drug Review, medical 2nd public health
authorities have come to understand and emphasize the many benefits of sunscreens
to protect against sunburn, skin aging and skin cancer. Many agencies and medical
authorities such as the FDA, Centers for Disease Control and Pravention, American
Cancer Society, American Academy of Dermatology and the Skin Cancer Foundation
have stressed the importance of sun protection. This includes the use of sunscreens in
reducing the threat of skin cancer and one of its most dangerous forms, malignant

melanoma.

Overview of CTFA's Request and Underlying Rationale

As described in detail below, CTFA is requesting that FDA modify the labeling
format and content requirements of 21 C.F.R. § 201.686 as they apply to sunscreens in a
mananer that will permit greater flexibility in the presentation of such information.
According to FDA, the substantial labeling changes required by the Final OTC Labeling
Rule are intended to enable consumers to better read and understand OTC drug
procuct labeling anc to apply this information to the safe and effective use of OTC drug
products. CTFA continues to maintain, however, that FDA has failed to adequately
articulats its basis for imposing many of the requirements of the Final OTC Labeling
Rule on sunscreen and other cosmetic-drug product labels. Inceed, nowhere in the
rulemaking process has FDA sufiiciently cansiderad or distinguished between OTC drug
oroducts that raise the safety and consumer corfusion concarns addressed by the Final

OTC Labeling Rule and cosmetic-drug products with no dosage limitations that do not

raise the concarns relied ucon bv FDA to sugoor the new Izbeling requirements.
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CTFA has previously addressed in detail FDA's failure to identify the manner in
which applying the Final OTC Labeling Rule to sunscreens and other cocsmetic-drugs
serves the agency's goal of increasing consumer understanding about the safe and
effective use of OTC drug products. CTFA has also made numerous submissions to
FDA regarding the cosmetic-drug status of sunscreens and the appropriate labeling for
such products. CTFA hereby incorporates by reference all of thesa prior comments as

they relate to the raguests set forth herein.”

Importantly, none cf the modifications requested by CTFA will negatively impact
the safe and effective use of sunscreens by consumers. CTFA has fashicned its
requests after changes already accepted by FDA for sunscreens formulated for use as
lipsticks and for use on small areas of the face. The modifications also are consistent
with the format changes permitted for certain smaller packages under the Final OTC

Labeling Rule.

in the Final OTC Labeling Rule, FDA described the following construct for
developing appropriate OTC drug labeling:

[w]hen developing drug labeling, the agency considers the risks
and benefits of the drug, the intended use, and the need to
communicate limitations or rastrictions about the use of the procduct
to the target population. The quantity and complexity of information
which must be communicated to ensure appropriate product
selection, convey the effectiveness of the drug, communicata risks,
and provide complete directions for use, varies with the drug
ingredient, the target population, the disease or symptoms the
product is intended to treat or prevent, and related information
about the conditions which must be provided for the safe and
effective use of the drug. In some cases (e.c., lipsticks or lip balms

CTFA comments sudmitizd 1o the Sunscraen TEM, Docket Mo, T3M-0038 (Marcn 21, 1894);
CTEA Commants submiiac to the Prooosad OTC La oe!ing Rule, Docka: Nos. $AN-0420; V-N ~434A
S0P-0201; anc 83N-0252 (Cctocer 7, 1987); CTFA etter 1o Dr. Bowen on Sunscraen TEM (2ril 15,
1698); CTFA Citizen Petiton to Stay Sunscreen Final Rule (April 13, 1589): anc CTFA Citizen Patition to
Stay Final OTC Labeiing Ruie (October 22, 9“9‘
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containing sunscreen), minimal information is needed for the safe
and effective use of the product,

64 Fed. Reg. 13270. FDA listed the typical characteristics of products requiring
minimal information for their safe and effective use ag follows:

packaged in small amounts:

« having a high therapeutic index:

« " carrying extremely low risk in actual consumer use situations:
« providing a favorable public health benefit;

« requiring no specified dosage limitation: and

« requiring few specific warnings (e.g., Reyes syndrome) and no general
warnings (e.g., pregnancy or overdose warnings).
Id. The agency indicated its intent to "identify products with these characteristics” and
"consider appropriate exemptions in their respective monograpns and drug marketing
applications to the extent possible.” Id. CTFA believes that sunscreens fit sufficiently
within the parameters of the above criteria to justify the labeling modifications requested

herein.

Sunscreens have a high therapeutic index in that their efiective dose is

substantially lower than the dose that would pose even a minimal risk of toxicity.

Sunscreens carry extremely low risk in actual consumer use situations.
Sunscreens have a decades-long history of safe use because they have a low toxicity
profile and because consumers have a clear understanding of when and how to use
these products. Only minimal information is necessary to ensure the safe anc effective
use of sunscreens. (itis noteworthy that sunscreens are not consicered drugs and are

regulated as cosmetics in Europe and most other parts of the world.)
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Sunscreens provide a favorable health benefit. The dangers associated with
exposure to the ultraviolet rays of the sun arise under both extreme daylight conditions '
associated with the beach, skiing and other activities, as well as from the chronic
exposure that occurs as consumers conduct daily activities outdoars. The protection
rom UV exposure afforded by products designed for extreme sunlight situations and by
products intended for every day use, such as foundations that contain sunscreen
ingredients, arg both recognized as cffering consumers significant health tenefits.
Indeed, sunscreens are one of the most imporiant weapons in the fight against

damaging cversxposurs to the sun.

Sunscreens require no specified dosage limitation. Concerns relating to the
wrong size or freguency of dose do not exist for sunscreens. Such products may be
used in unrestrictec amounts on a daily, or even mora frequent basis without fear of
overdose. Likewise, sunscreens raise no serious concern that an improper dose may

rasult in an adverse drug experience.

Sunscreens require few specific warnings and conly one general warning.
No specified wamings (e.¢., use during pregnancy, Reyes syndrome, etc.) apply to
sunscreen procucts. Those warnings that are required are limited to admonitions that
the product be kept out of eyes and that use of the product should be stoppecd if a rash
or irritation develops. The cne general warning that does apply to sunscreens is the
warning to keep out of reach of children which would remain a part of the required
labeling under CTFA's progosal. (FDA has permitted this warning to be omitted from
lipsticks and to be abbreviated on products labeled for use only on small areas of the

face.)

The sixth characteristic, small package size, while not satisfied by all sunscreens,
is also the least substantive criteria included in FDA's list and is a characteristic of manv
daily use cesmetic products that contain sunscraen. Further, the maodifications to the

sunscreen labeling requirements requested by CTFA will not compromise, in any
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manner, the ability of consumers to select and use sunscreens properly. The
underlying records for the Final OTC Sunscreen Rule and the Final OTC Labeling Rule’

fully support CTFA's proposed sunscreen label and the changes requested by CTFA
warrant serious consideration by FDA.

Procedural History

The Sunscreen Monogranh

FDA has alreacy published a partial final monograph addressing many of the
requirementé relevant to the conditions under which OTC sunscrasn drug products
bearing UVB claims will be generally recognized as safe and effective and not
misbranded. 64 Fed. Reg. 27686 (May 21, 1899) (hereinafter the "Final OTC
Sunscreen Rule”). The Final OTC Sunscreen Rule includes modifications to the
general OTC drug labeling rules in 21 C.F.R. § 201.686, to accommaodate sunscreen

products labeled for use on small areas of the face and as lipsticks.

In response to a Request for Stay and Citizen Petition filed by CTFA on April 15,
1999, FDA stated in an October 1, 1599, decision that it would delay the effective date
for the Final OTC Sunscreen Rule until December 31, 2002, while important conditions
relating to both UVA and UVB radiation protection are resolved. Most recently, on June

8, 2000, FDA issued a Federal Reqister notice, in response to which these comments

are being fited. That notice alerted the public of its decision to delay the effective date
of the Final O7C Sunscreen Rule and reopening the administrative record an
sunscreens to permit ccmment on monograph issues. (65 Fed. Reg. 36319 [June &,

2000])

The Final QTC Labeling Rule

Prior to publishing its Final OTC Sunscreen Rule, FDA published a final rule
esiablishing standardized content and format reguirements for the labeling of all OTC
drug procucts. 21 C.F.R. §201.63. Over-the-Counter Human Drugs; Labeling

Reguirements; Final Rule. 54 Fed. Reg. 13254 (March 17, 19¢9) (hereinafter the "Final
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OTC Labeling Rule"). The format and content regulations require, among other things,
(1) use of specific headings and subheadings in a standardized order: (2) use of
standardized graphical features; and (3) minimum standards for type size and spacing.
These reguirements are designed to enable consumers to better read and understand
the information presented on OTC drug labels and to apply the informaticn to the safe
and effective use of the products. In response to this proposal, CTFA filed substantial
comments quastioning the legal and factual basis for apolying this new format to certain
cosmetic-drug products that e not tear dosage limitaticns. (CTFA commeants to
Dockzt Nos. 96N-0420, G2N-454A, S0P-0201, and S5N-0259 filed QOctober 7, 1897.)

CTFA careiully analyzad the existing record for the proposal and saricusly
guestioned whether the record contained any support whatsoever for the application of
this proposed fermat to certain cosmetic-drug products. CTFA strongly believes that the
existing labeling for these products was fully sufficient from a public heaith and legal
stancpoint. In the Final OTC Labeling Rule, FDA rejected CTFA's raquest that these
cosmetic-drug products not be subjected to the new label format. In response to a
Citizen Petiticn submitted by CTFA on October 22, 1898, raitarating our legal and
factual concerns, FDA extendec the. primary implementation date for the Final OTC

Labeling Rule from May 18, 2001, until May 16, 2002.

Harmonization of the OTC Sunscreen and Labelinag Rules

The interplay cf FDA's decisions to delay the implementation dates of the Final
OTC Sunscreen Rule and the Final OTC Labeling Rule means that sunscreen products
must have labeling that complies with the requirements of both sets of regulations by
December 31, 2002. As FDA approaches the final stages of its rulemaking for
sunscreens CTFA reguests that the agency reconsider its approach to harmonizing
cerain of the substantive sunscrsen labaling raguiraments with FDA's regulations
standardizing the content and format requirements of the Finel OTC Labeling Rule by
adopting the labeiing proposed by CTFA for z2ll sunscreens. This request is consistant

with the notion that having established format and content requirements generally
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applicable to all OTC drug products, category-specific arguments may be addressed
within the context of individual product monographs.” FDA officials have repeatedly
advised CTFA that this is the appropriate way to address changes in the OTC Drug
Labeling Regulation that are necessary for specific product categories. As described in
the following section, sunscreens represent a unique OTC drug category for which the
labeling modifications requested by CTFA are appropriate both as a matter of public

health and law.

Flexible Labeling for Sunscreen Products is Justified

It is universally recognized that excessive exposure to the ultraviolet rays of the
sun can procuce a wide variety of adverse hezith consequences. Effects range from
immediate burning of the skin, to premature aging, wrinkiing, and other damage to the
skin, to various types of skin cancers including malignant melanoma (a very serious
form of skin cancer that has increased in the past several years). As awareness of the

sun's camaging effects has increased, public heaith authorities f(including FDA and

NiH), dermatologists. and other health oraanizations (the American Academyv of

Dermatologv and American Medical Association) are uraing consumers to use oroducts

containing sunscraens ragularlv. on a cailv basis. rather than onlv when thev expect to

be exposed to intense suntiaht situations. See CTFA's comments to the TFM for OTC

Sunscreens, Docket No. 78N-0038, at 4-5 (March 21, 1884). Thus, sunscrean
procducts are substantially different from most other types of OTC drug products in that
they are recommendec for use on a daily basis for persons who have no illness, as a

means of preventing serious disease in the future.

While CTZA continues 1o Celieve that many of the arguments that supocrt the megifications
srocosed heren sioulc apoly ecross the Yoard o &il five of the personai care drug procuct categories
idenufied in gricr comments (i.e., antiperspiranis, skin proteciants, antidandruf producss, and
znumicrobial scaps and washes!, for curposes of these comments CTFA is limiting the scope of its
racuesis at this time to OTC sunscresn products. CTFA resarves the right 1o raise this issue once again
or in the context ¢f the individual monograons for the other four persona‘i cara groduct categories
identified directly abeve. CTFA Delieves that it3 proposails for sunscraan products estaslish sounc
crincipies that shoulc 5 applied to all categerias meeting the aporooriata criteria.

11 -
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FDA's Rationales for the Final OTC Labeling Rule Do Not Apply to
Sunscreens. Analysis of the rationales underlying FDA's Final OTC Labeling Rule
support CTFA's claim that there is a fundamental distinction between sunscreen
products and other OTC product categeories. From the beginning of its rulemaking,
FDA's rationale for standardizing the format and content requirements for 2ill OTC drug
products has been to enadle consumers to better read and understand OTC drug
product labeling and to apply this information tc the safe and effactive use of such
products. See €4 Fed. Reg. 13254, However, nowherz in the racords supperting
FDA's Final OTC Labeling 2nd Sunscrzan Rules is thers any evidence that consumers
are unable to read or understand information necessary for the safe and effective use of
sunscreens as currently 1abeled. The concems relied upon by FDA to support
agplication of the Final OTC Labeling Rule requirements simely do not exist far
sunscreens.

In addition to its concerns about readability and comprehension, FDA icentified
the following "changing patterns” of OTC drug use as among its justifications for
standardizing OTC drug labeling:

. Con;ems about the increasad availability of more potent
medicines.

. Con;ern_s about increased consumer self-ciagnosis and s&lf-
medication.

. Concerns regarding the gossivility of increased or inappropriate

use of OTC drug products by the elderly.

. Conc.ems regarding the possibility of increased adverse
reactions and misuse of OTC drug products.

QOver-the-Countsr Human Drugs: Proposed Labeling Requirements; Proposed Rule. 52
Fed. Reg. 9024 (February 27, 1997). However, each of thess justifications for imposing
massive releteling requirements are absolutely inaoplicanle to OTC sunscreen
products.
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FDA’s concerns about increased consumer self-diagnosis and self-
medication do not apply to sunscreen products. Sunscreens are widely used by
consumers and sufficiently labeled for safe and effective use under current OTC drug
and cosmetic labeling requirements. To the extent their use by consumers reflects any
of the changing patterns of use identified by FDA in its progosal, such changes are
precisely those that FDA and public health officials are encouraging for sunscreen use.
For example, to the extent sunscreen use can be characterizaed as self-medicaticn by
consumers or as presanting opportunities for increasaed use by the elderly, a wide array
of public health agencies and experts aggrassively promcte such uses. Indeed. in
contrast to traditional OTC drug therapies, the concern with regard to sunscrzens is
product under use rather than over use.

FDA's concerns regarding the possibility of inappropriate use by the
elderly and of increased adverse reactions and misuse of OTC drug products also
do not apply to consumer use of sunscreen products. Sunscraens have an
exceptional safety record and have been used by consumers of all ages for more than
two cecades with an extraordinary safety record. Rather than concerns about the
overuse of sunscreens, the American Acacdemy of Dermatolegy and other consumer
groups have expressed concern (i) that consumers do not use enough sunscreen; and
(i) that many consumers do not understand the importance of protection from everyday
UV exposure affordec by products such as cosmetic moisturizers containing sunscreen
ingredients. In practical terms, the dangers of exceeding the recommended dosage”
associzted with some categories of OTC drugs simply do not exist for sunscresns.
Acdditionally, adverse reactions asscciated with sunscreen use are generally limited o
miid rashes and other skin irritations, for which warning information is included in
CTFA's proposed sunscreen label.

Despite the fact that the safety and consumer confusion concerns and the
changing patterns of OTC drug use cited by FDA are not reievant to sunscreens,
CTFA's proposed label incorporates a majority of the labeling requirements imposad
under the Final OTC Labeling Rule. Conseguently, CTFA belisves that a gocd faith
review of the labeling modifications it is requesting for sunscresn products, measured
against the agsncy's rationales for standardizing the format and contant of OTC drug
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products, should result in the agency granting the labeling modifications CTFA is
requesting for sunscreens.

Sunscreens are Fundamentally Different Than Other OTC Products.
Sunscreen products are marketed for various uses. Many products are designed to
protect consumers from sunlight exposure associated with prolonged outdoor activities.
These products are also used by some consumers on a frequent or even daily basis.
Other products incorporate sunscreen ingredients in products designed to provide
cosmetic benefits for everyday use. Examples of these daily use procucts are
meisturizers, founcations, and lipsticks. They are designed to be used during daily work
and leisure activities and are attractive to consumers because they also provide
cosmetic benefits that are considered important. (The best sunscreen in the world is
worthless if the cansumer coes not use it.) Importantly, all sunscraen products offer

significant health benefits to consumers.

For consumers who rely on daily use products containing sunscreens, the
cosmetic attridutes of such products are equally as legitimate and important, if not more
so, than their drug functions. Regardless of the type of sunscreen or the particular use
for which such product is purchased. all of the currently marketed products in the
sunscreen categery have along history of safe and appropriate use by consumers.
CTFA continues to believe in the basic premise, reiterated in numerous submissions
made to the agency, that OTC drug products (1) used on a daily or more frequent basis
without serious safety or efiicacy concerns; and (2) for which no administrative record
establishing any consumer misuse problems exists, are fundamentally different from
OTC drugs purchased by consumers solely for their therapeutic purposes.
Conseguently, FDA rationales behind required labeling for the safe and effective use of,

for example, a cough-cold product, do not necessarily transfer to sunscreen products.

Applying the modifications proposed by CTFA to sunscraen oroducts will NOT

impact the agency’s continued apclication of the Final OTC Drug Labeling Rule to the

-14 -
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vast majority of OTC drug products. Rather, modifications of the nature sought by
CTFA for sunscreens are specific to that monograph and rely on rationales that transfer
easily only to the very small number of OTC drugs in the personal care product
categories that CTFA has identified above. Moreover, CTFA has designed its proposad

labeling to retain as many features of the new OTC drug label as feasible.

FDA's Proposed Sunscreen Labe|

Under FDA's Final OTC Sunscresn Rule, all sunscreen products (other than

those intended for use on small areas of the face and as linsticks) would be labeled in

accordance with the following model:

Drug Facts
Active ingredients Purpose
Octyl methoxycinnamate (3% ). . oo Sunscraen

Phenvibenzimidazole suifonic acid (4%)
Uses « helps pravent sunzum

¢ higher SPF gives mare sunsurn orotacscn
| Warnings
For external use only
When using this product
« k229 out of aves.- Rinsa with watar 'o remaove.
Stop use and ask a doctor if
s rasn orirritation develocs ard (25t
Keep out of reach of children. if swallowed, get mecical neip or
centact a Peisen Centrol Cantar right away.
Directions « ageiy literally befare sun expasure anc as needed
o calcren uncar 3 menths af 2C2 3ask a docter
Inactive ingredients water, ischaxadecane, glvcenn, butylene
glycol, triethanclamine. stearic acid, caty! alcohol, catyl palimate.
DEA-cetyl phosphate, aluminum starch octenyl succinate, titanium
dioxide, imicazolicinyl urea, methylparaben, propyiparaben,
carbomer, acrylates/c10-30 alkyl acrylate crosspelymer, PEG-10
sova sterol. disodium EDTA, castor oil, fragrance. red 4. vellow 3.

NOTE: This sample is intended to provide a "picture” of the new label and does not necessarily reflect type
size, leading or other technical format requirements. No attempt has been made to distinguish between the
thickness of barfines and hairlines. Additional or alternate language for indications and directions for use
will be recommended by separate comment on the Final Sunscreen Monograph.
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CTFA's Proposed Sunscreen Label

Consistent with the justifications and rationales detailed below, CTFA requests

that FDA adopt the following label model for all sunscreen products:’

Active ingredients................... Octyl methoxycinnamate (5%)
Phenylbenzimidazole sulfanic acid (4%)

Use helps prevent sunburn

Warnings

* Keep out of eyes.

« Stop use if skin rash occurs.

Keep out of reach of children. If swallowed, get medical help or contact

a Poisan Control Center right away. '

Directions « apply literaily tefore sun exposure and as neeced

« children under 6 months of age: ask a doctor

W

Inactive ingreqienrs. Optionat disclosure provided at other location on
label or in 1abeling accompanying the product as follows:

Inactive ingredients water, ischexadecane, glycerin, butylene
giycal, triethanclamine, stearic acid, catyl alcohol, cetyl palmitate,
DEA-cetyl phosphate, aluminum starch octeny! succinate, titanium
dioxide, imidazolidiny! urea, methylparaben, propylparaben,
carbomer, acrylates/c10-30 alky! acrylate crosspolymer, PEG-10
soy sterc!, disodium EDTA, castor oil, fragrance, red 4, yellow 3.

Comments on Changes

» Drug Facts title deleted. Inappropriate and « Omit subheacings and condense information
unnecessary for sunscreens

« Omit "Purpose” as repetitive of the statement of  « Omit barlines, hairlines and box enclosure
icentity on the POP and "Use" information

» Omit "higher SPF" except as proposed by CTFA  » Option of listing inactive ingredients in different
products with SPF over 30. location or in accompanying labeling praovided
e Omit "For External Use Only"/Self evident for

product '

The label proposed above is intendecd to provide a simple "picture” of a proposed label that would
apoly to all sunscreen preducts regardiess of package size. (Of course, any exemptions provicec by FDA
for smaller packages would stll be available for such products.) The proposed sunscreen product lasel
incorzorates the modified format provisions that aflow for the elimination of the box enclosure as well as
for other modifications cited in 21 C.F.R. § 201.66(d)(10). There has been no attemot to fulfili the tvoe
size requirements in this illustration The labeling language used above is for demonstration purposes
only. To tne extent the Final Monograph for Sunscreen products permits the use of different statements
cr claims, this proposec tabet is not intended to limit such options. Similarly, the above proposal does not
include other optional statements that may be permitted, nor have statements required for water resistant
procucts been incorporated into the above proposal.

- 16 -
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JA and CTFA Proposals

Octyl methoxycinnaimalta (5%)
Phcnythenzimidazole sudonic acid {(4%)

Use helps prevent sunbenn

Warnings

o Keep aut of eyes,

o Slop ke I shanorashoaccws

Keep out of reach of childien. i swallowed, get medical help

o candact o Paison Conliol Cenders dght aviy.

Dirgctions « apply tiberally before sun exposaie and as needed

« chitdeen undes Ganonths of age: ask i doclo

tnactive ingiedients. Optional disclosure provided at olher
location on label o i labeling accompanyimg the product as
toHovws

Inactive nu;xml:cu(: wulur isohe xm!«,mno ylyceiin, 1
butylene glycol, tnethanolamine, steaidc acid, cetyl alcohol,
cetyl patimitate, DEA-cetyl phosphate, aluminum stareh

oclenyt succinate, btanknn dioxide, imidazolidinyl wrea,
maethylparaben, propylpaiaben, carbomer, acrylates/c 10-30
alkyl acrylale crosspolymer, PEG- 10 soy sierol, disodium
LOTA, castor ol tragranes, red 4 yellow 5.




CTEA's Proposed Sunscreen Label Ensures Proper Consumer Information In A

Form Consistent with FDA's Standardized Labeling Format

As is evident from the above copy, the sunscreen label proposed by CTFA is
consistent with the important elements of the Firal OTC Sunscreen Rule and the Final

OTC Drug Labeling Rule:

Active ingredient information and concentrations are provided:;
Use information as it relates to the primary use of the product mirrars

‘that required by FDA (additional or alternative indications for use will

te proposed by CTFA);
Warnings title is preserved as a separate heading;
Keep out of reach of childran and poisan control statements are
identical to information currently required:
Direction information is identical to that currantly required (additional or
alternative directions for use will be proposed by CTFA); and
All headings and information:
» -are presented in the required order;
» would use the required type size:
« use the proper letter case:
« are left justified; are presanted in bold znd italic print as
required; and
» use bullets appropriately.

The changes presanted by CTFA's proposed sunscreen label ara limited to the

following:

Elimination of the Drug Facts title;
Elimination of information provided under the Purpose heading;
Elimination of the statement under "Use" that "higher SPF gives more

sunburn protection,” excapt as proposed by CTFA far products with
SPF over 30;

Elimination of the "For External Use Only" statement;
Condensing of the warning subheading and information;
Elimination of the box enclasure, barlines and hairlines; and

Moving list of inactive ingredients to other location on the praduct label
or to labeling accompanying product.

CTFA used two mechanisms to develop its proposed sunscrean label: (1)

zpplication of the modifications developed by FDA in the Final OTC Sunscreen Rule for

certain small sunscraen packages including content changes (reductions in
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unnecessary required wording); and (2) modifications permitted for small packages
under the Final OTC Drug Labeling Rule (format changes). Both of these mechanisms’
may legitimately be applied to all types of OTC sunscreen products. As detailed below,
FDA's Final OTC Sunscreen Rule provides for modifications to sunscreens formulated
as lipsticks and for small areas of the face. CTFA strongly suppcrts the medifications
permitted by FDA under those circumstances. Because, nowever, all sunscreens are
personal health care procucts that are critical to preventing serious medical conditions,
have become weil known to consumers over savarzl decades of use, and have no
record regarding either consumer corfusion or safety problems, CTFA believes that
many of the modifications sancticned by FDA fdr lipsticks and products labeled for use

only on small areas of the face should apgly to all sunscreen oroducts.

CTFA's Proposed Content Changes

As discussed above, sunscreen drug products present virtually none of the
concerns that formed the basis for the Final OTC Lateling Rule. Moreover, FDA has
already adopted many of CTFA's proposad changes for lipsticks and sunscreen
procucts labeled for use only on small areas of the face. Thus, with respect to those
changes, FDA has already concluded that there is no underlying public health risk to
CTFA's proposed [abel as applied to sunscreen products. CTFA's proposed sunscreen
label would provide & consistent format for all products in this particular category and
would include only modest revisions from the requirements imposead on all other OTC

drug product labels.

Among FDA's motivations in estaolishing standardized content requirements for
all OTC drug product labels is to enable consumers to better read and understand
important drug information to ensure the safz and effzctive use of such product.
CTFA's proposed modifications to the content requirements set forth at 21 C.F.R.

§ 201.65(c) and at 21 C.F.R. § 352.52, d=signed to apoly to all OTC sunscreen

procucts, will not compromise that goal.
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Elimination of the "Drug Facts" Heading

The requirement that the title "Drug Facts” appear &t the top of the information
panel should be eliminated for all OTC sunscreen prcducts because it is unnecessary
and reduces the space available for important label informeation, both requirad and
discretionary. The "Drug Facts" title is unnecessary for sunscreens given the nature of
sunscreens generally (2.0., high therapeutic index and extramely low risk) combined
with the fact that the resulting label will still presarve the essential elements of the naw
OTC lapel format. The title is inappropriate, particularly for those products which
provice important cosmetic benefits, because it unnecessarily narrows the product
label. In acdition, we do not believe the absence of the Drug Facts title detracts from

the power of the format or substantive content required by the Final OTC Labeling Rule.

CTFA's request to eliminate the "Drug Facts” title is consistent with FDA's
decision in the Sunscreen Final Monograph to exempt from that requirement products
labeled for use only on "specific small arsas of the face.” However, thers is no reason
that this flexibility should not be extended to all sunscreens. All sunscreens mest the
criteria specified by FDA for products that should qualify for more flexible labeling
treatment. (See 64 Fed. Reg. At 13270) Sunscreens requira minimal information for
their safe and effective use. They have high therapeutic incices, are extremely low risk,
provide a favorable public benefit, requirs no specified dose limitations and raquire few
specific warnings and only one general warning. Accordingly, making the requested
minor modifications to the Iabel, such as removing the "Drug Facts” title but retaining
other critical elements such as warnings and directions is entirely appropriate. As the
Agency stated, this was the reasoning on which FDA based its decision to requirs
abtraviated labeling for sunscreen products intended for smazll areas of the face. That
proposed lzbeling distilled the labeling requirements to their essential elements. The
rationales on which FDA based its decisions for products used on small arsas of the

face are no less relevantin the contaxt of all sunsareen preducts.
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FDA noted in the preamble to the final rule on the OTC label format that, in one -
of the labeling studies that FDA conducted in conjunction with the OTC labe! format
rule, "Evaluation of Revised Formats for Over-the-Counter (OTC) Drugs” ("Study 8",
indicated that in consumer preference tests, consumers preferrad OTC labels that
contained a title. Of course, a consumer preference does not mean a title is essential

to accamplishing FDA's stated goals of ensuring full consumer understanding of procuct

information. Based cn the long history of safe uss of sunscreens, we believe
consumers already fully understand how to use such procucts safely and effectively and

that including & titie for the reguired informaticn is unnecessary.

in addition to being unnecessary, the "Drug Facts" title is inappropriate on
sunscreen products that also provide cosmetic benefits. Besides their drug purposes,
such products also have legitimate, beneficial cosmetic purposes which are equally
recognized uncer the Federal Food, Drug, and Cosmetic Act. 21 U.S.C. §§ 321 et seq.
"Orug Facts” inappropriate'y denotes a single purgose to a product that provides a dual
benefit. Remcving the "Drug Facts” title is a resasonable accommodation to addrass the
issue, particularly in light of the fact that it does not undermine the agency's labeling
goals. By simply removing the "Drug Facts" title, the critical information that must be

contained in a sunscreen lacel will continue to clearly and legibly appear.

Eliminate Purpose Heading and Associated Information

CTFA's proposed sunscreen label does not include a "Purpose” heading or the
"sunscreen" statement that would accompany that heading. CTFA believes that
requiring such informaticn is unnecessary in that it is duplicative of both the statement
of icentity requirement for the principal display parel of sunscrasn products and of the
"Use” statement immediately proceeding the listing of active ingredient information.
FDA has already recognized that reiterating the purpose information in the required
format is not necessary for sunscreen drug products in smaller packages and intended

for use on small areas of the face and as lipsticks. 21 C.F.R. § 352.52(f)(1). Similar
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accommodation for all sunscreen products, regardless of intended use or package size,
does not adversely impact the ability of consumers to understand the purpose for which
sunscreen products are designed or to apply that understanding to their safe and
effective use of such products.

Eliminate the "Use™ Statement Relating to Higher SPFs

We believe that consumers are already educated to understand that higher SPF
numbers give greater protection. Under separate cover, CTFA has proposed that for
products labeled over SPF 30 FDA require a label statsment advising the consumer
that “higher SPF products give more sun protection, but are not intended to extend the
time spent in the sun.” We believe this is the only specific incication for use that is
necessary for high-SPF products, and that this indication is appropriate only for
products labeled with SPFs over 30.

Omit "For External Use Only"” Statement

CTFA's proposed sunscreen label omits the "For external use only" waming.
Such warning is unnecessary based on widespread consumer knowledge regarding the
appropriate use of sunscreen products. CTFA is not aware of any adverse event data
suggesting that consumers inappropriataly apply sunscreen products. FDA has already
adopted this modification for sunscreen labeled for use on small areas of the face and

as lipsticks, 21 C.F.R. § 352.52(f)(1)(iii), and should apply it to all sunscreen products.

Eliminate Subheading Information for Warnings by Condensing Lanquage

CTFA's proposed sunscreen label modifies the content of certain of the required
warning statements by presenting information that would be presented as subheadings

into the text of the warning. Thus, for example, CTFA recommends that the statements:

When using this product

« keep out of eyes. Rinse with water to removse.
Stop use and ask a doctor if

e rash orirritation develops and lasts
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be presented as follows:

Keep out of eyes.

Stop use if skin rash occurs.
CTFA believes that the currently required subheading information and warning
language is not necessary for full censumer understanding of the warning information,
or for the otherwise safe and effective use of sunscreen procucts. The warning
information relayed by CTFA's propesed sunscraen lakel, which comprasses four lines
into two, is substantively the same as that proviced by the separate subheadings and
retains the hierarchy of FDA's preferrad format. Moreover, FDA's modifications for
sunscraen products labeled for usa cn small areas of the facs adorpt the identical format
and content for presenting the warning information. 21 C.F.R. § 352.52(f)(1)(iv).
Presumably in allowing such modification FDA felt comfortzbie that necessary warning
information was adequately conveyed. CTFA believes that similar modifications should

apply to all sunscreen drug products.

Move Listing of Inactive Ingredients to Labeling at Point of Sale

In addition to the substantive content changss suggested above, CTFA proposes
to allow, as an option, the relocation of inactive ingredient information from the label, to
labeling at the point of sale. CTFA praviously has proposed that FDA provide the same
flexibility to OTC drug products currently affcrded to cosmetic products, by allowing
ingredient information to be included in labeling "accompanying the product” if the
package has a total surface area of less than 12 sguare inches and is not enclosed in
an outer container. Se2 21 C.F.R. § 701.3(i).

CTFA believes that FDA has the authority to provide similar flexibility to QTC
drug preducts under section 412(c) of the FDA Medernization Act of 1997 (FDAMA).
Section 412 amended the misbranding provisions of the FD&C Act to require that a drug

' g, ~Ya! f Y . . " .
will be misbranded unless its label bears, among cther things, "the established name of
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each inactive ingredient listed in alphabetical order on the outside container of the retail
package. ..." FD&C Act § 502(e)(1)(iii). This provision applies to OTC drugs and was
incorporated into the final rule establishing a standard format for the labeling of such
products. 64 Fed. Reg. 13254 (1938S). However, section 502(e), as amended by
FDAMA, did not alter the section of the misbranding provision that states, in pertinent
part, "to the extent that compliance with the recuirements of subclause . . | (iti) . . . is
impracticable, exemptions shall be estzblished by regulations promulgated by the
Secretary.” Thus, FDA retains the authority to grant relief from the inactive ingradient

listng requirement.

in February 4, 2000 correspondence to CTFA, FDA stated that it declined to
include in the OTC Format Labeling Rule the provision from its cosmetic regulations that
allows for the use of an off-label declaration of ingredients under certain circumstances
because "it conflicts with section 502(e) of the Act, which provides that a drug is
misbrandec if its label does not bear inactive ingredient information on the cutside
container of the retail package.” As described above, however, that response does not
recognize the statutory authority granted to FDA to establish exemptions from the
ingredient labeling requirements by regulation. Thus, CTFA believes that no legal
impediment to the action we have requested exists. Accordingly, our proposed
sunscreen label reflects the ramoval of inactive ingredients that would be listed on

labeling accompanying the product.

Proposed Format Changes

In the course of its rulemaking to standardize the content anc format
requirements fer all OTC drug products, FDA included the following among its

objectives ragarding a stancard format;

[A] standardized labeling format would significantly improve
readability by familiarizing consumers with the types of information
in OTC drug product labeling and the location of that information.
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This final rule provides a format for presenting information that will
allow consumers to readily distinguish among seemingly similar
products and to readily access important drug information.

64 Fed. Reg. 13254 and 13270. More recently, FDA summarized the benefits of the
required format as follows:

The new format establishes a clear, easy-to-read presentation that
lists the required information in a logical hierarchy, with simple
headings and subheadings to introduca major secticns of the
labeling. The format alsc includes minimum type size and

- graphical standards, (o help ensure that consumers are able to
read the required labeling comfortably, from beginning to end. And,
the format is designed to allow consumers to compare similar
products side-by-side, to help them recognize the differences

among products, and to help them select the best product to meet
their needs.

Letter from William K. Hubbard to E. Edward Kavanaugh of CTFA (February 4, 2000).

CTFA's proposed sunscreen label in no way diminishes the power of the format
devised by FDA. Indeed, the vast majority of the standard format requirements set forth
in21 C.F.R. § 201.65(d) are preserved in CTFA's proposed sunscreen label. As noted
above, CTFA's proposed sunscreen label would not change any of the following format-
related requirements:

o Use of upper and lower case letters;
e Leftjustification of information:

o Type size;

» Use of bold and italic type: and

e Use of bullets.

Of the format changes that CTFA is suggesting, most have already been acopted by
FDA for some OTC drug product labels. Extending those modifications more broadly
acrcss the entire sunscreen product category will not compromise FDA's goal of

presenting the information consumers need in an easy to understand and icentifiable

manner.
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Eliminate the Requirement that Information be Surrounded by a Box Enclosure

For many of the same reasens that support the elimination of the Drug Facts title
from the sunscreen label, discussed above, under proposad content changes, the
requirement for a box enclosure argund the OTC label format information should be
eliminated fcr sunscreen products as well. In light of the nature of sunscreens generally
(e.a., high therapeutic index and extremely low risk) and the fact that the label CTFA is
proposing will still preserve the essantizal elements of the new OTC label format, the
raguirement for 3 box enclosure is unnecessary. Eliminating the réquirament for a box
enclosure is a reasonable accommodation: it preserves the essantial elements of the

latel while allowing sunscreen manufacturars to markst all aspects of their products.

As the agency is aware, the requirement for such a box was sliminatad for small
packages under the Final OTC Labeling Rule. However, the regulation still raquires that
the information be set off from the rest of the labeling on small packages by use of color
contrast. 21 C.F.R. § 201.66(d)(10)(v). As noted above, as consumers become more
anc more familiar with the OTC label format, they automatically will lock for the
substantive information they need on the product label. Elements such as the box
enclosure will cecome less important. Indeed, FDA recognized the non-essential nature
of the box enclosure when it eliminated that requiresment for sunscreens for small areas
of the face. S2e 21 C.F.R. §352.52(f)(2).

Even if the box enclosure requirement for sunscraens is eliminated, consumers
will still be able to easily locate the OTC label format information on the product label.
This is becausa the label will still contain the same information in the same order as
other OTC drug procducts. Moareover, this information will be ezsily located on the label

because it still will be sat off from the rest of the text by use of contrasting color.

As discussec in greater datail above, the nature of sunscreens are such that

"minimal information is nesded for the safe and efiective use of the product.” 84 Fed.
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Reg. at 13270. Sunscreens have high therapeutic indices, are extremely low risk,
provide a favorable public benefit, require no specified dose limitations and require few
specific warnings and only one general warning. Even in light of the low risk nature of
the product, elimination of the reguirement for a box enclcsure in no way recuces the
amaunt of information available te the consumer. Accordingly, given the nature of
sunscreen procucts combined with the fact that the bax enclasure is not essential and
its elimination will in no way reduce the amount of information available to consumers,

CTFA requests that it be eliminated for ail OTC sunscrsen products.

Eliminate the Requirement for Barlines and Hairlines

For the many of the same reasons that the requirsment for a box should be
eliminated, we also telieve that the use of bariines and hairlines as part of the OTC
label format should not be required for any sunscreen procuct. FDA already has
recognized that these may be eliminated for lipsticks and sunscreen procucts labeled
for use only on small areas of the face. For the flexible labeling that we alsc believe to
be appropriats for all sunscreens, we do not believe that the bartines or hairlines are
necessary to make the required information understandable by the consumer.
Moreover, this requirement would add significantly to the space required for the label
and would reduce the options available for smaller, more portable package sizes for

these products.

Eliminate the Heading and Information Related to the "Purpose” of the Product

Althcugh addressed more fully above as a proposed content change, CTFA's
decision to eliminate the "Purpose” heading on sunscreen labeling does include a
format component in that the heading and accompanying information would not be
aligned to the right of the list of sunscreen active ingredients as recuired by 21 C.F.R.
§ 201.66(a)(8). Since, howsver, the Final OTC Drug Labeling Rule raquires the
purpose information to be included within the same harizontal barlines as the active
ingredient information, the elimination of the heading in this manner would have only 2

minimal impact on the format of sunscreen labels. The hierarchy of information and
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graphical images would not be changed in any manner. Recognition that this proposed
modification to the format does not defeat the FDA's intent in standardizing the '
presentation of information is further supported by FDA's own decision to permit the
purpose heading and accompanying information to be omitted from sunscreen products
designed for use on small areas of the face and as lipsticks. 21 C.F.R. § 352.52(F)(1).
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Implement Labeling Changes

The process of reformatting and redesigning labels to implement the
requirements of the OTC Drug Labeling Regulation will be a lengthy underizking.
Although the propesals made in this document will simplify the requirements and reduce
the time and rescurce requirements for implementing the rule, extensive time will still be

required.

[n addition, if appropriate relief to reduce the lzbeling requirements for
sunscreens is not provided by FDA, many existing products will be required to be
repackaged or discontinued. Designing an entirzsly new package will require additional
time well beyond that which is required for changing the labeling. In addition, in many if
not most cases, consumer displays and other in-store promotional materials wiil have to
redesigned to accommocdats and be consistent in design with new packaging. For this
reascn as well, CTFA urges FDA to give serious consideration to these proposals to

reduce the number of products that must be repackaged (or discontinued).

Although requirements can vary from company to company because of variatians
in preduct mix, sales and distribution systems. and many other factors, 18 months is
generaily the minimum requirement to engineer an efficient effort to change the fabels
for sunscreen products that are marketed throughout the year. (See the following

discussion for additional requirements for seasonal products.) This time would run from
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the initial date that the final requirements for labeling are known to the time the product
is ready to be placed in the distribution chain, and takes into account the following |

activities:

» Understanding the new labeling regulations and assessing changes on
existing labels
» Preparation of art and print work and review for regulatory compliance

o Printing and delivery of new labels

This time frame does not take into account the time that would be necessary if
existing pracucts also must be repackaged. Under the current FDA OTC Drug Labeling
Regulation, many products would require new packages or would have to te
discontinued. The design of entirely new packaging systems will add at least one year
to the process. This process is even more chailenging than designing new labels, and

sufficient time must be allowed for the following requirements:

» Develop proposals that are consistent with consumer needs, retail space
requirements and maintenance of the brand image and identity

« New Package Design

« Safety and Environmental Compliance Review

e Consumer Testing

« Execution of New Package Design

A unique feature of sunscreen marketing adds to the need for an expedited FDA
decision on final labeling requirements for sunscreens. Typiczlly, retailers return unsold
"beach sunscreens’ or seasonal products to manufacturers at the end of the season.
These products are then redistributed at the beginning of the next season. Because
relabeling existing product is frequently not a practical alternative, manufacturers need
additional time to comply to minimize the need to destroy product that does not have

compliant labeling (instead of being recycled to retailers during the following ssason.)
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Because of the many obstacles that must be overcome before product with
revised labeling can be made available in the marketplace, we strongly urge FDA to
resolve these labeling issues and communicate their final proposals to the public before
the end of 2000. Any longer delay places FDA’s goal of 2 December 31, 2002

compliance date for a revised sunscreen monograph in jecpardy.

The feregoing discussion assumes that it is possible for sunscreen
manufacturers to comply with ravised labeling requirements by designing new lzbels for
existing packages. If FDA's final decision requirss the development of entirely new
packaging to accommedate the ravised labeling, it is already doubtful that compliance
would be possible by a December 31, 2002 date. In additicn, the requirement for new
packaging could lead to decisions to discontinue many currant procducts, a result that
would not be in the best interests of consumers. We therefore urge FDA to seriously
consider the reduced labeling requirements proposad in this document as a means to
increase the feasibility of meeting the requirements of the OTC Drug Labeling

Regulation for this important product catagory.
Conclusion

We urge FDA to adoot the CTFA proposals for more flexibie labeling for all
sunscreen products. Recognition of the unique characteristics of this product category
and the wide variety of forms of sunscreen products that are available in the
marketplace will greatly benefit consumers. Medical and oublic health authorities,
including the FDA itself, have long recognized the importance of these products and

their benefit to consumers in reducing the risk of skin cancer.
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It is simply contrary to the public interest to impose unreasonable labeling
requirements on sunscreens when there is no demonstrated problem with existing
labeling. Ironically, the current regulations also wilj reduce the incentives to make

sunscreen protection in a number of convenient, easy-to-use forms.

By granting CTFA’s proposals to modify the labeling requirements, FDA can still
gain the benefits of its new labeling format while preserving availability of products that
benefit consumers and public health.

Respectfully Submitted,

E. Edward Kavanau

President
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