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August 31, 2000
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Dockets Management Branch (HFA 305)

Docket No. 78N-0038 o
Food and Drug Administration -

5630 Fishers Lane (Room 1061)
Rockville, MD 20852
Dear Sir or Madam:

The following submission contains comments filed by Johnson & Johnson
Consumer Products Company to Docket No. 78N-0038.

These comments are in response to the notice published in the Federal Register,
Volume 65, No 111 Thursday, June 8, 2000 regarding Sunscreen Drug Products

for Over-the -Counter Use; Final Monograph; Extension of Effective Date;
Reopening of Administrative Record

J & J Consumer Products urges the Agency to accept the proposals regarding
UVA test methodology and labeling made herein. We also support the
comments filed by CTFA and its member companies: Schering-Plough, Estee
Lauder, L'Oreal, Bath & Body Works and our affiliate company, Neutrogena.

We believe that adoption of these proposals will expedite the finalization of a
comprehensive Sunscreen Final Monograph

Sincerely,
Marjonye B. McTernan
Director, Regulatory Affairs

J & J Consumer Products Worldwide

Attachments
Submitted in triplicate

199 Grandview Road, Skillman, NJ 08558-9418 (908) 874-1000
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CONSUMER COMPANIES, INC.

August 31, 2000

Document Management Branch, Docket No. 78N-0038 (HFA-305)
Food and Drug Administration, Room 1061

5630 Fishers Lane

Rockville, Maryland 20857

Re: Recommendations for Sunscreen Test Methodology and Labeling for UV A Protection

Dear Sirs:

JOHNSON & JOHNSON and its affiliated Consumer Franchise Companies currently markets a
variety of topical products containing sunscreen actives, including products intended for use at
the beach, outdoor sport activities, as well as daily moisturizer products with SPFs intended for
protection from incidental sun exposure. We, with other members of our industry have worked
in affiliation with the professional health care community to promote education of the public on
the dangers of sun exposure. We have stressed the need to protect against both UVB and UVA
damaging rays contained in sunlight throughout the calendar year. The points addressed in this
recommendation letter are intended to help provide further information on testing methodologies
and labeling that we believe will provide the consumer and the professional health care provider
with information necessary for an informed decision on the most appropriate suncare protection
product.

We believe the following points are necessary for product choice by the consumer:

Objectives:

1. SPF must be the pre-eminent factor for the choice of protection level - with UV A protection
a secondary consideration.

2. Higher SPF must contain proportional UVA protection to provide adequate protection from
sun damage

3. There must be a means for consumers and the professional health care provider to
differentiate between products that provide no meaningful UV A protection, a basic level of
UV A protection, or those that offer substantial additional UV A protection.

4. The test methods for UVA claims must be validated to provide information data on both the
magnitude and broadness of the protection provided.

5. Labeling of the UVA protection must be simple and clear and not detract from choice of the
appropriate SPF level for the product primary usage.

Proposal:
We would propose the following elements for testing and labeling of products containing

sunscreen active ingredients:
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1.

2.

Assuring the choice of product by SPF: The SPF determination of the product must be
displayed on the Principle Display Panel of the product label. We propose that any reference

to UV A protection must be restricted to the labeling described below.

Proportionality of UVA protection: A constant ratio of UVA protection to SPF

protection should be maintained to assure balance of protection across the spectrum with
increased SPF. This UVA protection level should be determined using one of two validated
in vivo UVA test methods - the "Protection Factor A" (PFA)'*" or the "Persistent Pigment
Darkening" (PPD)*” test methods. The measure of spectral broadness should be determined
in vitro using an appropriate spectroradiometric or spectrophotometric technique. The
"critical wavelength" test method is appropriate for this measure

Criteria for making UV A Claims for Sunscreen Containing Products

Claim Proportionality Absorbance Measure
PFA or PPD : SPF

"with UV A protection” >1:5 > 360nm

"with extra UV A protection” >1:4 > 360nm

We recognize that the proportionality ratios outlined above may not be optimal and would
theoretically be more equal to yield more balanced protection. However, given the limited
number of Category I UVA absorbers , their limited potency, the limitations of
concentrations and allowed combinations, more equal ratios would require UVA protection
levels beyond what can be achieved with today's technologies.

Providing information for product choice for UVA protection: By providing two
categories of protection, the consumers and health care professional will be able to
distinguish between and choose products that provide more than the basic level of UVA
protection. This also provides an incentive for industry to formulate products with higher
than basic UVA protection as they can be distinguished in the marketplace. Such labeling
should be permitted on the Principle Display Panel in conjunction with the SPF rating of the
product, as well as on the rear panel with further details.

Measurement Methods for UVA protection:  JOHNSON & JOHNSON, along with several

other sunscreen manufacturers, is concermned that relying solely on an in vitro test method
may be inappropriate to assess UVA protection. Until the time when an in vitro test can be
validated against an in vivo human test, and shown to be free from inherent errors, we feel it
1s essential to rely on human testing methods, similar in concept and technique to the
accepted SPF test to provide meaningful evaluation of the UV A protectiveness of sunscreen
preparations. Additionally, we are unaware today of validated in vitro test methods that can
measure the water resistance properties of sunscreen products. With other industry partners
we have submitted additional comments supplying data from round-robin testing showing the
lack of correlation of test results comparing "critical wavelength" testing with actual
protection levels. While "critical wavelength" tests would indicate "broad-spectrum"
protection as defined by a sunscreen absorbance >370nm, the actual biological protection as
demonstrated by a PFA or PPD test method can be very low (approximately 2). Labeling
such a product with "broad spectrum"” or "UVA" protection labeling may mislead consumers
to believe they have substantial UVA protection when in fact they are minimally protected



against UVA. Thus, it is our position that use of an in vitro "critical wavelength” test alone
is insufficient for determination of UVA labeling purposes. When used in conjunction with
an in vivo test which determines the magnitude of the protection, the "critical wavelength"
test can provide additional information on the nature of the protection provided.

Measurement of the protection level of a productin the UVA (magnitude):

JOHNSON & JOHNSON has previously filed documents with the Agency in 1991 in support of
inclusion of zinc oxide as a category I sunscreen agent. As part of the submission, we
provided information on a new UVA test method that we described as a "PFA" test method
demonstrating the efficacy of zinc oxide in the UVA range. The Agency replied to this
submission indicating in the Federal Register Vol. 63, 1998, No 204, Pg 56587 "the Agency
considers testing procedures similar to the UVA protection factor method described
(Comments No. RPT5 and CR7, Docket No. 78N-0038, Dockets Management Branch) as
adequate for determining the UVA protection potential of a finished OTC sunscreen drug
product”.

This test method has been the subject of two additional round-robin tests for determination of
validity, reproducibility, and feasibility in multiple testing facilities. The outcome of the first
study3 confirmed the sensitivity of the method solely to UVA absorbers protection,
demonstrated dose-response of the protection level, reproducibility of the results across
testing facilities, and feasibility of the testing in commercial testing centers.

The second round-robin test was conducted earlier this year under the auspices of the CTFA.
The details of this test are being submitted to the Agency via this Docket, by a group of
industry companies, including JOHNSON & JOHNSON. Results of this test confirmed the
ability of the test method to distinguish varying levels of UVA protection in products
containing both organic and inorganic UVA. Moreover, the test results confirmed that the
"PFA" test protocol that we have submitted for consideration yields data consistent with, and
virtually identical to those determined using the "PPD" test method submitted by L'Oreal®”.
We consider both methods to be valid, equivalent, and acceptable for testing of the absolute
measure of UV A protection of sunscreen products. Either test protocol should be permitted
for determination of product UV A protection.

Either of these two in vivo human test methods can be utilized in conjunction with the well
established procedures for determination of the water resistance properties of sunscreen
products as outlined in the Sunscreen Final Monograph.

Measurement of the broadness of UVA protectiveness of a sunscreen product: In our

proposal for testing and labeling UVA protection claims, we are addressing the
proportionality of protection via use of the in vivo PFA or PPD test methods and the ratio of
PFA : SPF outlined above. The determination of the broadness of UV A protection can then
be determined using an in vitro spectrophotometric or spectroradiometric measurement that
measures the broadness of protection. The in vitro "critical wavelength" test is adequate for
this determination. We would propose to maintain the established 360nm benchmark
wavelength as a requirement for UVA claims.



Combining the in vivo PFA or PPD test method with the ir vitro test procedure provides a
meaningful and rigorous test of both the magnitude of the biological protection provided by
sunscreen products as well as the broadness of the protection. We would strongly recommend
that the Agency include this combination of tests as measurement criteria for UVA product
claims.

implicity of Claims Structure:

As marketers of a wide variety of product types, with a wide variety of product claims are well
acquainted with the necessity of providing meaningful and concise product claims. From
consumer studies evaluating the ability of various UVA claims to be understood by consumers
conducted by the CTFA member companies as well as some individual consumer companies, it
1s our understanding from the data that a simple phrase describing the UV A protection is the
most meaningful and impactful communication device. Use of symbols or numerical scores, in
conjunction with SPF only tend to confuse the importance of each. In keeping with our effort to
maintain SPF as the primary determinant of product choice, we recommend the phrases "with
UVA protection” and "with extra UVA protection” be the extent of labeling to distinguish the
two categories of products containing UV A absorbers meeting the criteria described above.

In conclusion, we support the comments endorsed by our affiliate company, Neutrogena, as
well as our industry associates Schering-Plough, Estee Lauder, L'Oreal, Bath & Body Works
regarding UVA testing and labeling, as well as the comments filed by our industry
manufacturer's association, the CTFA. We urge the Agency to adopt our recommendations in
order to achieve a timely conclusion and publication of the comprehensive Sunscreen Final
Monograph.

Marjode McTeman, Director Regulatory Affairs

C. Loate 4 Hang— 2/3/400

Curtis Cole, Ph.D. Diredtor Technology Devélop ent



)

References

1.

Cole, C.A. Van Fossen, R. (1992) Measurement of sunscreen UVA protection: An
unsensitized human model. J. Amer. Acad. Dermatol. 26:178-184.

Cole, C.A. Van Fossen, R. (1992) Testing UVA protective agents in man. In: Biological
Responses to Ultraviolet A . F. Urbach, Ed. Valdenmar Publ. Co., Overland Park, KS.

Cole, C.A. (1994) Multicenter evaluation of sunscreen UVA protectiveness with the
protection factor test method. J. Am. Acad. Dermatol. 30:729-736

Chardon, A. Pigment darkening persistent effect, reciprocity law, doses and observation
time. FDA: Public meeting to discuss UVA claims and testing procedures for OTC
sunscreen drug products (Rockville, USA). Proceedings 92-97. 1994,

Chardon A, Moyal D, Hourseau C. Persistent pigment darkening response for evaluation of
ultraviolet A protection assays. In: Lowe N, Shaath N, Pathak M, eds. Sunscrens:

Development, Evaluation and Regulatory Aspects,  New York, NY. Marcel Dekker Inc.
559-582. 1997.

Naganuma M, Fukuda M, Arn S, Hirose O, Kawai M, Motoyoshi K, Masake H, Suzuki T,
Yoshii. Standard test methods for classification and labeling of sunscreen having UVA

protection efficacy in Japan. Proceedings of the 19" IFSCC Congress. Sydney, Australia
(October) 1996.



FedEx 0s4 Airbill 809820144510

Company

"

Address 199 GRANMOVIEW RD

oy _SKILLMAN stae N

Dept/Floot/Suite/Room

2r_ 083558

E Your internal Billing Reference information

(Yo "HOLD" at FedEx location, print FedEx address her

City State
For HOLD at FedEx Location check here For WEEKEND Dehvery check here ;
D Hold Weekday Hold Saturday (Natavaifable ataff focations} D
{Not available with (Available fur FedEx Priofity Dvernight (Avmlutﬂe or FedEx Pnumv
FedEx First Overnight) and FedEx 20ay oniyl Quernight and FedEx 208y anlyl

[

& 093 48c¢c

y

i SPHJS

w0210 RecipuentsCopv

Delivery commitment may

m-gpress Package Service Packages under 150 Ibs. D tater in Some areas.

dEx Priority Overmght FedEx Standard Overnight
Next business morning) [Next business afternoon}
D FedEx First Qvernight
{Earligst next business morning delivary to select locations) {Higher rates waplyl
FedEx 2Day D FedEx Express Saver
Second by smess dav) {Third business day}
Fed[x er Rate not available. Minimurkcharge: One pound rate.
EE Express Freight Service Packages over 150 lbs. e 3o aroas
Overnight Freight FedEx 2Day Freight FedEx Express Saver Freight
usiness uag) g D Second huserass dagy) D Upto3 bus’w’ness days) 9

2\l far delivery schedule. See hack for detailed descriptions of freight services.)

mackagmg DFggEx FedEx %K D%e‘dEx gx{];[
er

Pak
L Decinred valus imit S500, —

mpecial Handhﬂg (Une hax must ba checked}
Msnevmcm
Does this shipment contain dangerous goods?” D No DYES D Yes Dedamm
Dry ice
Dr:'v(ce‘ 9, UN 1845 X ‘% D Cargo Aircraft Only

*Dangerous Goods cannat be shipped in FedEx puckaging.

KX paymient [} Bltain Recipont

edEx Account No.

Bill end
m|: %wﬂu o [__—] Recipient DThwd Party DCredrt Card D Cagc'/k

ectioMwill be bilied) 1EnlerFedExAccuunth or Crcdnfavd No be'ow)
(£~ ‘J )
c;‘u,”«‘, bl g ~ N
r, f(‘f}'f" a5t Rtk REN

R w’ »/ HE

‘t o
Total Pac! jq Es:o—_;e»gm Total Declared Value' Total Charges
$ 00 §

“When decl!ﬂﬂg a value higher man '$100 per shipment, you pay an additonal charge. See SERVICE .
CONDITIONS, DECLARED VALUE, AND LIMIT DF LIABILITY section for turther intormation Credit Card Auth.

Bﬁease Signature

Your signature authorizes Federal Express to deliver this ship-
[ment without abtaining a signature and agrees ta indemnify

and hold harmiess Federal Express from any resulting claims.
- ] 3 E ]‘ WCSL 1098
Questions? Rev. Date 7/%8
. S ® Part #153023PS
Call 1800 Go-FedEX" (300)463-3339 ©1994:93 Fedx

PRINTED IN US.A

0cO787746430



