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John Lipnicki I/’ I_ 
Team Leader, Division of Over-the-Counter Drug Products 
Center for Drug Evaluation and Research, 
Food and Drug Administration 

Meeting Recorder: Elizabeth Yuan 
Regulatory Project Manager 

FDA Participants: 
Robert DeLap, M.D., Office Director, ODEV 
Debra Bowen, M.D., Deputy Office Director, ODEV 
Jonathan Wilkin, M.D.,Division Director, DDDDP 
Linda Katz, M.D., M.P.H., Deputy Director, DOTCDP 
Wilson DeCamp, Ph.D., Chemistry Team Leader, DDDDP 
Gerald Rachanow, J.D., R.Ph., Regulatory Counsel, DOTCDP 
John Lipnicki, Team Leader, DOTCDP 
Donald Dobbs, Interdisciplinary Scientist, DOTCDP 
Katharine Freeman, Interdisciplinary Scientist, DOTCDP 
Nahid Mokhtari, Ph.D., Interdisciplinary Scientist, DOTCDP 
Ramzy Labib, M.D., Ph.D., Medical Officer, DDDDP 
James Timper, Ph.D., Chemist, HFD-520 
James Vidra, Ph.D., Chemist, DDDDP 
Paul Brown, Ph.D., Pharmacologist, DDDDP 
Saleh Turujman, Chemist, DDDDP 
Sharon Miller, Optical Engineer, CDRH 
Robert James, Chief EOB, CDRH 

; :, 
; -- 

David Fox J.D., Attorney, Office of Chief Counsel 
Robert Eshelman,Compliance Officer, Office of Compliance 
Constance Bulawka, Compliance Officer, Office of Compliance 
Bill Garrett, Consumer Rep., Office of Consumer Affairs 
Stan Milstein, Special Assistant to the Director, Office of Consumer Affairs 
John Bailey, Ph.D., Director, OTC Cosemetics, CFSAN 

External Participants: 
Patricia Agin, Ph.D (Schering-Plough), John Ameling (Procter & Gamble), Elizabeth Anderson (CTFA), Brian 
Beger (Bristol Myers Squibb), Irwin Butensky (Playtex), Carl D’Ruiz (Estee Lauder), David Djerassi (Roche 
Vitamins), Tom Donegan (CTFA), Fred Duchin (Schering-Plough), Doreen Frankel (Schering-Plough), Mark 
Gelbert (Schering Plough), Jean Grieve (Bath & Body Works), Carrie Hay-Gregory (CTFA), Marjorie 
McTeman (Johnson & Johnson), Steven Mister (CHPA), Jay Nash (Procter & Gamble), Mark Rosengarten 
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(Playtex), Kathy Walker (Avon), Paul Yestrumskas (Playtex), Mark Naylor M.D. (American Academy of 
Dermatology), Allison Hammond (Arent Fox), Miryana Kasap (CTFA), Stacey Valerio (Kleinfeld Kaplan and 

Decker), Bell Leber (Ciba Specialty Chemicals), Stan Gorak (Amgen), Susan Easton (Tan Sheet), Cheryl 
Sanzare (L’Oreal), Vincent DeLeo, M.D, (Skin Cancer Foundation), Carrie Gregory (CTFA), Dennis Lott 
(Hawaiian Tropic), Steve Rogers (SunSmart, Inc.) Susan Sutter (Tan Sheet), Cliff Gibbons (Gibbon and 
Company, Inc.), Michael Gallagher (Playtex), Uma Tripathy (Playtex) 

1. Meeting Opening- 
The meeting was opened by Mr. John Lipnicki, Team Leader, Division of OTC Drug Products, FDA at 1:30 

Pm. 

2. The Role of Sunscreens in Protecting Public Health- 
(attachment 1, presented by Gerald N. McEwen, Jr., Ph.D., J.D., Vice President-Science, CTFA) 

3. 

4. 

5. 

6. 

7. 

Views of the American Academy of Dermatology on the Importance of Sunscreens and the Impact of the 
FDA Regulation 
(attachment 2, presented by Vincent DeLeo, M.D., St. Lukes/Roosevelt Hospital Center, New York, New 
York) 

Views of the Skin Cancer Foundation on the Importance of Sunscreens and the Impact of the FDA 
Regulation 
(attachment 3, “High SPF Sunscreens: a Dermatologist’s Viewpoint”, presented by Mark Naylor, M.D., 
American Academy of Dermatology) 

High SPF Testing Methodology (attachment 4, “What is SPF??” presented by Patricia Agin, Ph.D., Schering 
Plough Health Care Products) 

Issues Raised by the Final Sunscreen Regulation (presented by Tom Donegan, Vice President-Legal & 
General Counsel, CTFA) 

l Action items proposed for FDA from CTFA: 
a “A specific response from FDA is requested to address the question: 

a ‘What were the reasons SPF testing methodology were considered inadequate for SPF levels 
over 30?’ 

0 “FDA should take the following action by September 1, 1999 to: 
l Formally propose a deferral of the effective date for the monograph until 2 years after the 

completion of a final amended monograph that includes UVA 
l Commit to resolve, on an expedited basis, issues of : 

l SPF 30+ testing methodology 
l Anti-aging claims 

l labeling for make-up products” 

Views of Playtex, Inc. on the Final Sunscreen Regulation (presented by Paul Yeatrumskas, Vice President & 
General Counsel, Playtex, Inc.) 
0 “Playtex. Inc. is one of the 2 maior producers for sunscreen products 
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l If the rule is deferred, may be essential to people who use these products. 
l A partial rule may set back public health education effort for the importance of suncare. 
l To revise labeling for sunscreen products now and to revise it again is not economically effective. Most 

of the industry will not comply, creating inconsistent labels on the marketplace. 
l A significant amount of products will be destroyed if this rule is implemented on the date specified.” 

8. Discussion, Conclusions, and Summation 
l Question 1 (Robert DeLap, M.D.,PhD)- How does the final rule affect UVA labeling now? 

Answer- The concern from industry is that the rule is incomplete. It takes about 2-3 years to meet the 
present requirements, which may have to be amended all over once the UVA issues are addressed. 

l Question 2 (Thomas Donegan, CTFA)- Claims for SPF over 30 were shut down in face of inadequate 
data. The industry will need to make testing better, but it is not a reason to shut it off for consumers. 
Will the effective date for the final rule be delayed for the dialogue to continue between industry and the 
agency? 
Answer- At this time, the agency recognizes the urgency to address all the issues brought up by industry. 
The agency would have to meet internally before any decisions are made. 

l Question 3 (Mark Gelbert, J.D., Schering-Piough Health Care Products)- What were the deficiencies 
listed in the preamble? Will more data be helpful? Was SPF non-linearity the only issue for the SPF 
cap, or was there data to show that consumers were using these products inaccurately to support the SPF 
cap? 

l Answer- A written response from the agency will address this question for high SPF, labeling, and solar 
simulator issues. As far as data is concerned, the agency will communicate the kind of data that is 
lacking. 

The meeting was closed at 4pm, EST. P 

Minutes prepared by 

Chair concurrence: 



FDA Final Sunscreen 
Monograph 

CTFAKHPA Comments 

FDA Feedback Meeting 

July 22, 1999 

The Cosmetic, Toiletry, and 
Fragrance Association (CTFA) 

l Founded in 1894 

l Approximately 600 Members 

0 Manufacturers of personal care 
products (including OTC Drugs) and 
suppliers of ingredients and equipment, 
and providers of services, to the 
industry 

Consumer Healthcare 
Products Association (CHPA) 

l Founded in 1881 

l Over 200 members 

l Manufacturers and distributors of 
nonprescription medicines and dietary 
supplements 

1 



Introduction 

l Provide an overview 

l Frame the issues that others will 
discuss 

Introduction 

l Choices 

l Information 

l Encouragement 

Speakers from Industry 

. Gerald N. McEwen, Jr., Ph.D., J.D., Vice 
President - Science, CTFA 

. Patricia Agin, Ph.D., Research Director, 
Photobiology, Schefing-Plough HealthCare 
Products 

. Thomas J. Donegan, Jr., Vice President - 
Legal and General Counsel, CTFA 

. Paul Yestrumskas. Vice President and 
General Counsel, Playtex, Inc. 
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Speakers from the Medical 
Community 

l Vincent A. DeLeo, M.D., Columbia 
University Department of Dermatology, 
representing The Skin Cancer 
Foundation 

l Mark Naylor, M.D., University of 
Oklahoma Department of Dermatology, 
representing the American Academy of 
Dermatology 

Issues for today 

l SPF labeling above 30+ and testing 
methodology 

l Photo-aging, sun damage, and similar 
claims 

l Indications other than “protects against 
sunburn” and appropriate directions for 
use for such indications 

Public Health Benefits 

l Preventive rather than treatment 
products 

l Particularly important for susceptible 
populations 

l Supported by the FDA and CDC. the 
Medical Community, Consumer Groups 
and Industry 
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Public Health Benefits 

- Must have sufficient protection for the 
most sensitive populations 

l Must have ability to differentiate 
products for various purposes 

l Must have incentives for continued 
investment to provide every more 
beneficial products 

I Communication is the Key! I 

l Truthfully tell the consumer all of the 
benefits of the products 

l Truthfully distinguish between products 
with differing protection factors 

l Truthfully distinguish between products 
that are formulated for differing 
purposes, and that will have differing 
directions for use 

The Current Monograph: 

l Destroys incentive to formulate products with 
SPF values above 31 

- Destroys incentive to provide UV protection in 
cosmetic products that are not designed to 
provide protection against sunburn 

- Strikes a blow against more than 20 years of 
work to benefit the public health through 
information about the importance of 
protection against UV, and the need to avoid 
overexposure to the sun 
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Our Expectations are: 

l That we will be able to work with the 
FDA, the Medical Community, 
Consumers, and other interested parties 
to assure that incentives for development 
of ever better products, and, 
encouragement for consumers to use 
sunscreens as part of a sound, sun- 
protection program, are returned to the 
marketplace. 

5 
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THE SKIN CANCER 
FOUNDATION 

l OBJECTIVE - the reduction of the 
incidence, morbidity, and mortality of 
skin cancers. 

l MAJOR FOCUS - 

EDUCATED CONSUMERS 



FINAL REGULATION 
TWO ISSUES OF CONCERN 

E!~/.,. : I;<‘, 
.mu.‘. 

3 

l SPF CATEGORIES AND SPF30+ CAP 

a LABELING FOR CLAIMS OF 
EFFICACY 

/ I 



SPF CATEGORIES 

l MINIMAL - SPF 2 TO 42 

l MODERATE - SPF 12 TO ~30 

l HIGH - SPF 30 PLUS OR 30+ 

l STANDARD PUBLIC HEALTH 
MESSAGE - “SPF 15 OR GREATER” 



SPF CAP - 30 PLUS 

l CONSUMER PRACTICES 

l VERY SENSITIVE CONSUMER 

l GLOBILIZATION - CONFUSION 

l GREATER UVA PROTECTION 

l DECREASE RESEARCH ‘FOR 
BETTER SUNSCREEN AGENTS 



PROHIBITION OF CLAIMS OTHER 
THAN SUNBURN I%~~XTION 

l CONSUMER 
SERVED BY 

” ‘; ” :’ ,iy &5& 
.~. 

EDUCATION IS BETTER 
STRESSING THE 

r 

PROTECTION OFFERED BY 
SUNSCREENS AGAINST EFFECTS 
OTHER THAN SUNBURN - 

PHOTOAGING 



THICKENING 

WRINKLING 

SAGGING 

DYSPIGMENTATION 

BENIGN TUMORS 

SKIN CANCERS 



EVIDENCE FOR 
SUNSCREEN PROTECTION 

l SKIN CANCER 

animals [kligman, ‘80: fourtainer, ‘961 

XP pts [kondoh, ‘941 

l ACTINIC KERATOSIS 

HUMANS [naylor, ‘95: thompson,‘93] 



EVIDENCE FOR 
SUNSCREEN PROTECTION 

l PREVENTS 

,/:_ :“, : .y,..zp 
,. ,. r 

5” 

DNA DAMAGE 

murine [ley, ‘971 

human [freeman, ‘981 

l PREVENTS SUNBURN CELL 
1 FORMATION 

[wolf, ‘951 



EVIDENCE FOR 
SUNSCREEN PROTECTION 

. PREVENT ~53 MUTATIONS IN MICE 

[kripke, ‘991 

l ~53 - sensitive biomarker 

mutations in skin cancer [brash, ‘961 

protein up-regulated in solar 
damaged skin 

[el=diery,‘93:ponten, ‘951 

mutations in solar damaged skin 

[ziegler,‘94:jonason’96] 



EVIDENCE FOR 
SUNSCREEN PROTECTION 

l PREVENT PHOTOAGING IN MURINE 
SKIN [kligmans, ‘82: harrison, ‘911 



EVIDENCE FOR 
SUNSCREEN PROTECTION 

l ACTION SPECTRUM STUDIES FOR 
PHOTOAGING IN MURINE SKIN” 

UVB - erythemal-like 

thickening, wrinkling 

increase in epidermal and 
dermal cellularity 

increase in GAG content 

elastosis 

collagen damage 

UVA 

sagging 

“bissett, hannon, orr, ‘98 



EVIDENCE FOR 
SUNSCREEN PROTECTION 

l PREVENTS UV INDUCED 
ACTIVATION OF ELASTIN GENE 
PROMOTER [bernstein, ‘971 

I 



SUMMARY 

l RESEARCH SHOWS THAT 
SUNSCREENS PROTECT AGAINST 
MOST IF NOT ALL ADVERSE 
EFFECTS OF SOLAR EXPOSURE 
INCLUDING THE SPECTRUM OF 
PHOTOAGING AND NON-MELANOMA 
SKIN CANCER INDUCTION 

/ I 
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What is SPF?? 

0 SPF = UV dose needed to produce minimal 
sunburn on product protected skin/UV 
dose needed t6 sunburn unprotected skin 

0 
(u 
m 

l Product SPF = a clinically determined value 
from 20-25 SPF tests (FDA method) 

l SPF = % sunburn risk blocked 
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A Comparison of Three Sunscreen Products with 
Sun Protection Factors 

Of 15 and Greater, Using a Within Subject Design 

Submitted to Docket, May 1994 

Purpose: 

To determine if the SPF test method could differentiate between SPF 15, 30 and ~40 
formulations using the proposed monograph test method with both proposed and 
tentative final monograph statistical analyses of the data included 

Outcome: 

The test method was able to differentiate the increasing protections levels and show 
significant statistical differences, regardless of the statistical procedure used. 



Clinical Sun Protection Factor Test 

l Over 20 years of experience with the general test 
method 

l Since 1994, experience with TFM test method has 
grown 



New Data: Examples of Accuracy and Reproducibility 

Formula # I “SPF >30” 

Final 
Exposure Monograph 

Method Increments Mean SPF %Std Error #Subjects SPF 

(32) 

35. 

Proposed 25% 35.5 5.3 20122 

TFM 15% 37.7 3.5 21123 

Formula # 2 “SPF >40” 

Proposed (panel 1) 

Proposed (panel 2) 

TFM 

25% 47.4 4.8 20120 

25% 48.6 3.6 20125 

15% 49.9 3.4 20125 

(44) 

(46) 

47 
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Formula # 3 “SPF >40” 

Method 
Exposure 

Increments Mean SPF 

TFM (panel 1) 15% 48.6 

% 

Std Error #Subjects FM SPF 

3.0 20122 

TFM (panel 2) 15% 48.1 3.8 20123 45 

‘7 



OTC Sunscreen Final Regulation Public Feedback 
Meeting 

July 22, 1999 

Agenda 

1. Opening- John Lipnicki, Team Leader, Division of OTC 
Drug Products (2 minutes) 

2. The Role of Sunscreens in Protecting Public Health (10 
min) 

3. Views of the American Academy of Dermatology on the 
Importance of Sunscreens and the Impact of the FDA 
Regulation (10 min) 

4. Views of the Skin Cancer Foundation on the Importance of 
Sunscreens and the Impact of the FDA Regulation (10 min) 

5. High SPF Testing Methodology (5 min) 

6. Issues Raised by the Final Sunscreen Regulation (25 min) 

7. Views of Playtex, Inc. on the Final Sunscreen Regulation (5 
min) 

8. Discussion, Conclusions, and Summation (as time permits) 
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July 22, 1999 

L&t of Attendees 

Agin, Patty 
&neling, John 

LAnderson, Ehzabeth 
Beger, Brian 
Butensky, Irwin 
D’Ruiz, Carl 
Dereshinsky, Ralph 
Djerassi, David 

anegan, Tom 
Duchin, Fred 
Frankel, Doreen 
Gelbert, Mark 
Grieve, Jean 
Hay-Gregory, Carrie 
Kavanaugh, Ed 
Marenus, Ken 

*Ewen, Jerry 
McTeman, Marjorie 

%fister, Steven 
Nash, Jay 
Rosengarten, Mark 
Tripathi, Urna 
Walker, Kathy 

JYestrumskas, Paul 

2023319220 
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Sch,ering-Plough 
Procter & Gamble 
CTFA 
Bristol-Myers Squibb 
Playtex 
CIBA Specialty 
Estee Lauder 
Roche Vitamins 
CTFA 
Schering-Plough 
Schering-Plough 
Schering-Plough 
Bath & Body Works 
CTFA 
CTFA 
Estee Lauder 
CTPA 
Johnson & Johnson 
CHPA 
Procter & Gamble 
Playtex 
Playtex 
Avon 
Playtex 

*Please note that this is the list of attendees to the best of our knowledge, 
since this is a public meeting 



REGISTER OF MEETING PARTICIPANTS 
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