Dear Sir/Madam

I wish to supply the followi ng conment relevant to: SCCP Prelimnm nary Qpinion
on Hydrogen Peroxide in Tooth Whitening Products 08 Decenber 2004

Regarding 3.3.13.1 Effects of concern "particular care should be taken in
adm ni stering bl eaching agents to patients with gingivitis (or) periodontal
di sease”

* The primary etiological factor in gingivitis and periodontitis is

m crobi al dental plaque: hydrogen peroxi de has potential to provide benefit in
these conditions through its well-established antim crobial effect.

* Nuner ous studi es have shown that hydrogen peroxide at |levels of 1.5-3%
in oral hygiene products has beneficial effects in reducing plaque and
gingivitis, with no adverse soft tissue changes, even in prolonged use (up to
6 years, as reviewed by Walsh LJ; 2000, Aust Dent J, 45:257-269).

* 1% hydr ogen peroxi de has al so been used as adjunctive treatment for
periodontitis, applied subgingivally as irrigation. Wiile systematic revi ew of
t he evi dence shows no additional benefit of this treatnment over mechanica
debri denent alone, there is no indication that use of exogenous hydrogen
peroxi de at this concentrati on exacerbates periodontal destruction (Hallnon
and Rees 2003, Ann Periodontol 8(1): 99-114) and case reports supporting |ong-

termuse are still being published (Kawanmura et al. 2004, Aust Dent J 49(1):
40- 44) .
* Wi | e hi gher concentrations of hydrogen peroxi de m ght constitute a

potential hazard to periodontal tissue, the risk would appear to be | ow,
consi dering that:

* product design and instructions aimto avoid direct application to

gi ngi va

* toot h whitening products are generally recommended for short-term use
over a period of 1-4 weeks

* supragi ngi val dental plaque control where the product is applied would
probably be inmproved, reducing the primary etiol ogical factor for inflamation
* per oxi de degrades rapidly in the mouth by action of salivary peroxidase
* i f peroxide penetrates gingival epitheliumit would degrade by action of
ti ssue catal ase and gl ut at hi one peroxi dase

* there is lowrisk of direct access to any active periodontal |esion via

t he subgingival crevicular route, given the opposing flow of gingival
crevicular fluid and its high catal ase concentration derived from bl ood

Alittle about ne and why | feel justified in making this statenent.

Dr. Denis Kinane received his Bachel or of Dental Science degree fromthe

Uni versity of Edinburgh in 1980, and his Ph.D. fromthe Departnent of

M crobi ol ogy, University of Edi nburgh Medical School in 1983. Since that tine,
he has served as a Lecturer in Periodontol ogy at Dundee Dental Hospital and
School, as a Senior Lecturer at the University of d asgow Dental Hospital and
School, and has been a Professor in Periodontol ogy and Oral | mmunol ogy since
1994. He becane Associ ate Dean for Research and Enterprise at the University
of @ asgow in 1998. He chairs and is a nmenber of nultiple internationa
conmittees and has directed and organi zed many international neetings and
synposi a over the last ten years. He has served as President of the



Peri odontal Research G oup of the IADR and is on the organizing conmttee of
t he European Acadeny of Periodontol ogy.

Dr. Kinane has published over 150 articles in peer-reviewed scientific
journal s, has received significant grant funding, is on nunerous editoria
boards and scientific conmittees and organi zations both in the United States
and Europe. Denis Kinane's work focuses on periodontal imune and inflamatory
processes, mainly explaining the causes, devel opment and susceptibility

mar kers of periodontal disease. He is an international authority on the
relationship of oral condition and system c di sease.

If you wi sh any additional information please contact nme. | amnaking this
conment as | am concerned about depriving Europeans of a product, w dely used
in the US for nany years without serious problens or litigation, which apart
frommaking teeth nore asethetic, notivates the user to good oral health
practices and a pride in their appearance and oral condition. | also think
there are sone very wooly comrents included re these whitening products and
oral cancer, snoking and al cohol but these are clearly unscientific and shoul d
not need serious rebuttal.

Yours sincerely,

Deni s Ki nane

Dr. Denis Kinane

Associ at e Dean for Research
School of Dentistry

Uni versity of Louisville

Loui sville, Kentucky 40202, USA
Tel : +1 502 852 3175



This paper represents the views of its author on the subject. These views have not been adopted or in any way approved by the Commission
and should not be relied upon as a statement of the Commission's or Health & Consumer Protection DG's views. The European Commission
does not guarantee the accuracy of the data included in this paper, nor does it accept responsibility for any use made thereof.



