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1 Introduction

A spotless white smile is for many people the embodiment of beauty and is often synonymous with
“health”, “youth®, “cleanliness®, “sympathy”, “prosperity” and “competence”.

Therefore the whitening of teeth has been enjoying an ever-growing popularity over the past few
years. The industry reacts to the growing demand with more and more products for bleaching the
teeth.

But the legislator and jurisdiction in the whole of Europe has problems to classify these products
legally. Tooth whitening preparations have been the subject of much discussion in Europe as to
whether they are properly classified as cosmetics according to the EU Cosmetics Directive (CD)
76/768/EEC or as medical devices according to the Medical Device Directive (MDD) 93/42/EEC.
This classification is of vital importance for the marketability of the products.

Present tooth-bleaching techniques are based upon hydrogen peroxide as the active agent.
Hydrogen peroxide may be applied directly or produced in a chemical reaction from carbamide
peroxide or zinc peroxide for example. The Cosmetics Directive 76/768/EEC classifies whitening
products as cosmetics with a maximum allowable concentration of hydrogen peroxide (present or
released) of 0.1 %. Notwithstanding, a lot of whitening products with more than 0.1 % hydrogen
peroxide are marketed. Several firms have classified these products as medical devices under
Medical Device Directive 93/42/EEC. Thus, a discussion exists, whether tooth bleaching products
with more than 0.1 % hydrogen peroxide have to be classified as cosmetics or as medical devices.
If they are cosmetics these products would not be marketable under the actual Cosmetics
Directive, if they are medical devices they have to be certified by a notified body and need the CE
mark to be marketable.

2 Definitions and explanations

21 Types of tooth discoloration

Tooth discoloration varies in etiology, appearance, localisation, severity and adherence to tooth
structure. It may be classified as intrinsic and extrinsic discolorations.

211 Intrinsic discoloration

Intrinsic discoloration is caused by incorporation of chromatogenic material into dentin and enamel
during odontogenesis or after eruption. Exposure to high levels of fluoride, tetracycline
administration, inherited developmental disorders and trauma to the developing tooth may result in
pre-eruptive discoloration. After eruption of the tooth, aging, pulp necrosis and iatrogenesis are the
main causes of intrinsic discoloration’.

21.2 Extrinsic discoloration

Teeth can be stained on the surface (extrinsic) by food and drinks such as carrots, oranges, coffee,
tea, red wine. Tobacco smoking can also stain teeth. Abrasion of the tooth structure, deposition of
secondary dentine due to aging, or as a consequence of pulp inflammation, and dentine sclerosis
affect the light-transmitting properties of teeth, resulting in a gradual darkening of the teeth’.

2.2 Tooth whitening products (non-bleaching)

Non-bleaching tooth whitening products basically depend on physical principals like scaling and
polishing with silica and remove many extrinsic stains. The effect of the abrasives can be



supported by additional substances like polyphosphate which dissolve calcium containing
discolorations on the tooth surface by the building of chelates.

2.3 Tooth bleaching products

For more stubborn extrinsic discoloration and intrinsic staining, various bleaching techniques may
be attempted. 3 categories of bleaching products can be classified?:

2.31 Products for In-office-Bleaching

These are products which are used by the dentist in his surgery (“in-office”). He uses products
containing a high concentration of hydrogen peroxide (30-35 %% ', 35-50 %') or carbamide
peroxide (35 %'°, 35-40 %) for bleaching vital teeth or non-vital teeth.

For bleaching vital teeth, the dentist will apply a rubber dam or a gel to protect the soft tissues, and
the bleaching agent is then applied onto the teeth. A light or laser is then shone on the teeth to
activate the chemical so that it acts more quickly on the discolouring molecules within the tooth.
The actual procedure will take about one hour.

Another possibility for bleaching vital teeth is a bleaching tray that is placed in the mouth for 30
minutes up to 2 hours while the person is in the dental office’.

For bleaching non-vital teeth the dental bleaching agent (DBA) is placed intracoronally. The
substance is placed in the pulp chamber, that is sealed, and is left for 3-7 days'. Several
treatments are usually needed to reach an acceptable result.

23.2 Home-Bleaching-Products

Home-bleaching products are dispensed by the dentist and used by the patient at home. These
products contain up to 10 % hydrogen peroxide® ™ or 16 %" resp. 5-22 %" carbamide peroxide.
Impressions of the teeth are taken by the dentist and a custom made bleaching tray is constructed.
The tray fits closely around the teeth to ensure that the bleaching gel can be applied to the teeth
without touching the gums. The dentist shows how to put a small amount of the bleaching gel into
the tray and demonstrates how to slide it over the teeth. Then the treatment is continued at home.
The tray is worn for several hours, usually at night time. The treatment usually takes two weeks but
may vary on the concentration of the bleaching agent or the grade of discoloration and is
supervised by the dentist.

2.3.3 Mass-Market-Products

Mass-market-products can be bought over-the-counter in pharmacies, drugstores and in the retail
trade. Their content of hydrogen peroxide is up to 6 %. They are marketed as pre-fabricated trays
or textured strips to adhere directly to the surface of the teeth. The strips should be worn twice a
day for 30 minutes over a period of 14 days'®. Also peroxide containing paint-on gels have become
available. The gel stays on the teeth overnight for a certain period of time.

24 Hydrogen peroxide and its mode of action

Tooth bleaching products contain either hydrogen peroxide (H>O,) or one of its precursors, notably
carbamide peroxide (CO(NH.), ¢ H,O,). Carbamide peroxide breaks down into hydrogen peroxide
and urea, with hydrogen peroxide being the active ingredient’.

HNCONH; e H,O, — H;NCONH, + H,0,

Both hydrogen peroxide and carbamide peroxide are used for hair bleaching, oxidation of
permanent waves, hair relaxer, ear drops, disinfection of eye contact lenses, disinfection of
wounds, oral antiseptics, mouth washing, dentifrices and tooth bleaching.



Hydrogen peroxide acts as a strong oxidizing agent through the formation of free radicals like
hydroxyl and perhydroxyl radicals and superoxide anions (A), reactive oxygen molecules that are
unstable und transform to oxygen (B) and hydrogen peroxide anions (C):

(A) H,O, —» 2 HO®
HO®* + H,O, —» H,O + HO,*
HO," & H" + 0,"

(B) 2H,0, <> 2H,0 + 2 {0} <> 2H,0 + O,
(C) H,0, <> H' + HOO

The reactive molecules attack the long-chained, complex organic chromophore molecules that are
responsible for the colour of the stain and split them into smaller, less colored and more diffusible
molecules. This results in a reduction or elimination of the discoloration.

Carbamide peroxide also yields urea that theoretically can be further decomposed to carbon
dioxide and ammonia. It is unclear however, how much ammonia is formed during tooth bleaching
with carbamide peroxide. The high pH of ammonia facilitates the bleaching procedure. This can be
explained by the fact that, in a basic solution, lower activation energy is required for the formation
of free radicals from hydrogen peroxide, and the reaction rate is higher, resulting in an improved
yield compaed with an acidic environment.

The outcome of the bleaching procedure depends mainly on the concentration of the bleaching
agent, the ability of the agent to reach the chromophore molecules, and the duration and number
of times the agent is in contact with the teeth.

As can be seen by the mechanisms described above, the bleaching process achieves its principal
action by chemical and not by pharmacological means. Thus, classification as a medicinal product
is out of the question.

3 Legal position in the European Union

31 Legal basis

By Article 100 of the European Treaty® the Council of the European Community was required to
issue directives for the approximation of the laws of the Member States as directly affect the
establishment or functioning of the common market.

311 Cosmetic products

In the early 1970’s, the Member States of the EU decided to harmonise their national cosmetic
regulations in order to enable the free circulation of cosmetic products within the Community. As a
result of numerous discussions between experts from all Member States, Council Directive
76/768/EEC (“Cosmetics Directive”) was adopted on 27 July 1976%.

The principles laid down in the Cosmetics Directive take into account the needs of the consumer
while encouraging commercial exchange and eliminating barriers to trade. It is laid down in the
third recital of the Cosmetics Directive that the main objective of the Community legislation is the
safeguarding of public health, but this objective must be attained by means which also take
account of economic and technological requirements.

The fifth recital recognises the problem of defining the scope of the application of the Directive. It
states:

. Whereas this Directive is not applicable to the products that fall under the definition of
cosmetic products but are exclusively intended to protect from disease; whereas, moreover, it is
advisable to specify that certain products come under this definition, whilst products containing
substances or preparations intended to be ingested, inhaled, injected or implanted in the human
body do not come under the field of cosmetics;



The definition of a “cosmetic product” is given in Article 1 (1) of the CD. The actual definition was
given by the directive 93/35/EEC® as follows:

A "cosmetic product” shall mean any substance or preparation intended to be placed in contact
with the various external parts of the human body (epidermis, hair system, nails, lips and external
genital organs) or with the teeth and the mucous membranes of the oral cavity with a view
exclusively or mainly to cleaning them, perfuming them, changing their appearance and/or
correcting body odours and/or protecting them or keeping them in good condition.

The directive has several annexes which often have been changed in the course of time to adapt
them to the technical progress.
Annex | for example contains an “illustrative list of products to be considered as cosmetic products

within the meaning of this definition”. “Products for care of the teeth and the mouth” are mentioned
in this annex.

Annex lll, first part, is a ‘list of those substances which cosmetic products must not contain except
subject to restrictions and conditions laid down”. At the beginning, that list included hydrogen
peroxide only for use in “Oxidation colouring agents for hair dyeing”. As time went on, the use of
hydrogen peroxide came to be more controlled. With the fifteenth adaption of the CD 76/768/EEC
by the directive 92/86/EEC®, it was laid down that the maximum permitted concentration for
hydrogen peroxide and other compounds or mixtures that release hydrogen peroxide, including
carbamide peroxide and zinc peroxide in oral hygiene products is 0.1 % (present or released)
(Number 12 in the list).

3.1.2 Medical devices

As a legal basis for medical devices in the different member states, there are three main European
directives: the directive for “Active Implantable Medical Devices” (AIMDD) (90/385/EECY)’, the
“Medical Devices Directive” (MDD) (93/42/EEC)® and the “In Vitro Diagnostic Directive” (IVDD)
(98/79/EC)°.

The tooth bleaching products — if they are medical devices - would be covered by the MDD
93/42/EEC. This directive was adopted on 14 June 1993, following the new approach laid down for
harmonisation and standards in Council Resolution of 7 May 1985 (No C136/1). In the recitals it is
pointed out that the national provisions for the safety and health protection of patients, users and,
where appropriate, other persons, with regard to the use of medical devices should be harmonised
in order to guarantee the free movement of such devices within the internal market.

The definition of “Medical Device” is given in the Article 1 (2) (a)

'medical device' means any instrument, apparatus, appliance, material or other article, whether
used alone or in combination, including the software necessary for its proper application intended
by the manufacturer to be used for human beings for the purpose of:

- diagnosis, prevention, monitoring, treatment or alleviation of disease,

- diagnosis, monitoring, treatment, alleviation of or compensation for an injury or handicap,

- investigation, replacement or modification of the anatomy or of a physiological process,

- control of conception,

and which does not achieve its principal intended action in or on the human body by
pharmacological, immunological or metabolic means, but which may be assisted in its function by
such means

By Atrticle 1 (5) (d) it is provided that the directive “does not apply to cosmetic products covered by
Directive 76/768/EEC”.

Article 4 (1) (“Free movement,...”) sets out that “the Member States shall not create any obstacle
fo the placing on the market or the putting into service within their territory of devices bearing the



CE marking provided for in Article 17 which indicate that they have been the subject of an
assessment of their conformity in accordance with the provisions of Article 11”.

Article 3 says that “the devices must meet the essential requirements set out in Annex | which
apply to them, taking account of the intended purpose of the devices concerned”.

Article 17 (“CE mark”) points out that devices considered to meet the essential requirements must
bear the CE mark when they are placed on the market. The conformity assessment procedures
laid down in Article 11 and annexes Il to VIl are to be carried out by a Notified Body designated by
Member States and notified to the Commission.

Article 18 (“Wrongly affixed CE marking) lays down that “where a Member State establishes that
the CE marking has been affixed unduly, the manufacturer or his authorized representative
established within the Community shall be obliged to end the infringement under conditions
imposed by the Member State”.

3.2 Opinions of the SCCNFP

By the Commission Decision 97/579/EC'° the Commission decided to set up Scientific Committees
in the field of consumer health and food safety. The Scientific Committees shall be consulted in the
cases laid down by Community legislation (for cosmetic products for example laid down in Article
4a, 4b, 8, 8a CD). The Commission may also decide to consult them on other questions of
particular relevance to consumer health and food safety. At the Commission's request, the
Scientific Committees shall provide scientific advice on matters relating to consumer health such
as critically examine risk assessments made by scientists belonging to Member States'
organisations or draft scientific opinions designed to enable the Commission to evaluate the
scientific basis of the recommendations, standards and guidelines prepared in international forums.

For cosmetic products, the Scientific Committee on Cosmetic and Non-Food Products intended for
Consumers (SCCNFP) was set up. The SCCNFP assists the European Commission in examining
the scientific and technical questions associated with the safety evaluation of cosmetics and
toiletries. The SCCNFP comprises scientific experts from several member states. It provides formal
opinions on the safety of new and existing cosmetics ingredients as well as related advice, such as
adapting to technical progress the testing methods used. The SCCNFP plays a key role in the
safety evaluation of cosmetic ingredients (not finished products) thought to pose a significant risk
to human health. These include ingredients contained in Annexes of the Cosmetics Directive
76/768/EEC.

3.21 Opinion concerning hydrogen peroxide 1999

As stated in chapter 3.1.1, the limit for hydrogen peroxide, including carbamide peroxide and zinc
peroxide in oral hygiene products is 0.1 % (present or released). So tooth bleaching products with
a higher amount of hydrogen peroxide would not be marketable. Therefore the cosmetics industry
applied to the Commission to increase this limit concentration. So the SCCNFP was requested to
answer the questions whether an increase of the limit concentration to 3.6 % in tooth-whitening
products is permissible and whether the SCCNFP propose any restrictions or conditions for use of
these cosmetic products.

The submission concerning the use of hydrogen peroxides (and equivalent) for tooth whitening
products did mainly employ a technique where hydrogen peroxide or a hydrogen peroxide
releasing substance was used in a custom made or prefabricated tray that covered the teeth.

A toxicological evaluation and characterisation was made and data on exposure and margin of
safety (MOS) were deduced. In its “Opinion concerning Hydrogen (Carbamide) Peroxide in Tooth
Whitening Products” of 17 February 1999"", the SCCNFP comes to the opinion that the content of
hydrogen peroxide in tooth whitening products should not exceed 3.6 % (10 % carbamide
peroxide). Tooth whitening products with more than 0.1 % hydrogen peroxide (0.3 % carbamide



peroxide) should exclusively administered under supervision of a dentist. The products should
contain a printed warning against overuse or reuse of tooth whitening products several times and
that they should not be used during pregnancy or by habitual tobacco and alcohol users.

It was the opinion of the Commission services, responsible for the regulation of cosmetic products
within the Community, that it would be inappropriate to provide for such an ingredient, with the
restrictions mentioned above on cosmetic products. So the opinion was revised on 23 June 1999
and it was decided to remove the term “during pregnancy”.

3.2.2 Opinion concerning hydrogen peroxide 2002

On the basis of new data, the SCCNFP was asked whether the safety profile supports that
hydrogen peroxide and other compounds or mixtures that release hydrogen peroxide are safe for
use in tooth bleaching products at concentrations up to 6.0 % (present or released) with a limitation
of a maximum of 50 mg per day and whether the SCCNFP propose any restrictions or conditions
for use of these cosmetic products.

The opinion of the SCCNFP was given on 17 September 2002".

The submission is primarily based on the use of textured strips containing 6 % hydrogen peroxide
and designed to fit the front teeth. The strips should be worn twice a day for 30 minutes over a
period of 14 days. After using all of the upper strips, the process is repeated with the lower teeth.
Toxicological data such as acute toxicity, mucous membrane irritation, skin irritation, eye irritation,
sensitisation, repeated dose oral toxicity, genotoxicity, carcinogenicity, toxicity to reproduction,
toxicity after dermal exposure and clinical side effects of treatment with tooth whiteners have been
taken into account for the safety evaluation.

The most commonly observed clinical side effects of treatments with tooth whiteners include tooth
hypersensitivity to temperature changes and irritation of oral mucosa. Tooth hypersensitivity often
occurs during the early stage of bleaching treatment and is usually transient. Some patients have
also reported burning palate, throat and gingiva.

All bleaching materials demonstrate diffusion of hydrogen peroxide through dentin. Few
investigators have addressed the possible pathophysiological effects on oral and pulpal tissues
from long-term treatment. Most scanning electron microscopy showed little or no morphological
changes in enamel surfaces treated with carbamide peroxide tooth whitening agents. Some
authors however, reported alterations of enamel surfaces, including shallow depression, and
increased porosity and slight erosion, associated with whitening treatments.

It has been noted that prolonged treatment with bleaching agents might cause microstructural
changes in amalgam surfaces and possibly increasing exposure of patients to mercury.

Studies to detect adverse effects of low frequency, long-term studies and studies concerning
reusing tooth bleaching agents several times were lacking.

Conditions such as pre-existing tissue injury or the concurrent use of alcohol and/or tobacco while
using tooth whiteners may also exacerbate their toxic effects. Hydrogen peroxide even at
concentrations as low as 3 % may be especially harmful to oral tissues if they have been
previously injured. Therefore, particular care should be taken in administering bleaching agents to
patients with gingivitis, periodontal disease, or pre-existing gingival lesions, and to those using
alcohol and tobacco.

The SCCNFP stated the following final opinion:

The content of hydrogen peroxide in tooth whitening products should not exceed 6 % (present or
released) with a limitation of maximum 50 mg hydrogen peroxide per day. The use of tooth
whitening products is not recommended prior of immediately after dental restoration. Conditions
such as pre-existing tissue injury or concurrent use of tobacco and/or alcohol may exacerbate
the toxic effects of hydrogen peroxide.

Overall evidence indicates that the proper use of tooth bleaching agents containing 0.1 % - 6.0 %
hydrogen peroxide (or equivalent for hydrogen peroxide releasing substances) is safe if used
under supervision of a dentist (“take home” (=Home Bleaching, see chapter 2.3.2)).



3.23 Opinion concerning hydrogen peroxide 2003

In October 2003 the SCCNFP was asked to clarify its opinion. On the basis of the dossiers already
submitted, the SCCNFP adopted opinion SCCNFP/0752/03 of 20 October 2003 on “The Use of
Hydrogen Peroxide in Tooth Whitening Products, Clarification concerning its opinion of the
Scientific Committee on Cosmetic Products and Non-Food Products intended for Consumers”,
concluding following:
“It is known that the use of tobacco, and alcohol abuse, cause an increased risk of oral cancer.
Hydrogen peroxide may enhance this risk. This effect cannot be quantified. It is not anticipated
that the tooth whitening products of the type being discussed will represent a risk of oral cancer
in people neither using tobacco nor abusing alcohol.
The tooth whitening products of the type being discussed should only be used under the
surveillance of a dentist. These tooth whitening product should not be freely available to
consumers.”

3.3 Commission recommendation 2004

In the framework of Council Regulation 793/93/EEC™ hydrogen peroxide has been identified as a
priority substance for evaluation of risks. Finland as the rapporteur Member State had carried out
the risk analysis and suggested a strategy for limiting the risks. The Scientific Committee on
Toxicity, Ecotoxicity and the Environment (CSTEE) had been consulted and issued an opinion with
respect to the risk evaluation. The results of the risk evaluation and the risk reduction strategy was
laid down in the Commission Recommendation 2004/394/EC of 29 April 2004

The conclusion of the risk evaluation to consumers of hydrogen peroxide is reached because of
“...concerns for specific adverse effects on tooth pulp and teeth as a consequence of exposure
arising from tooth bleaching with 35 % hydrogen peroxide by a dentist”.

As strategy for limiting the risks for consumers it is recommended that:
“in the framework of Commission Directive 2003/83/EC'® regarding the maximum acceptable
percentage of hydrogen peroxide for tooth bleaching products used under supervision of a
dentist, a concentration limit of up to 6 % hydrogen peroxide should be considered, provided
appropriate conditions of use and warning are printed on the label”.

3.4 Opinion of SCCP 2005

The Commission Decision 97/579/EC which had set up the SCCNFP was repealed by the
Commission Decision 2004/210/EC"" of 3 March 2004 setting up Scientific Committees in the field
of consumer safety, public health and the environment.

By this Commission Decision, the Scientific Committee on Consumer Products (SCCP) was set up.
Annex | of the Commission Decision states the field of competence. “The SCCP shall provide
opinions on questions concerning the safety of consumer products (non-food products intended for
the consumer). In particular, it shall address questions in relation to the safety and allergenic
properties of cosmetic products and ingredients with respect to their impact on consumer health,
toys, textiles, clothing, personal care products, domestic products such as detergents and
consumer services such as tattooing”.

The SCCP now discussed the use of hydrogen peroxide in tooth whitening products. 2003 and
2004, new data on hydrogen peroxide have been submitted by COLIPA (European Cosmetic
Toiletry and Perfumery Association), the French Committee on Cosmetology and PHD
Pharmaceuticals NV. During the 2" plenary, the SCCP has decided to undertake a public
consultation. Interested parties were invited to submit comments or pertinent scientific information
by 31 January 2005.

During the 3™ plenary meeting of 15 March 2005, the SCCP adopted the Opinion on Hydrogen
Peroxide in Tooth Whitening Products'®.



The SCCP was requested to answer the following questions:

1. Does the SCCP agree that the new additional data provide the necessary reassurance to
support the safety of up to 6% hydrogen peroxide in tooth whitening products freely and
directly available to consumer in various application forms (strips, trays, efc.)?

2. Considering the new additional data provided, does the SCCP recommend that any specific
information should be provided to consumers related to the safe use of these tooth whitening
products?

3. If the answer to the question on free and direct availability to consumer is negative, would the
SCCP identify and quantify any remaining risks that need to be addressed taking into
account in particular the overall data on pharmacokinetics and exposure?

By the new data, bleaching effects on enamel and dentin, effects on restorative materials and the
uptake of bleach and transport to dental pulp have been described. The safety evaluation of
SCCNFP could be updated and the SCCP came to the following conclusion:

tooth whitening products containing up to 0.1% hydrogen peroxide

e The use of tooth whitening products up to 0.1% hydrogen peroxide is safe.

tooth whitening products containing > 0.1% to 6.0 % hydrogen peroxide

e The proper use of tooth whitening products containing > 0.1 to 6.0 % hydrogen peroxide
(or equivalent for hydrogen peroxide releasing substances) is considered safe after
consultation with and approval of the consumer’s dentist.

o The use of tooth whitening products is not recommended prior to or immediately after
dental restoration.

o Particular care should be taken in using tooth whitening products by persons with
gingivitis and other periodontal diseases or defective restorations. Conditions such as
pre-existing oral tissue injury or concurrent use of tobacco and/or alcohol may
exacerbate the toxic effects of hydrogen peroxide.

e There is an absence of good clinical data and long-term epidemiological studies that
assess the possible adverse effects within the oral cavity.

e The new additional data supplied does not provide the necessary reassurance in terms of
risk assessment to support the safety of hydrogen peroxide up to 6 % in tooth whitening
products freely and directly available to the consumer in various application forms (strips,
trays, etc...). SCCP cannot quantify the risk of potential serious adverse effects in relation
to the use of tooth whitening products.

Thus, as can be seen from the above mentioned depictions, the risk assessment concerning
hydrogen peroxide did not change principally over the last years since 1999.

4 Legal position in Germany

4.1 Legal basis

In contrast to EU regulations which are directly valid and legally binding, an EU directive has first to
be implemented in national law. This means that the Member States are obliged to transfer the
objectives and requirements of the directive into national law.

411 Cosmetic products

For cosmetic products, this occurred through the “Lebensmittel- und Bedarfsgegenstandegesetz”,
LMBG (Law on Food and Commodities) *°.
The German wording of the definition of cosmetic product in Article 1 para 1 of CD 76/768/EEC:

Kosmetische Mittel sind Stoffe oder Zubereitungen, die dazu bestimmt sind, dul3erlich mit den
verschiedenen Teilen des menschlichen Kbérpers (Haut, Behaarungssystem, Négel, Lippen und



intime Regionen) oder mit den Zdhnen und den Schleimh&uten der Mundhéhle in Beriihrung zu
kommen, und zwar zu dem ausschliel3lichen oder (iberwiegenden Zweck, diese zu reinigen, zu
parflimieren, ihr Aussehen zu verdndern und/oder den Kbérpergeruch zu beeinflussen und/oder
um sie zu schitzen oder in gutem Zustand zu halten

has been transferred to the definition as is given in § 4 (1) LMBG:

Kosmetische Mittel im Sinne dieses Gesetzes sind Stoffe oder Zubereitungen aus Stoffen, die
dazu bestimmt sind, duBerlich am Menschen oder in seiner Mundhéhle zur Reinigung, Pflege
oder zur Beeinflussung des Aussehens oder des Koérpergeruchs oder zur Vermittlung von
Geruchseindriicken angewendet zu werden, es sei denn, dal3 sie (iberwiegend dazu bestimmt
sind, Krankheiten, Leiden, Koérperschdden oder krankhafte Beschwerden zu lindern oder zu
beseitigen.

It can be realised, that this is not identical in all aspects with the European definition.

The annexes of the CD 76/768/EEC have been transferred to the “Verordnung Uber kosmetische
Mittel” (Ordinance on cosmetic products) . The use of hydrogen peroxide as it is described in
Annex IIl of the EU directive can be found in Annex 2, Part A, No. 12 of the “Kosmetikverordnung”
(Ordinance on cosmetic products) — the maximum permitted concentration for hydrogen peroxide
and other compounds or mixtures that release hydrogen peroxide, including carbamide peroxide
and zinc peroxide in oral hygiene products is 0.1 % (present or released). This means that
products with an amount of hydrogen peroxide higher than 0.1 % are not marketable in Germany.

41.2 Medical devices

For medical devices, the implementation of the three EU directives 90/385/EEC , 93/42/EEC and
98/79/EC resulted in the “Medizinproduktegesetz’, MPG, (Law on Medical Devices)?'. The definition
of a medical device is given in § 3 (1) MPG:

Medizinprodukte sind alle einzeln oder miteinander verbunden verwendeten Instrumente,

Apparate, Vorrichtungen, Stoffe und Zubereitungen aus Stoffen oder andere Gegenstdnde

einschliellich der fiir ein einwandfreies Funktionieren des Medizinproduktes eingesetzten

Software, die vom Hersteller zur Anwendung fiir Menschen mittels ihrer Funktionen zum Zwecke

a) der Erkennung, Verhiitung, Uberwachung, Behandlung oder Linderung von Krankheiten,

b) der Erkennung, Uberwachung, Behandlung, Linderung oder Kompensierung von

Verletzungen oder Behinderungen
¢) der Untersuchung, der Ersetzung oder der Verdnderung des anatomischen Aufbaus oder
eines physiologischen Vorgangs oder

d) der Empfangnisregelung

zu dienen bestimmt sind und deren bestimmungsgemélle Hauptwirkung im oder am

menschlichen Kérper weder durch pharmakologisch oder immunologisch wirkende Mittel noch

durch Metabolismus erreicht wird, deren Wirkungsweise aber durch solche Mittel unterstiitzt

werden kann.
As a consequence of the MDD and MPG, medical devices can only be put in the market if they
bear the CE mark (§ 6 MPG). The CE mark can only be fixed if the products fulfil the essential
requirements (§ 7 MPG) and if they have performed the suitable conformity assessment procedure
under involvement of a state accredited Notified Body (§ 3 (20.) MPG and “Medizinprodukte-
Verordnung”, MPV? (“Ordinance on Medical Devices*)). In this case the products are allowed to be
circulated freely throughout the EU and the EFTA (Iceland, Norway, Switzerland, and
Liechtenstein) without the need for any national registration. § 27 MPG (Article 18 MDD) deals the
case where the CE marking was affixed unduly. In this case, the withdrawal of the product from the
market is possible.



4.2 German case-law

The legal position in Germany will be described in the following by the case of the company
Ultradent Products Inc., sited in the USAZ %4,

Ultradent is manufacturer of the tooth bleaching products of a series called “Opalescence”. Four
products of the Opalescence family - O. Regular, O. Mint, O. Quick and O. Xtra - are marketed by
their European distributor (probably the company Optident Ltd. — see case-law in UK), who acts as
their Responsible Person (according to Article 14 MDD, § 5 MPG) as well as their safety officer
(according to § 30 MPG). The products are tooth bleaching gels for In-Office-bleaching (see
chapter 2.3.1) or Home-bleaching (see chapter 2.3.2) to remove intrinsic discoloration. The
products differ in their concentration of carbamide peroxide, which is the active substance in the
gels (O. Regular and O. Mint contain 10 % carbamide peroxide — they only differ by their taste; O.
Quick and O. Xtra contain 35 %), and their kind and time of application.

The above mentioned products have been certified as medical devices of class lla in November
1997 (O. Regular, O. Mint and O. Quick) and September 1998 (O. Xtra) respectively by the
TUV RW Anlagentechnik GmbH who acts as Notified Body.

In the amendment of the MPG by the 1. MPGANdG of 6 August 1998, § 2 MPG was supplemented
by clause 5 (in the actual version of MPG this is § 2, clause 4). Here it was laid down that the MPG
is not valid for products within the meaning of § 4 LMBG. Therefore the local authority investigated
whether the afore-said products would be cosmetic products.

421 Prohibition Order of the Local Authority

On 26 November 1998, the local authority prohibited the distribution of Opalescence by an
interdiction order on the basis of § 27 MPG. According to § 27 (2) MPG (in the actual version § 27
(1)) the responsible authority is able to ensure that the product is withdrawn from the market if the
authority establishes that the CE marking has been affixed unduly.

The authority substantiates its decision by stating that the disputed products are cosmetic products
within the meaning of § 4 (1) LMBG and Article 1 CD 76/768/EEC. Thus, the Law on Medical
Devices is not applicable and the CE certification is illegal. On the basis of the definition of
cosmetics (see Chapter 4.1.1), the authority categorises the products as cosmetic products for the
following reasons:

e bei den Produkten der Opalescence-Reihe handelt es sich um Zubereitungen, die in der
Mundhdhle zur Anwendung kommen bzw. mit den Zéhnen in Berlhrung kommen.

e auf die Wirkungsweise der Zahnbleichmittel kommt es nicht an, nur auf den
Verwendungszweck, der in der Zahnaufhellung und somit in der Beeinflussung des
Aussehens liegt.

e eine Uberwiegend medizinische Zweckbestimmung gem. Definition (Krankheiten, Leiden,
Kérperschédden oder krankhafte Beschwerden zu lindern oder zu beseitigen) treffe nicht zu,
da Zahnverfarbungen keine Erkrankung per se darstellen, da die Funktionen des Zahns
(Kau-, Abbiss-, Sprechfunktion) nicht beeintrachtigt wirden. AuRerdem seien
Zahnverfarbungen Uberwiegend die Folge einer Erkrankung und nicht die Erkrankung
selbst. Dass sich fir einzelne Patienten asthetische oder psychische Probleme aufgrund
der Verfarbungen ergeben, kann nicht als Entscheidungsgrundlage fur die Abgrenzung
herangezogen werden, da diese Probleme auch bei kosmetischen Erzeugnissen wie
Zahnpasten oder Mundsplulldsungen auftreten kénnten.

The manufacturer filed an opposition against this prohibition order, which was dismissed by the
authority through the opposition decision of 20 August 1999.

42.2 Judgement of the Administrative Court of Diisseldorf

The manufacturer appealed against the prohibition order and the opposition decision based on it at
the Administrative Court of Diisseldorf, which pronounced its judgement on 30 August 2000%.

Firstly, the Court decided that the responsible authority had applied the basis for the prohibition,
namely § 27 (2) MPG (Prohibition of Placing on the Market) legitimately. To be specific, this
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regulation does not only come into consideration for medical products in a real sense, but also for
such products that were placed on the market with the CE mark, without being medical devices.

It therefore now had to be decided whether the products in question were medical devices or
cosmetics. The Court reached the decision that the products are to be categorised as medical
devices. The following grounds were cited:

aufgrund der Begriffsbestimmungen fir Kosmetika und Medizinprodukte (siehe Kap. 4.1.1
und 4.1.2,) treffe eine Uberwiegend medizinische Zweckbestimmung (Krankheiten, Leiden,
Kérperschdden oder krankhafte Beschwerden zu lindern oder zu beseitigen) auf die
umstrittenen Produkte zu, da die Produkte dazu bestimmt seien, intrinsische
Zahnverfarbungen (s. Kap. 2.1.1) aufzuhellen.

Die Begriffe Krankheiten, Leiden, Koérperschdden oder krankhafte Beschwerden sind
jedoch weder im LMBG noch im MPG oder im Arzneimittelgesetz definiert. Nach standiger
Rechtsprechung gelte:

unter Krankheit ist jede Stérung der normalen Beschaffenheit oder der normalen Tétigkeit
des Kérpers zu verstehen, die geheilt, d.h. beseitigt oder gelindert werden kann.?®

Dieser Krankheitsbegriff sei denkbar weit gefal’t. Er schliee alle Beschwerden, die von der
gesundheitlichen Norm abweichen, ein, ohne Ricksicht darauf, ob die Normabweichungen
nur voribergehend oder nicht erheblich seien. Es misse jedoch berlcksichtigt werden,
dass die Norm, an der die Begriffe Krankheit und Gesundheit zu messen seien, eine
gewisse Schwankungsbreite aufweise. Normal verlaufende Erscheinungen oder
Schwankungen der Funktionen, denen jeder Kdrper ausgesetzt sei, die seiner Natur oder
dem natirlichen Auf und Ab seiner Leistungsfahigkeit entsprechen, wiirden vom
Krankheitsbegriff nicht erfal3t, solange solche Erscheinungen und Schwankungen nicht
iiber das allgemeine und iibliche MaR hinausgingen®.

Das Gericht zieht flr den vorliegenden Fall auch den Krankheitsbegriff aus dem Gesetz
tiber die Ausiibung der Zahnheilkunde® heran:

Als Krankheit ist jede von der Norm abweichende Erscheinung im Bereich der Zédhne, des
Mundes und der Kiefer anzusehen, einschlief3lich der Anomalien der Zahnstellung und des
Fehlens von Z&hnen.

Aufgrund dieser Definition stelle sich eine deutlich wahrnehmbare Zahnverfarbung als
Krankheit dar. Im Gegensatz zu extrinsischen Zahnverfarbungen, die im wesentliche eine
Folge der Nahrungs- und Genulimittelaufnahme seien und durch griindliche Zahnpflege
(regelmaliges Zahneputzen, professionelle Zahnreinigung) beseitigt werden kdénnten,
traten interne Zahnverfarbungen nicht generell auf, sondern wirden nur durch bestimmte
Ursachen ausgel6st, die nicht durch gewdhnliche Zahnreinigung entfernt werden kdnnten.
Es handele sich bei internen Zahnverfarbungen daher nicht um normal verlaufende
Erscheinungen oder Funktionsschwankungen, denen jeder Kdrper ausgesetzt sei. Mangels
Entfernbarkeit mit einfachen Mitteln gingen solche Verfarbungen auch Uber das allgemeine
und Ubliche Mal} hinaus. Verfarbte Zahne, deren Farbe nicht beeinfluRt werden koénne,
wirden von weiten Bevdlkerungskreisen in Mitteleuropa als Normabweichung angesehen.
Aufgrund des zu Grunde gelegten Krankheitsbegriffs wurde nicht das Vorliegen einer
unmittelbaren Funktionsstérung verlangt, sondern gelte auch fiir Folgeerscheinungen.

Eine einheitliche und damit allein normgebende Zahnfarbe gebe es jedoch nicht, es
bestehe eine deutliche Schwankungsbreite innerhalb der Bevdlkerung. Eine
Normabweichung sei daher erst ab einem gewissen Verfarbungsgrad anzunehmen. Liege
die Zahnfarbe unterhalb dieser Erheblichkeitsschwelle, die bei einer mit bloRem Auge
deutlichen Sichtbarkeit anzunehmen sei, kénne nicht von einer Krankheit ausgegangen
werden, sondern nur von einer Abweichung vom Idealbild.

Da die streitigen Produkte bei allen internen Zahnverfarbungen angewendet werden
kénnten, komme es bei der Abgrenzung kosmetisches Mittel / Medizinprodukt auf die
Uberwiegende Zweckbestimmung dieser Produkte an.

Mafgeblich sei die Uberwiegende Zweckbestimmung im Sinne von §4 LMBG. Zwar
enthalte § 3 Nr. 9 MPG (Anmerkung des Autors: in der aktuellen Fassung § 3 Nr. 10 MPG)
eine Legaldefinition der Zweckbestimmung, diese kdnne als Abgrenzungskriterium aber
nicht herangezogen werden, da diese die Einordnung als Medizinprodukt bereits
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voraussetze, § 2 Abs. 5 Nr. 2. MPG (Anmerkung des Autors: in der aktuellen Fassung § 2
(4) Nr. 2. MPG).

Die Uberwiegende Zweckbestimmung nach § 4 LMBG sei nach objektiven Malistaben
festzustellen. Dabei komme der allgemeinen Verkehrsauffassung tber die Verwendung der
streitigen Produkte das entscheidende Gewicht zu. Die allgemeine Verkehrsauffassung,
d.h. die Auffassung aller am Verkehr mit den betreffenden Produkten beteiligten Kreise,
entwickele sich in der Regel anhand konkreter Anhaltspunkte, insbesondere daran, wie die
jeweiligen Produkte nach der Konzeption des Herstellers dem Verbraucher gegeniber in
Verscheinung traten. Hierbei komme unter anderem der Zusammensetzung der Produkte,
den Verwendungsangaben und auch der Art des Vertriebs besondere Bedeutung zu.
Hiervon ausgehend sei die Uberwiegende Zweckbestimmung der genannten Produkte die
Linderung oder Beseitigung von Krankheiten, denn sie sollen Giberwiegend zur Behandlung
krankhaft verfarbter Zahne eingesetzt werden.

Durch die Zusammensetzung der streitigen Produkte, die alle einen hohen Carbamid-
Peroxid-Anteil enthalten, werde deutlich, dass die bestimmungsgemafle und vorrangige
Eignung darin lage, krankhafte Zahnverfarbungen zu mindern oder zu entfernen. Denn nur
bei den hier enthaltenen Konzentrationen des Wirkstoffes kdnne nach Stand der Technik
eine Reduzierung oder Beseitigung solcher interner Zahnverfarbungen erzielt werden.
Geringer dosierte Mittel seien offenbar ungeeignet. Die Produkte des Herstellers zielten
gerade auf diesen Behandlungseinsatz (It. Gebrauchsanweisung sind unter Indikationen
aufgefihrt:  Verfarbungen, die auf congenitale, systemische, metabolische,
pharmakologische traumatische und iatrogene Faktoren zurickzufiihren sind, wie z.B.
Dental-Fluorose, Tetrazyklin, Trauma, fetale Erythroblastose, Gelbsucht, Porphyrie).
Wegen der mit der Verwendung derart konzentrierter Mittel verbundenen Risiken sei eine
Befunderhebung, Entscheidung (ber das Therapieangebot und Auswahl der
anzuwendenden Mittel sowie die Durchfihrung der Behandlung durch den Zahnarzt
erforderlich. Die Produkte wirden daher ausschliellich an Zahnarzte verkauft. Damit
komme aber auch der Auffassung der Zahnarzte Uber diese Produkte als deren
malfgebliche Anwender entscheidendes Gewicht zu. Im Hinblick auf deren arztliche
Pflichten und Verantwortung sei davon auszugehen, dass diese die streitigen Produkte den
Angaben in der Gebrauchsanweisung entsprechend verwenden wirden und
dementsprechende Vorstellung von den bestimmungsgemaflen Einsatzmoglichkeiten
entwickelt hatten.

Durch die Nennung der die Verfarbung auslésenden Faktoren in der Gebrauchsanweisung
werde deutlich, dass diese Produkte nicht generell, sondern nur fir bestimmte
Zahnverfarbungen zum  Einsatz kommen sollen. Der Hinweis auf die
Behandlungsalternative zu Kronen oder Verblendschalen in der Gebrauchsanweisung
ricke die Produkte in genau diesen Behandlungsbereich, der nur deutlich sichtbare
Zahnverfarbungen betreffe.

Diese Uberwiegende Zweckbestimmung werde nicht durch eine Verwendung zu rein
kosmetischen Zwecken verandert, da es sich dann um eine nicht bestimmungsgemale
Verwendung handele.

Judgement of the Higher Administrative Court of North-Rhine Westphalia

The responsible authority filed an appeal against this judgement, which was heard at the Higher
Administrative Court of North-Rhine Westphalia. On 14 August 2003 the judgement was
pronounced®.

The Court decided that the appeal was in fact admissible, but unfounded, and dismissed the

The central question of the dispute, whether the Plaintiff's tooth bleaching products are cosmetics
and therefore illegally bear the CE mark as a medical device, was denied by the Court. The Court
substantiates its decision that the disputed products are medical devices as follows:

Es ware zwar denkbar, dass Produkte sowohl unter die Definition des MPG als auch die
des LMBG fallen. Rechtlich kénne es sich aber nur um ein Medizinprodukt oder um ein
Kosmetikum handeln. Fir die rechtliche Abgrenzung, ob es sich um ein Medizinprodukt
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oder ein Kosmetikum handelt, misse zunachst § 2 Abs. 5 Nr. 2 MPG (Anmerkung des
Autors: in der aktuellen Fassung § 2 Abs. 4 Nr. 2 MPG) herangezogen werden, wonach
das Medizinprodukt nicht fur kosmetische Mittel im Sinne des § 4 LMBG gilt. Hieraus hat
das Verwaltungsgericht zutreffend gefolgert, dass die eigentliche Abgrenzungsnorm § 4
LMBG ist.

Der Vorrang von § 4 LMBG vor § 3 MPG habe insbesondere zur Folge, dass es nicht — wie
nach der Begriffsbestimmung des § 3 Nr. 1 MPG — auf die Zweckbestimmung durch den
Hersteller ankomme.

Bei der Auslegung von § 4, Abs. 1 LMBG (siehe Kap. 4.1.1) sei zu bericksichtigen, dass
dieser auf der Umsetzung des Art. 1 Abs. 1 der Richtlinie 76/768/EEC (siehe Kap. 3.1.1)
beruhe und daher das Gemeinschaftsrecht zu berticksichtigen sei.

Aufgrund der unterschiedlichen Wortwahl der Definitionen kénne es im Fall der
Gleichgewichtigkeit von kosmetischer und sonstiger Bestimmung (d.h. wenn die
Bestimmung des Produktes zu 50 % kosmetisch und zu 50 % medizinisch ware) zu
unterschiedlichen Ergebnissen kommen: nach §4 Abs. 1 LMBG liege ein Kosmetikum
dann nicht vor, wenn das in Rede stehende Mittel iberwiegend zu einem anderen Zweck,
z.B. Krankheiten, Leiden, Kérperschaden oder krankhafte Beschwerden zu lindern oder zu
beseitigen, verwendet werde, wahrend nach Art. 1 Abs.1 CD der kosmetische Zweck
Uberwiegen muisse. Nach deutschem Recht bliebe das Mittel ein Kosmetikum (da die
medizinische Bestimmung Uberwiegen muf}, um ein Medizinprodukt oder Arzneimittel zu
sein), nach der Richtlinie ware es ein Medizinprodukt oder Arzneimittel (da die kosmetische
Bestimmung Uberwiegen mufd um ein Kosmetikum zu sein). Fir die Auslegung sei ein
Auslegungsspielraum erforderlich. Angesichts des klaren Wortlauts des § 4 Abs. 1 LMBG
wirde im Fall der Gleichgewichtigkeit ein solcher Auslegungsspielraum fehlen.

Nach der Rechtsprechung des Europaischen Gerichtshofs miisse dem Vorrang des
Gemeinschaftsrechts Geltung verschafft werden, wenn die nicht ordnungsgeman
umgesetzte europaische Regelung fir den Blrger gunstiger sei (,effet utile®).

Bei den streitbefangenen Zahnbleichmitteln handele es sich schon nicht um Zubereitungen
aus Stoffen, die dazu bestimmt seien ,aufRerlich am Menschen oder in seiner Mundhohle”
zur Beeinflussung des Aussehens angewendet zu werden, so dass sie bereits den ersten
Teil der Definition in § 4 Abs. 1 LMBG nicht erfullten.

Hierbei sei davon auszugehen, dass das Wort ,auferlich® sich nicht nur auf die
nachfolgenden Wérter ,am Menschen® beziehe, sondern auch auf die Mundhdhle. Es ware
auch denkbar, den Begriff ,aulierlich® als nicht zur Mundhéhle passend zu beurteilen. Unter
Heranziehung von Art. 1 Abs. 1 der Richtlinie 76/768/EEC , wo es heilst ,aullerlich...mit den
Zahnen und Schleimhauten der Mundhohle®, ergebe sich auch fir den deutschen Begriff
»=aulerlich® eine eindeutige Auslegung in Bezug auf ,Mundhdhle®.

- Unzutreffend sei eine Auslegung der Kosmetik-Richtlinie dahingehend, dass zwischen

den Wortern ,Zahne“ sowie ,Schleimhauten® das Wort ,und” steht, so dass ein Produkt
kein Kosmetikum sein konne, das nur mit den Zahnen oder den Schleimhauten in
Verbindung kommen soll. Es sei namlich nicht zu erkennen, warum ein Ausschluf} von
nur aud die Zadhne oder nur auf die Schleimhdute bezogenen Produkten hatte gewollt
sein sollen. AuRerdem sei bei dem Klammerzusatz der Gebrauch von ,und“ nicht additiv
sondern trennend gemeint.
Im Richtlinien-Text werde der Begriff ,auf3erlich® ergénzt um die Worte ,in Berlhrung zu
kommen*“, was deutlich auf AuRerlichkeit hinweise und zwar entsprechend der
Satzstellung auch bei Zahnen und Schleimhauten. Hatten die Zahne von dem Erfordernis
.2aulerlich® ausgenommen werden sollen, ware die Richtlinie anders zu formulieren
gewesen.

Ob es sich bei den streitigen Zahnbleichmitteln um kosmetische Mittel im Sinne von § 4

Abs. 1 LMBG handele, sei weiter danach zu beurteilen, ob sie ,dazu bestimmt” seien, in der

Mundhéhle des Menschen ,dullerlich® zur Beeinflussung des Aussehens angewendet zu

werden.

Nach standiger Rechtsprechung in Abgrenzungsfragen habe die Einordnung eines

;I'groduktes hinsichtlich der Zweckbestimmung nach objektiven Merkmalen zu erfolgen.?” %®

13



Diese objektiven Merkmale bestimmten die Verkehrsauffassung und im Rahmen dieser,
wie sich die fraglichen Produkte flir einen durchschnittlich informierten, aufmerksamen und
verstandigen Durchschnittsverbraucher darstellten.?’ 2% 2°

Die Verbrauchererwartung als Teil der Verkehrsauffassung knipfe regelmafig an eine

schon bestehende Auffassung Uber den Zweck vergleichbarer Mittel und ihrer Anwendung

an, die wiederum davon abhange, welche Verwendungsmoglichkeiten solche Mittel ihrer

Art nach haben.

Die Vorstellung der Verbraucher von der Zweckbestimmung konne durch die Auffassung

der pharmazeutischen oder medizinischen Wissenschaft, dem Produkt beigefligte oder in

Werbeprospekten enthaltene Indikationshinweise und Gebrauchsanweisungen sowie der

Aufmachung des Produkts beeinflusst werden.?

Da die Vorstellung der Verbraucher auch von der medizinischen Wissenschaft beeinflusst

werde, kdnne es sich bei dem Durchschnittsverbraucher nicht um den vom Zahnarzt noch

nicht aufgeklarten Verbraucher handeln. Der unaufgeklarte Verbraucher méchte namlich
nur sein Zahne aufgehellt wissen, habe aber noch keine Vorstellung von der

Vorgehensweise, inshesondere nicht, ob die Produkte ,auferlich® oder nicht ,aullerlich®

wirken wirden.

Im Gegensatz zum angefochtenen Urteil, das als Durchschnittsverbraucher die Zahnarzte

selbst sehe, neigt der Senat dazu, den vom Zahnarzt aufgeklarten Verbraucher als

Durchschnittsverbraucher anzusehen.

Dass dies der potentielle Patient sei, werde auch dadurch klar, dass er und nicht der

Zahnarzt die Initiative ergreife und die letztendliche Entscheidung, ob die Malinahme

erfolgt oder nicht, bei ihm liege.

- Fur die Pragung der Verbrauchererwartung sei wesentlich, dass die Wirkung der
Anwendung der Gattung der Bleichmittel, zu denen auch die streitigen Produkte gehoren,
nicht duerlich, sondern im Zahn selbst erfolge. In der Literatur werde zwar vertreten,
dass es zur Erflllung des Begriffs ,auRerlich® nicht auf die ,auerliche Wirkung®, sondern
nur auf die ,aulerliche Anwendung® ankomme®’. Der Senat, der sich aus diversen
Stellungnahmen Uber Bleichmittel informiert habe und daher die Verbrauchererwartung
beurteilen kénne, gehe aber von einer anderen, mehr von den Umstanden des Einzelfalls
gepragten Sichtweise des angesprochenen Verbrauchers aus. Dabei gelte zunachst,
dass bei der Vorgehensweise im Falle von nicht-vitalen und vitalen Zahnen der innerliche
Wirkmechanismus gleich sei — wenn auch in umgekehrter Richtung, da bei nicht-vitalen
Zahnen das Offnen der Pulpahdhle pragend hinzukomme. Die innere Wirkungsweise sei
fur den Verbraucher gerade deshalb bedeutsam und nicht etwa eine technische
Detailfrage, weil er durch die Wirkung im Inneren — anders als bei nur auferlicher,
mechanischer Vorgehensweise wie bei Zahnweilern — Hoffnung auf ein dauerhaftes
Ergebnis setzen konne, andererseits Fragen nach Schmerzen,
Funktionsbeschrankungen und Nebenfolgen nahe gelegt wirden. Angesichts des
moglichen Eingriffs in seinen Kérper und angesichts seiner Unkenntnis Uber Zeitaufwand,
Kosten und Erstattungsmdglichkeiten, aber auch Uber Schmerzen, Funktionsstérungen
und Nebenwirkungen, gehore zum .interessierten und informierten®
Durchschnittsverbraucher  die Information  durch den  Zahnarzt. Dieser
Dur