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Resolution

In the Administrative Court proceedings

of MPC SCHULTZ & PARTNER, Werftbahnstraße 8, 24143 Kiel,

plaintiff,

Trial delegate: Attorney Dr. R. Lücker, Mündelheimerweg 52, 40472 Düsseldorf

against

the District Government of Düsseldorf, Fischerstraße 10, 40477 Düsseldorf,

Az.: 24.30-09/13 (Opalescence)

defendant,

concerning
delimitation between medical devices and cosmetic products

the 13. Senate of the

Superior Administrative Court of the land North Rhine-Westphalia

decided on August 14, 2003,

by

the chairman of the justices at the superior administrative court
Dr. Lau,

the judge at the superior administrative court



Dr. Mahn,

the judge at the superior administrative court



Pentermann

with regard to the appeal of the defendant against the decision of the Administrative Court of Düsseldorf dated August 30, 2000, the following

according to § 130a VwGO:

The appeal is rejected with costs paid by the defendant.

The cost decision is provisionally enforceable.

The appeal is not admitted.

The litigation value for the appeal proceedings is stipulated 204,516.75 EURO.

Reasons:

I.

The plaintiff sells teeth bleaching products in the European area on behalf of the American company Ultradent Products, Inc.. The products in question are Opalescence Quick and Opalescence Xtra with 35 % hydrogen peroxide each. On the other hand, the products Opalescence Regular and Opalescence Mint contain only 10 % hydrogen peroxide; these two gels only differ in taste. In order to brighten up vital teeth they are injected in an individually made brace, which is then worn on the teeth – e. g. at night. Quick and Xtra are only applied on single vital teeth by the dentist during the practice visits; in case of non-vital teeth they are injected in the pulp cavity after having drilled a hole in it. The parties agree that the effect is inside the teeth, possibly by an oxidative change of the molecules that are responsible for the discolouring (mineral conversion of the crystalline tooth substance). There is no pharmacological effect.

Three of the four teeth bleaching products have been certified as medical devices of class II a and got a CE-mark on November 28, 1997, by RW TÜV Anlagentechnik GmbH, Essen, in its capacity as notified body according to the medical devices law. The same applied for the product Opalescence Xtra in September 1998. The products have been sold to dentists in the EU-member states.

After completion of § 2 of the medical devices law dated August 2nd, 1998, by adding paragraph 5, the defendant verified according to number 2 of the mentioned regulation whether the four teeth bleaching products of the plaintiff were medical devices or cosmetic products. By order disposition of November 26, 1998, the plaintiff has been prohibited “to put the products “Opalescence Regular”, “Opalescence Quick”, “Opalescence Mint” and “Opalescence Xtra” into circulation with a CE-mark according to the medical devices law.”

The contradiction against this decision has been rejected by the defendant by objection dated August 20, 1999.

On September 18, 1999, the plaintiff took legal action at the Administrative Court Düsseldorf and requested

to abolish the prohibition disposition of the defendant dated November 26, 1998, as well as the contradiction notice dated August 20, 1999.

The defendant requested

to dismiss the law suit.

By decision of August 30, 2000, the Administrative Court confirmed the suit as the teeth bleaching products of the plaintiff were no cosmetic products but medical devices.

With the appeal admitted and duly justified by the senate the defendant requests

to change the challenged decision and to dismiss the suit.

The plaintiff requests

to reject the appeal.

Due to the order for evidence of 18 December 2002, the Senate took evidence in the form of written information from Professor Dr. Ott, the Director of the Outpatients' Clinic for Tooth Preservation at the Westphalian Wilhelms University of Münster, as an expert witness. Reference is made to the individual questions posed for taking evidence and their answers.

Due to the other facts of the case and the arguments submitted by the parties, reference is made to the files for this dispute and the supplementary files as well as the files of the summary proceedings 13 B 96/99.

II.

The appeal of the defendant is admissible, but unfounded.

1) The prohibitory injunction of the defendant as amended in its ruling on an objection dated 20 August 1999 is illegal and infringes on the plaintiff's rights.

a) The basis for official action was found in Section 27, paragraph 2, 2nd sentence of the Medical Devices Law of 2nd August 1994 (hereinafter 'MPG'), German Federal Law Gazette I, p. 1963, in its amended version of 6 August 1998, German Federal Law Gazette I, p. 2005, (MPG). In accordance with Section 27, paragraph 2, 1st sentence MPG, if the relevant authority determines that the CE-mark has been wrongfully coded, whoever is responsible within the meaning of Section 7 MPG must fulfil the prerequisites for the lawful coding of the CE-mark in accordance with the instructions of the relevant authority. The 2nd sentence states:

"If these prerequisites are not fulfilled, the relevant authority must restrict this medical device from being marketed within the sphere of operation of this law, make it contingent upon certain conditions being kept, and prohibit the medical device or initiate its removal from the market."

Section 27 MPG was amended by law on 13 December 2001, German Federal Law Gazette I, p. 3586, corrected on 23 May 2002, German Federal Law Gazette I, 1678

(2nd MPG Amendment Law) – hereinafter: Section 27 MPG n.v. (new version) – in which the former 1st paragraph was dropped, the former 2nd paragraph including an editorial amendment (reference to Section 5 instead of Section 7) became Section 1 and a new Section 2 was added, which states the following:

"If a product is inadmissibly coded as a medical device with a CE-mark, the relevant authority will take the necessary measures in accordance with paragraph 1, 2nd sentence; paragraph 1, 3rd sentence applies accordingly."

At the same time, the official title of Section 27 MPG, "Procedure in Case of Wrongful Coding of CE-marks", was extended to include the words "and Unlawful".

The answer to the question of which version of Section 27 MPG is to be applied in this case first depends on whether the prohibitory injunction is an administrative act with a lasting effect, which, as a rule, is based on the factual and legal position of the case at the time of the last oral hearing.

On a permanent administrative act and the significant point in time, compare Senate judgement of 10 December 1998 - 13 A 2711/97 -, LRE 36, 150 with further evidence from the decision of the German Supreme Federal Administrative Tribunal.

However, this is not a question of an administrative act with a lasting effect, although the prohibition – also – results in lasting legal consequences. But the main content of this is that the prohibitory injunction is meant to end the legal status that was substantiated by the bestowal of the CE-mark. In such a case, an action to rescind corresponds with the factual and legal position of the case at the time of the last administrative decision, as is regularly the case.

Compare the German Supreme Federal Administrative Tribunal, rulings of 22 July 1982 - 3 B 36.82 -, reference no. 418.21, German regulations for operating a pharmacy No. 4 concerning the revocation of permission to operate a pharmacy, and of 26 June 1970 - VII B 36.68 -, Buchholz, reference no. 442.10, Section 4 of the German Highway Code, no. 32 on the suspension of a driver's licence; Administrative Appeals Tribunal of North Rhine-Westphalia, ruling of 20 May 2003 - 4 A 1673/02 -, (to be published) on a revocation in accordance with Section 20, paragraph 2 of the German Auditors' Code, with further evidence and defined as opposed to the decisions of the Federal German High Court of Justice.

The distinctive feature, namely that certification was not carried out by the state itself but by a so-called "notified body" (Section 20 MPG), a private person or organisation exercising public functions, does not result in such a difference that a decision is not to be reached on the termination of a legal status and another point in time would not be decisive, as in other cases.

In addition, as there is no substantive provision for the case in question that regulates the decisive point in time differently, the version of Section 27 MPG that was applicable at the time of the last administrative decision must be the basis for a decision.

b) The prohibitory injunction could not be lawfully based on Section 27, paragraph 2, 2nd sentence MPG.

However, this does not already ensue from the fact that whoever was responsible for the first marketing was not first required by paragraph 2, 1st sentence of the given regulation "to fulfil the prerequisites for the lawful coding of the CE-mark according to the instructions of the responsible authority". If, in the opinion of the authority, the product in question is not a medical device, the CE-mark cannot become lawful by means of an official instruction and such an instruction cannot be made a prerequisite for taking official action. Section 27, paragraph 2 MPG n.v. also assumes this when it refers to the 2nd sentence and not also to the 1st sentence of paragraph 1.

There are no other doubts about the fundamental application of Section 27, paragraph 2, 2nd sentence MPG to the case in question.

The Senate holds with its opinion given in the preceding summary proceedings

- compare ruling of 24 June 1999 - 13 B 96/99 -, LRE 37, 184 = NJW (German legal periodical, hereinafter "NJW") 2000, 891 = German law on pharmaceutical liability 2000, 61 -

that even the old version of Section 27, paragraph 2 MPG was to be understood as also including the inadmissible coding of the CE marking on a non-medical device and, 

based on the precept of interpreting in agreement with the guidelines, the last administrative decision had to be interpreted in this manner, at least for the period in question. There is every reason to believe that in the present case, contrary to the subjective view of the authorities that bleaching products of teeth are cosmetics and not medical devices, the prohibition conforms with Section 27 MPG and not with the regulations of the German Foodstuffs and Required Articles Act (hereinafter 'LMBG'), because, with regard to the contents of the matter, prohibition is concerned with the inadmissible application of the CE-mark, namely "to market" the bleaching products of teeth in question "with a CE-mark in accordance with the law on medical devices", i.e. no other marketing prohibition has been issued. Consequently, there are also no doubts that the defendant has administrative responsibility (see German regulations on administrative responsibility in the field of medical products and in accordance with the Medical Device Act of 2 May 1995, GV North Rhine-Westphalia, p. 380, last amended by the regulations of 29 October 2002, GV North Rhine-Westphalia, p. 564, which, in Section 1, paragraph 1, no. 7, letter h), generally governs the administrative responsibility of regional governments concerning the procedure in cases of wrongful CE-marking in accordance with Section 27 MPG).

In the present principal proceedings the plaintiff itself no longer took up the thought it had stressed in the summary proceedings, that Section 27 MPG did not apply to a product classified by the authorities as a cosmetic.

2) The answer to the main question of this lawsuit, whether or not the plaintiff's teeth bleaching products are cosmetics and therefore inadmissibly carry CE-marks as medical devices, must be no.

According to the grounds of the administrative order it does not matter whether the bleaching products fall under the definition for medical devices in Section 3, nos. 1-3 or 8 MPG, which is only negated insofar as the authority assumes that these are cosmetics and not medical products, so that the "CE-mark in accordance with the law on medical devices" would preclude lawful marketing. This approach is correct. Although it is conceivable that products can be defined both according to the law on medical devices and Section 4 LMBG for cosmetics, legally they can only be either a medical device or a cosmetic. This follows from Section2, paragraph 5, no. 2 MPG, according to 

which the law on medical devices does not apply for "cosmetic preparations within the meaning of Section 4 of the German Foodstuffs and Required Articles Act". (Section 27, paragraph 2 MPG is an adverse exception to the system which, however, is justified by special standards.) The Administrative Tribunal correctly concluded from this that Section 4 LMBG is the actual delimitation standard which, in view of cosmetic preparations, also results from the definition of Section 4, paragraph 1 LMBG.

Also compare the German Supreme Federal Administrative Tribunal, judgement of 18 December 1997 – 3 C 46.96 -, LRD 34, 411 on the relationship between Section 2, paragraph 3 of the German law on medical products and Section 4, paragraph 1 LMBG.

The priority of Section 4 LMBG over Section 3 MPG also results particularly from the fact that it does not depend on the manufacturer's earmarking, which is the definition of Section 3, no. 1 MPG.

Compare Schorn, Law on Medical Devices, status June 2002, ref. no. M 2, Section 1 MPG, marginal note 1.

Section 4 LMBG states in paragraph 1, the only one of interest here:

"Cosmetic preparations within the meaning of this law are substances or preparations of substances that are meant to be used externally by people or in their oral cavity for cleaning, caring for or influencing their appearance or bodily odour or for giving off pleasant smells, unless they are mainly intended for easing or eliminating illnesses, suffering, bodily injuries or diseased troubles."

However, when interpreting this national regulation, which serves to implement Article 1, paragraph 1 of the EU Guideline 76/68/EWG of 27 July 1976 on the approximation of legal provisions of the member countries on cosmetics, ABI L 262, 169 with later amendments, particularly the EU Guideline 93/35/EWG of 14 June 1993, ABI L 151/32 that amended Article 1, paragraph 1, and finally the EU Guideline 2003/15/EG of 27 February 2003, ABI L 66/26 (cosmetics guideline), EU law must also be taken into consideration, particularly Article 1, paragraph 1 of the cosmetics guideline in its version of 14 June 1993 (loc. cit.) which states (since 1976 and until today):

"Cosmetic preparations are substances or preparations that are meant to come into external contact with 

different parts of the human body (skin, hair system, nails, lips and intimate parts) or teeth and mucous membranes in the oral cavity, for the sole or predominant purpose of cleaning or perfuming these, changing their appearance and/or influencing their bodily odour and/or protecting or keeping them in a good state."

The plaintiff correctly points out that in accordance with Section 4, paragraph 1 LMBG a product is not a cosmetic if the preparation in question is predominantly used for another purpose, e.g. if it is meant for easing or eliminating illnesses, suffering, bodily injuries or diseased troubles, while in accordance with Article 1, paragraph 1 of the cosmetics guideline it is the cosmetic purpose which must be predominant, so that if the cosmetic and other designations are evenly balanced this must lead to different results: according to German law, this preparation would continue to be a cosmetic, while according to the guideline it would be a medical device (or possibly a medical product). The Senate has already ruled

- judgement of 14 June 1994 - 13 A 2476/93 -, LRE 30, 425 and detailed judgement of 29 March 1995 - 13 A 3778/93 -, LRE 31, 440 -,

that a scope of interpretation is needed to interpret this.

Also compare European Court of Justice, judgement of 26 September 1996 - C-168/95 -, Col. 1996, I-4705, marginal notes 39 to 41; Federal German High Court of Justice, judgement of 13 November 2001 - X ZR 134/00 -, LRE 42, 354 with further citations in the editor's notes.

Considering the clear wording of Article 4, paragraph 1 LMBG, such a scope of interpretation would be missing in a case of even balance.

Even if this were to preclude an interpretation that was conform with the guidelines, the given guideline regulation would, insofar, be applied anyway. The German State could not invoke the solution to the 50:50 situation given in Section 4, paragraph 1 LMBG, because it did not implement this item of the guideline. In accordance with the adjudication of the European Court of Justice, Article 10 EC (formerly Article 5 of the European Community Treaty) requires that all state authorities and also, within the framework of their jurisdiction, the courts enforce the precedence of community law 

provided that the European regulation that is not implemented in due form is more favourable for the citizen and this preference is unconditionally and sufficiently provided for. These conditions may be considered to be fulfilled here if one assumes – as the Senate tends to do – that the case in hand, i.e. the interests of the plaintiff, must be referred to in the question of preference, and not the general acceptance of a subjective right; in other words, within the meaning of the implementation of community law ("effet utile"), the Senate would have no doubts that Article 1, paragraph 1 of the cosmetic guideline is not concerned with allowing a claim granted to the plaintiff, but with an – actually – neutral definition with – for the case at hand – impacts that are in the plaintiff's favour.

Compare European Court of Justice, judgement of 11 August 1995 - C-431/92 -, Col. 1995, I-2189, marginal notes 24 and following; Schwarze, EU Comments, 1st edition 2000, Article 249, marginal note 31, Callies/Ruffert, Comments on the EU Treaty and the EC Treaty, 2nd edition 2002, Article 249, marginal notes 87 and following with further evidence.

However, after the results of receiving evidence and in consideration of the following statements, this need not be developed any further.

3) The teeth bleaching products in litigation do not consist of preparations from substances that are meant to be used "externally by people or in their oral cavity" to influence their appearance, so that they do not fulfil the first part of the definition in Section 4, paragraph 1 LMBG.

a) It must hereby be assumed that the word "externally" does not refer only to the following words "by people", but also to the oral cavity. However, this is not imperative, because it also appears to be justifiable that the term "externally" can be judged not to apply to the oral cavity. Thus, there is a need for interpretation.

The criterion "externally" is also found in the definition in Article 1, paragraph 1 of the cosmetic guideline, quoted above; instead of "oral cavity", it states "external … with … teeth and mucous membranes in the oral cavity". With reference to the guideline, the German term "externally" can also be unambiguously interpreted with regard to "oral cavity".

However, the Senate does consider the plaintiff's interpretation to be incorrectly constructed that, following Article 1, paragraph 1 of the cosmetic guideline in the amended version of 14 June 1993 given above, due to the connection between "teeth" and "mucous membranes" by the word "and" it follows that something cannot be a cosmetic that only comes into contact with the teeth or the mucous membranes. Even taking into consideration the history of how this regulation came about, which was emphasised by the plaintiff, its interpretation of the word "and" at this point is not convincing. In particular, it is not possible to discern why, for the plaintiff's purposes, it should have wished to exclude products solely for the teeth or the mucous membranes. In addition, the use of "and" in the bracketed sentence is also meant in a separating and not in an added sense.

But in the text of the guideline, the term "external" is supplemented by the words " come into … contact", which clearly points to an external characteristic and, in accordance with their position in the sentence, for teeth and mucous membranes as well. (Although the latter are not exactly within the area of application for the litigant products, the mucous membranes must even be protected.) If the teeth were to have been excepted from the "external" requirement, Article 1, paragraph 1 of the cosmetic guideline would have to have been worded differently.

b) Whether the plaintiff's teeth bleaching products are cosmetics within the meaning of Section 4, paragraph 1 LMBG must furthermore be judged on the basis of whether they are "meant" to be used "externally" in a person's oral cavity to influence his or her appearance. In accordance with the unchanged line of case law on questions of delimitation in the law of cosmetics, medical products and foodstuffs, the classification of a product with regard to earmarking it for a specific purpose must be carried out according to objective criteria.

Compare German Supreme Federal Administrative Tribunal, judgements of 24 November 1994 - 3 C 2.93 -, decisions of the German Supreme Federal Administrative Tribunal 97, 132 and of 18 December 1997 - 3 C 46.96 -, LRE 34, 411 and ruling of 18 October 2000 - 1 B 45.00 -, LRE 40, 166 as well as Federal German High Court of Justice, judgement of 11 July 2002 - I ZR 34/01 -, LRE 44, 37, Administrative Appeals Tribunal of North Rhine-Westphalia, judgement of 21 June 1995 - 13 A 1362/94 -, LRE 32, 308 with further evidence of the Administrative Tribunal; similarly, 

European Court of Justice, judgement of 21 March 1991 - C - 369/88 -, marginal note 40 and following, LRE 28, 3.

These objective criteria determine the concept of commerce and, within the framework of this, how the products in question appear to the averagely informed, attentive and sensible average consumer.

Compare German Supreme Federal Administrative Tribunal, judgement of 18 December 1997 - 3 C 46.96 -, LRE 34, 411 and ruling of 18 October 2000 - 1 B 45.00 ‑, LRE 40, 166 as well as Federal German High Court of Justice, judgement of 11 July 2002 (loc. cit.), each with further evidence.

The expectation of the consumer as part of the concept of commerce regularly takes up an opinion that already exists concerning the purpose of comparable preparations and their application, which on its part depends on the possibilities for use that such preparations have, dependent on their nature. The consumer's conception of the purpose of the product can furthermore be influenced by the opinion of pharmaceutical or medical science, as well as by the indications and instructions for use found in the package or in advertising brochures, and by the manner in which the preparation is generally presented to the consumer.

Thus, Federal German High Court of Justice, judgement of 11 July 2002 (loc. cit.), with further evidence, Administrative Appeals Tribunal of North Rhine-Westphalia, judgement of 21 June 1995 (loc. cit.).

These criteria would be decisive for judgement, but also which of several earmarkings for a specific purpose is predominant: here, whether the products are predominantly meant to ease or eliminate diseased troubles and illnesses (Section 3, paragraph 1, lit. a MPG) or to ease or compensate disabilities (lit. b), as is the view of the plaintiff, or whether this continues to be a cosmetic application because this is predominant. However, this no longer matters if not even the provision for "external" application is fulfilled.

It is essential for the aforesaid definition that the consumer's conception can also be influenced by medical science. This justifies not referring to the average consumer who has not yet been enlightened by his dentist, who first wishes to have only those teeth

lightened whose discoloration bothers him, without having any idea of the procedure, particularly whether or not it works "externally" or not "externally".

To such an extent, however, as the contested judgement sees the dentists themselves and not the patients as setting the standard for the average consumer – which is not quite clear – much is to be said for this as, in accordance with regulations, the product is first distributed within the meaning of Section 6 LMBG to the dentists. If rows of vital teeth are to be lightened, the dentists then give this product together with braces to the patients for use at home. This is not the only reason why, in this special connection, the Senate tends to see the customer here as the averagely informed, attentive and sensible average consumer who is interested in having his teeth lightened, whether or not he decides to have this done. The decisive factor is the "affected" consumer.

Compare German Supreme Federal Administrative Tribunal, ruling of 18 October 2000 (loc. cit.), with further evidence, furthermore judgement of the Senate of 6 March 1986 - 13 A 752/83 -, LRE 19, 220.

The fact that this is the potential patient also becomes clear because he and not the dentist – at least normally – takes the initiative and has the competence to make the final decision whether or not this measure will be carried out. If dentists were to set the standard with regard to the question of determining whether the teeth bleaching product works "externally", they too would not reach any other result that answers the question positively; this is also apparent from Professor Dr. Ott's expertise.

aa) Irrespective of the opening of the pulp cavity in the case of non-vital teeth, it is essential for the characterisation of the patient's consumer expectation that the effect of applying this type of bleaching preparation and also the opalescence in question does not take place externally, but in the tooth itself – probably by means of mineralogical modification and oxidation, although the details do not matter. Although it is represented

- compare Zipfel/Rathke, German law relating to food production and distribution, status 3/03, C 100, Section 4, marginal notes 23-25,

that only the "external application" is important to fulfil the term "external", and not the "external effect", such a statement (or the reversion) cannot be made in general. In the matter in hand, another aspect of the consumer approached, which is characterised rather by the circumstances of the individual case, has to be assumed according to the opinion of the Senate. Prior to the proceedings and the previous summary proceedings some members of the Senate informed themselves about teeth bleaching products by means of an examination of the various expert opinions in the proceedings mentioned below:


- compare Federal German Court of Justice, judgement of 18 April 1984 - 2 Ast 103/84 -, VRS (compendium of legal matters) vol. 67, p. 264 and Higher Administrative Court of Sachsen-Anhalt, court order of 30 September 1998 - A 2 S 52/96 - NVwZ enclosure 16/1999, p. 57 (LS) -

and therefore they are able to evaluate the consumer's expectations. The internal mechanism of the procedure in the case of non-vital and vital teeth is the same – even if in the reversed direction – while in the case of non-vital teeth the opening of the pulp cavity is another characteristic. Just that makes the internal mechanism of essential importance to the consumer and it is not only a technical detail, as it is the internal mechanism – in contrast to the external, mechanical procedure of tooth whitening products (the plaintiff is entitled to stress this difference, even if it has to be maintained in the following that the EU Commission does not follow this differentiation of the term) - that raises hopes for a permanent result, while questions concerning pain, limitations to function, and side effects are brought up.

It is not opposed to the aforesaid that the reason for those affected to see the dentist is generally the disagreeable looks of their teeth, since the consumer's expectation (the general attitude as well) does not maintain that the procedure is an external one. It is not decisive that this may seem to be different when the consumer starts considering it. It is rather the information obtained from the dentist that is important for the "interested and informed" average consumer, given the possible operation and his unawareness regarding the expenditure of time, costs and reimbursement opportunities,

but also regarding pain, malfunctioning and possible side effects. Then the average consumer will certainly understand that there are external deposits on the teeth which can be removed by means of the application of other lightening products, the so-called tooth whitening products (in contrast to teeth bleaching products). It is not to be assumed for lack of corresponding indications contrary to the arguments of the defendant that the products to be applied for the different methods are regarded as being of the same type, since the difference in the effects "external, mechanical" – "internal" is evident. After consulting the dentist, the average consumer will (no longer) expect a change merely in the external appearance, even for vital teeth.

Finally, despite an aesthetic/cosmetic purpose of the bleaching product, the consumer's expectation regarding the intended use of the bleaching product and also the products under dispute are transformed from the assumption of a cosmetic purpose of the bleaching products into a more medical one by means of the information given by the dentist, as the dentist plays an essential part in the treatment, even when no de-vital teeth are concerned, which would have to be drilled open, because otherwise the gums would be affected by the active ingredients. Moreover, an individual brace for vital rows of teeth must be adapted by the dentist.

The application – here the effect inside the teeth, the application and supervision by the dentist, an individual brace if need be – is one of the aspects the European Court of Justice takes into consideration in its decisions concerning differences in definitions.

Compare e.g. judgements of 25 January 1994 - C-212/91 - Comp. 1994, I-171, 205 marginal note 16 and of 16 April 1991 - C-112/89 -, Comp. 1991, I -171, 205, marginal note 15.

The ingredients can also have an influence on the objective intended use.

Compare the two judgements quoted above of the European Court of Justice and the German Supreme Federal Administrative Tribunal, judgement of 18 December 1997 - 3 C 46.96 -, LRE 34, 411.

The same holds for the risks involved in the application.

Compare e.g. judgement of 20 May 1992 - C - 290/90 - Comp. 1992. I - 3317, 3347 marginal note 17 -.

The clarification of the statement of the Scientific Committee on Cosmetic and Non-Food-Products intended for Consumers (SCCNFP) of the European Union, which was decided on 23 June 1999 and which is contained in the files, regarding hydrogen (carbamide) peroxide in tooth whitening products, judges the criteria of ingredients and risks as follows: if tooth whitening products with more than 0.1% hydrogen peroxide (0.3% carbamide peroxide) should bear a warning of an excessive or repeated application of tooth whitening products and of an application during pregnancy or an application by habitual smokers and drinkers, 50% of the general population would be excluded from the application of the products. That was the reason why the departments of the commission in charge of the regulation of cosmetics within the European Union were of the opinion that it would not be reasonable in view of the limitations maintained in the statement of the SCCNFP to insert regulations regarding such an ingredient into the regulation 76/7689/EEC on cosmetics. Even if the SCCNFP has made it clear that on the basis of toxicological-kinetic considerations it would be improbable that hydrogen peroxide would reach the foetus and that therefore a warning with respect to pregnancy would not be necessary, it has to be taken into consideration that there are doubts regarding health not only with respect to the gums, but also regarding whole sections of the population because of the danger of the development of tumours for delicate risk bearers – as the defendant asserts.

These criteria – applications, ingredients, risks – cause the informed consumer not only to assume a non-external effect of teeth bleaching products, but also to attach considerable importance to the circumstances described above, so that the initial aesthetical motive becomes less important.

Insofar as it can be taken from the 

judgement of the Higher Regional Court of Frankfurt/Main of 20 February 2001 - 22 U 222/00 -, Frankfurt Report,

referred to by the defendant that there is a gel for the external whitening of teeth to be applied with a brace, there is no reason to proceed from the assumption of a uniform type of gel with external effects and teeth bleaching products with internal effects, as there is no report on the composition of the gel, and a possible effect on the inside of the teeth was not part of the matter in dispute. Moreover, it is striking that the expert opinion of the dentist, Dr. Höfer, of 19 June 2000, negates the effectiveness of gels on dental plaque. 

In contrast, the plaintiff's explanation, concerning a multitude of teeth bleaching products that have been certified as medical devices, points to the fact that these form a category together with the plaintiff's opalescence bleaching products with their internal effect on the tooth.

The Senate has no grounds to suppose that the statement of 15 February 1996 given by Commissioner Bonino – which had been stressed by the defendant - for the Commission in reply to the question by MP Newens (ABl. C 109/56) had gained an influence on the general attitude towards the concept of "external". At least the "Guidelines relating to the application of … the Directive 93/42/EEC on medical devices" printed in Schorn (loc. cit.) under E 2-6 (8th supplement 5/99), after having treated "teeth bleaching products" under I.1.1.1 d) which have found bleaching products to be non-"medical" with respect to the contrast between "medical" – "toiletry purpose", contain the proviso that there is a need for further discussion of such teeth bleaching products which are …"intended specifically for application by dentists". The unchanged continuation of the guidelines questions the statement of Commissioner Bonino once again, as it does not contain a reason and apart from that no comment on "external" application.

As the defendant stresses, it states in Appendix III (Part 1) of the Cosmetics Guideline Rules under the current number 12 that "hydrogen peroxide and other combinations or mixtures releasing hydrogen peroxide, carbamide peroxide, and zinc peroxide" may only be contained or released in a maximum concentration of 0.1% H2O2 in oral hygiene products. It is unimportant for the matter under dispute that the concentration in the opalescence products is higher (as is normal for other products of this type). They are not "oral hygiene products".

Moreover, the defendant cannot derive anything for its interpretation from the corresponding regulation of the cosmetic guideline (Appendix 2, Part A, current No. 12).

Hence, the decision-making Senate is not in contradiction to the

resolution of the Federal German Constitutional Court (First Chamber of the First Senate) of 30 January 2002 - 1 BvR 1542/00 -, LRE 43, 222.

According to the resolution, the interpretation of labels must be guided by statutory requirements and not – irrespective of that - the consumer's opinion. However, conclusions regarding the legislative intentions to define or classify products according to the regulative context of "maximum concentration" are not possible here. This applies all the more since the supplement of the current No. 12 in Appendix III (Part 1) of the cosmetic guideline, which was discussed in the Commission in 1999 and in which the regulation for "tooth whitening products" described above was to be added, was not carried out. The – temporary – intention to supplement the regulation confirms, however, that the products in question are not "oral hygiene products".

Moreover, it can be seen from the synopsis of the answer by Commissioner Bonino and the legislative efforts of the Commission in 1999 that the classification problem of the debated teeth bleaching products applied by dentists was virulent over the years, without the legislation classifying the products as cosmetics by means of adding a corresponding category to the cosmetic guideline and limiting the highest concentration. Rather, the dismissal of this intention in the year 2000 leads to the interpretation that the litigant products are not to be regarded as cosmetics. This is backed up by the fact that the legislative must have known that a number of CE-certified bleaching products was marketed in the EU member states. At the same time, this means that the ingredients in question, just the permitted (maximum) concentration of which has not been regulated, given the dangers emanating from them and their application procedures, do not make classification as a cosmetic product possible.
The Senate even proceeds from the assumption that this will also not happen (in the future). The products have been marketed since 1985, and it has not yet become known that they have done any harm, which is not even claimed by the defendant. Rather, an entry in the appendix to the cosmetic guideline mentioned above with the limitation of the previous concentrations would infringe the principle of reasonableness in European law, because there are more lenient measures at hand – e.g. the stipulation of further warnings and not only the customary, but compulsory distribution to dentists - than the actual ban on sales, which would be obligatory in case of classification as a cosmetic.

The English product name does not have any meaning for the general opinion in Germany, as the English term "opalescent" – translated by the defendant as "schimmernd" – (Langenscheidt Pocket Dictionary only gives "opalisierend" as a translation) – and particularly the defamiliarization "opalescece" is completely unknown to the average consumer. Therefore, nothing can be derived from that regarding the "external" effect.

The Senate does not misjudge the fact that in the comparable English case, three judgements of which are contained in the files, the first judgement of Judge Laws of 4 August 1998 was also based on the effect of the litigant bleaching products in the inside of the teeth, that this opinion, however, had been dismissed in the subsequent judgements of 1 July 1999 by the Court of Appeal and of 28 June 2001 by the House of Lords. More intensive consideration is not necessary, because as the judgement on appeal of 1 July 1999 explains, it would not have been correct of the previous court to put such an emphasis on the effect of the product, because not the effect, but the intended purpose was decisive. The English judgements do not concentrate on the general attitude or simply the consumer expectation derived from that – in contrast to the German unchanged line of case law. Both of them, however, are influenced to a great extent by the applications, the ingredients, and the risks of the tooth bleaching products, as was explained above.

With regard to these aspects alone, the criterion "external" is objectively and with reference to the general attitude not given within the meaning of Section 4, paragraph 1 LMBG.

bb) In addition, it clearly emerges from the second set of comments from the expert witness, Prof. Dr. Ott, dated 14th March 2003, that he denies ‘external application’ in most instances.  After reproducing possible definitions of ‘cosmetic agents’ – including from §4 Paragraph 1, LMBG – he writes “Accordingly one could not include bleaching products amongst ‘cosmetics’, because they are not applied to the skin but into (and, occasionally, onto) the teeth.”  Nor does the statement that bleaching products were applied into (and sometimes onto) the teeth admit of any doubt.  Indeed, the use of the word ‘skin’ constitutes a degree of conceptual vagueness for the sake of brevity, but this vagueness is insignificant for the judgement itself.

Nevertheless Prof. Ott does not only take into account the place where the tooth bleaching products act but also the fact that non-vital teeth must initially be drilled and that the effect of the bleaching product emanates from inside of them.

Nor does the Senate fully appreciate that not all reasons for application in the tooth are related to disorders. As is stated in Prof. Dr. Ott’s first set of comments dated 12th February 2003, there are degenerative changes in the dental pulp in the context of the natural aging process. Whether – as must be assumed – for this reason bleaching products are used, and to what extent, needs no further clarification. In the context of the evaluation of the ‘externally’ requirement it actually does not depend on the difference between ‘in the broad sense, related to disorders’ and ‘determined by age’, which only characterises the predominant objective use of the product.

What dentists explain to patients has a decisive influence on the expectations of the informed average consumer. For lack of opposing indications, the Senate works on the assumption that dentists give patients explanations corresponding to those Prof. Dr. Ott has stated in his comments.  Therefore, the patient must be considered to be an informed average consumer, who has at least one non-vital tooth and to whom it has been explained that the tooth will be drilled to enable the bleaching product to be inserted into the pulp cavity, or to whom this procedure has been suggested after the reason for the discoloration has been established.  Thus he will also grasp, as early as at that stage, that the area of application for bleaching products is not external, as the expert witness has stated.  The patient with discoloured vital teeth will have understood 

from his dental consultation that there are two methods of lightening teeth: the external, mechanical removal of sediments (deposits) on the surface, on the one hand, and, on the other hand, the gel method acting inside the tooth, whereby, if there is a row of teeth that must be lightened, a brace is fitted to them.

4) Following, in the context of the statements concerning the lack of the ‘external’ requirement, the demonstration that the relevant consumer expectation and market image are also influenced by the methods of application (dentist), by the high level of the ingredient with its effect on the inside of the tooth – and this viewpoint would also have to be considered, if we had to regard as fulfilled the ‘external’ criteria contrary to the Senate’s view – and by the associated risks, the Senate bases the decision on, additionally, the supposition that, from these standpoints and the failed efforts at supplementing the Cosmetics guideline by the Commission, it results that there is no cosmetic purpose – despite the relevant cosmetic/aesthetic starting point – or that a possible cosmetic purpose is not the predominant factor.  Even the defendant’s central argument, that ‘cosmetic use’ can be seen in the sales figures and the fact that such a treatment is not covered by health insurances does not prevail; anyway, these arguments have been refuted convincingly by the plaintiff.

5) If, after the above statements, the establishment of the ‘external’ element of the facts required by § 4, Paragraph 1, sentence 1, half-sentence 1 LMBG fails, as well as the recognition of a cosmetic purpose as understood in the above mentioned act, we did not need to discuss the existence of another purpose, since the prohibition was demonstrably only introduced because the disputed products are regarded as cosmetics by the defendant.  Finally, the Senate does not have any doubts about the consideration of the teeth bleaching products at issue as medical devices with the judgement being challenged, since they fulfil the criteria of the definition in § 3 Medical Devices Law (MPG).
Accordingly, the appeal with the consequence as to costs arising out of § 154 Paragraph 2, VWGO must be rejected.  The provisional enforceability of the costs emanates from § 708 no. 10, 709, 713, German Code of Civil Procedure (ZPO), in association with § 167 German Administrative Court Procedure (VwGO).

Leave to appeal on points of law should not be granted since the preconditions of § 132 Paragraph 2 VwGO do not obtain.

The value of the litigation for the appeal proceedings emanates from the litigation value of the first instance judgement which is still not being disputed by the defendant, taking into account the new currency; it is EUR 204,516.75. If the plaintiff intends to see the 3-year Europe-wide turnover figure of DM 22,000,000.00 applied as the dispute value, this is wrong.  Turnover figures do not have probative strength; it depends on the net profit for the year.

Compare decision of the Senate of 26th April 1999

· 13 C 258/99 -, LRE 36, 316.

Instructions concerning the right to appeal

The refusal to admit appeal can be challenged by a complaint, so-called “Beschwerde”.

The complaint must be filed with the Superior Administrative Court for the Land of North-Rhine Westphalia, seated Aegidilkirchplatz 5, 48143 Münster, Germany within one month following the handing down of this decision.  The complaint must state the decision that is being challenged.

The complaint must be substantiated within two months following the handing down of this decision. It must be handed in at the court mentioned above.

For complaint proceedings representation by a lawyer is compulsory; this also applies to the filing of the complaint and its substantiation. Accordingly, every interested party must arrange to be represented by an authorised person, i.e. a lawyer or a lecturer in law at a German university as understood in the University Framework Law, qualified to hold the office of judge.  Legal persons under public law and public authorities can also arrange to be represented by officials or employees who are qualified to hold the office of judge, as 

well as graduates of law in higher German administration (Höherer Dienst), and territorial authorities, additionally, by officials or employees in the competent supervisory authority or the relevant association of municipalities of the Land of which the territorial authority is a member, qualified to hold the office of judge.

	Dr. Lau
	Dr. Mahn
	Pentermann



