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NOTICE TO MEMBERS

Subject: Petition 0473/2008 by Christoph Klein (German), concerning the failure of 
the Commission to take action regarding a competition case and the harmful 
impact of this on the company concerned

1. Summary of petition

The petitioner indicates that the ‘Broncho-Air’ inhaler produced by his company was banned 
in 1995 and that the German authorities informed the Commission of this under the safeguard 
clause referred to in Article 8 of Directive 93/42/EEC concerning medical devices. The 
petitioner maintains that the matter was never concluded and that the company manufacturing 
the device was not consulted. He indicates that Commissioner Günter Verheugen, in his 
answer of 20 November 2007 to Written Question P-5233/07 by Wolfgang Kreissl-Dörfler, 
indicated that the Commissioner intended to remain in contact with the German authorities 
and consider the matter further. Since the matter is still open and in view of the fact that the 
petitioner is in serious financial difficulties as a result of the wrongful implementation of the 
procedural provisions of the directive, he is seeking action by the European Parliament.

2. Admissibility

Declared admissible on 26 September 2008. Information requested from Commission under 
Rule 202(6).

3. Commission reply, received on 20 March 2009

The Commission services have been in regular contact on this case with the petitioner as well 
as with the German authorities since November 2006. They have taken the concerns of the 
petitioner very seriously and have particularly given consideration to the fact that the 
company in question is a small enterprise for which this product is very important. The 
Commission services analysed the case in detail, in particular under the aspect of a possible 
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safeguard clause and possible infringements of Community law by the German authorities. 
Under both aspects, there is no reason for Community action, as will be explained in more 
detail below. The Commission services have also tried to facilitate contacts between the 
petitioner and the German authorities. From the Commission services point of view, the 
petitioner now has two options if he intends to place the effecto on the market: either to co-
operate with German authorities to complete the data or to take appropriate legal steps at 
national level.

The applicable legal framework in this case is Council Directive 93/42/EEC concerning 
medical devices. Council Directive 93/42/EEC foresees that manufacturers of class I medical 
devices, such as the effecto, can place the device on the market without the intervention of a 
notified body or an authority. It is up to the manufacturer to declare and to be able to 
demonstrate through the appropriate documentation that his device meets the provisions of the 
Directive. This concerns in particular the need for the device to meet the performance 
intended by the manufacturer and the need to ensure that side effects resulting from its use 
constitute an acceptable risk when weighed against the intended performances. Thus under 
this legal framework, the onus to demonstrate compliance and to duly affix the CE marking is 
on the manufacturer. To ensure that these requirements are met, Member States are under the 
obligation to carry out market surveillance and to take the necessary measures. These 
measures include in particular the safeguard clause procedure under Article 8 and measures 
under Article 18 in case of unduly affixed CE marking. 

As regards the role of the Commission, it has to be noted that the correct application of the 
Directive in individual cases is in the first place the task of the Member States. The 
Commission is generally not involved in the assessment of single medical devices and 
decisions on whether or not a specific device fulfils the requirements of the Directive. The 
only context in which the Commission is involved in such decisions is in the framework of a 
safeguard clause procedure or infringement proceedings. 

When the Commission services were first contacted by the petitioner in 2006 they therefore 
had to analyse whether any of these two cases applied and which action by the Commission 
was appropriate. 

In relation to the safeguard clause procedure, the Commission services had in the first 
instance to decide how to proceed in relation to the earlier notification from 1997. The 
declared interest of the petitioner when he contacted the Commission in 2006 was to find a 
solution that would allow him to place the effecto on the market as quickly as possible. From 
the Commission services' view to take up the 1997 notification and treat it in its own right did 
not represent an efficient and feasible way forward. At the time of the 1997 notification, the 
manufacturer was a different one, much less data was available, the intended use of the device 
was defined differently and the notification related to a different prohibition order, not the one 
that was blocking the current marketing of the device. Therefore, in the interest of an efficient 
administrative handling of the case, the Commission services proceeded to treat the current 
situation, based on the new available information. 

In the second instance, the Commission services had to decide whether, indeed, the safeguard 
clause was the appropriate procedural framework. The safeguard clause procedure applies in 
case a Member State ascertains that a device after having been placed on the market may 
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compromise the health and/or safety of patients, users or other persons. The problem 
identified here by the German authorities is the following: while the device could potentially 
be very valuable and contribute to a more efficient use of medicinal products, the issue here is 
that the manufacturer has not provided sufficient data to demonstrate that patient safety is 
ensured and that the performances he claims are attained. Asthma is a very serious disease 
which affects a large number of European citizens and which needs to be carefully monitored. 
The medicinal products in question here are marketed in so called metered dose inhalers 
(MDI) consisting of a canister and a mouthpiece and are authorized as such under 
pharmaceutical law. The effecto would replace the original mouthpiece. The manufacturer of 
effecto should give information and evidence on the average deposition of the medicinal 
product in the lungs that is reached when using the effecto and on the side effects resulting of 
the alleged increased deposition. These are crucial elements in order to demonstrate that the 
use of the product according to the conditions provided by the manufacturer is safe. It is of 
importance for the correct application of the Directive that Member States, as happened here, 
verify through market surveillance that sufficient data are provided for the medical device to 
be placed on the market. 

In conclusion, this is not a case in which health risks were ascertained by the German 
authorities, but a case in which the manufacturer had not sufficiently demonstrated conformity 
with the essential requirements of Directive 93/42/EEC and as a result should not have CE 
marked the device. These cases fall under Article 18 of Directive 93/42/EEC, according to 
which Member States must take measures against unduly affixed CE marking and can, in case 
of continued non-compliance, prohibit the placing on the market of the device in question. A 
decision of the Commission in accordance with Article 8 of Directive 93/42/EEC is in these 
cases not required. 

This position is in the Commission services' view not only legally founded. It also protects 
public health and it allows the manufacturer to provide the missing data and, therefore, in the 
future, to put his product on the market if compliance with Directive 93/42/EEC is 
demonstrated. Considering the measure justified in the framework of a safeguard clause 
would have resulted in the definitive exclusion of effecto from the Community market.

As concerns possible infringement proceedings the Commission services had to analyse 
whether or not the case presented revealed an infringement of Community law through 
national law or through a continuous wrong application of Community law by the German 
authorities. The petitioner is of the view that the Commission should have taken measures 
against Germany for not notifying the prohibition of May 2005 to the Commission under 
Article 8. However, given that the Commission services came to the result that Article 18 of 
Directive 93/42/EEC – not Article 8 - was the applicable framework, the possibility of 
infringement proceedings against Germany for non-notification of the measure taken in 2005 
was dismissed. The Commission services also analysed the measure taken by the German 
authorities in substance and came to the result that the German assessment was in line with 
Community law.   

The Commission Services sent their detailed analysis by letter of 18 July 2007 to the German 
authorities and the manufacturer. The aim of this analysis was in the first place to explain why 
the Commission services would not take measures under Article 8 and why they do not 
consider starting infringement proceedings. The aim was also to contribute to a fast solution 
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of this issue by giving an indication of the view of the Commission Services on the merits of 
the case and on which points more data is needed.

In the following months the Commission services then tried to facilitate contacts between the 
petitioner and the German authorities. As a result, the German authorities offered the 
petitioner in August 2007 a scientific exchange or to provide an expert opinion. The 
manufacturer took this offer up in November 2007 and a consultation meeting took place in 
January 2008. In this consultation meeting, the German authorities set out which data is still 
required from the manufacturer. 

Conclusions

The Commission services met the petitioner in November 2006 and have been in contact with 
the petitioner and the German authorities since August 2006. The petitioner has addressed 
various correspondence to President Barroso, Vice-President Verheugen and members of his 
cabinet, Director-General Zourek and Commission services staff. The petitioner also wrote to 
OLAF. OLAF evaluated the information provided and decided, as the allegations were not 
sufficiently substantiated, to classify the matter as a non-case on 15 April 2008. The petitioner 
was informed of that decision on 7 May 2008. In addition, on 8 October 2008, the initial 
information provided by the petitioner together with OLAF’s no-case decision was sent to the 
Secretary General of the Commission. The legal situation and the Commission services 
position have been explained in various correspondence to the petitioner, as well as in 
responses to a letter and a written question from the Honourable Member of the Parliament 
Kreissl-Dörfler. It is clear that the petitioner disagrees. However, as described above, at this 
point there is no further role for the Commission in this case. In December 2007 the 
Commission services therefore informed the petitioner that unless there are substantial new 
elements, they do not regard further correspondence on this issue useful. 

From the Commission services point of view, the petitioner now has two options if he intends 
to place the effecto on the market: either to co-operate with German authorities to complete 
the data in order to demonstrate that his product is safe or to take appropriate legal steps at 
national level. It appears that the petitioner has chosen the second option. Should the national 
courts consider that a decision on a question on the interpretation of acts of the Community is 
necessary to enable it to give a judgement, the possibility to request a preliminary ruling of 
the European Court of Justice is provided for. This is the appropriate way forward if the 
petitioner seeks judicial remedies. As described above, the Commission services analyzed the 
possibility to start infringement proceedings against Germany and came to the result that such 
proceedings would not be warranted. The petitioner has nevertheless still the possibility to file 
a complaint and was informed about this possibility early on in the contacts with the 
Commission services. 

4. Further Commission reply, received on 20 November 2009.

Two issues were raised at the Petitions Committee meeting of 1 September 2009 : the 
safeguard clause notification in 1997 and the clinical data to be provided to ensure public 
health.

Concerning the 1997 notification, it had become obsolete because the manufacturer, at the 
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time, recognized that further data was needed and declared not to place the device back on the 
market unless additional studies were available. The petitioner himself, through his legal 
counsel Univ.-Prof. Dr. von Arnim, declared, in a letter to the Commission dated 18 
December 2006, that the procedure at the time had become obsolete for this reason, and that 
the Commission was not required to continue the instruction of the safeguard clause 
procedure. In this regard, a letter was sent by the distributor to the Bavarian authorities on 22 
May 1997 confirming that the device was not marketed, that the intention was to carry out 
further studies and to then contact the German authorities again. 

Concerning the need for further clinical data, to which extent this is justified and how the 
petitioner can determine what is needed, the Commission sent a letter to the petitioner on 18 
July 2007. In this letter, the Commission set out in detail on which points further data is 
needed. The Commission then placed great emphasis on facilitating contacts between the 
German authorities and the petitioner in order to determine how this data could be best 
provided. As a result, the German authorities specified what needs to be done in a protocol of 
the meeting between the petitioner and the German authorities. Any additional data the 
petitioner may have now should be provided to the German authorities.

The petitioner’s choice – provided he still intends to place the device on the market - is to 
either provide this missing data or to await the outcome of the pending legal proceedings in 
Germany. 

5. Commission reply, received on 24 June 2010.

The additional information provided by the petitioner in April 2010 relates to criminal 
proceedings he initiated against a member of the Bavarian State parliament and to an open 
letter to the Petitions Committee of the German Parliament. In these documents the petitioner 
in essence reiterates his position. They do not contain new information that would call for 
additional observations from the Commission.


