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Dear Ms Mazzoni,

Further to your letter of 24 March 2010 in which you asked the Committee on Legal Affairs 
for an opinion on the above petition, the case has been carefully analysed (see the annex to 
this letter) and the committee has made the following findings and recommendations on the 
basis of the law. 

It would appear from the available documents that the petitioner has been the victim of a 
flagrant denial of justice on the part of the Commission since 1997. Owing to the 
Commission's failure ever to complete, or possibly even seriously to initiate, the safeguard 
procedure laid down in Directive 93/42/EEC, he has no Commission decision that he can 
contest in the Court of Justice. Furthermore, the German court before which he brought an 
action was dissuaded from making a request for a preliminary ruling to the Court of Justice 
by a letter from a Director General of the Commission (then Mr Zourek) informing the court 
that the safeguard procedure was under way, a procedure, which, it is recalled, has never 
been brought to a conclusion.

The Commission is often referred to as "the guardian of the Treaties".  Indeed, Article 17 
TEU provides that it "shall ensure the application of the Treaties, and of measures adopted by 
the institutions pursuant to them. It shall ensure the application of Union law under the 
control of the Court of Justice".  In this case, the Commission seems to have acted 
deliberately in disregard of Union law in such a way as deny the petitioner his access to the 
courts.   It is pointed out that Article 47 of the Charter of Fundamental Rights, which, 
according to Article 6 TEU, has the same legal value of the Treaties, provides that everyone 
whose rights and freedoms guaranteed by the law of the Union are violated has the right to an 
effective remedy before a tribunal and to a fair and public hearing within a reasonable time 
by an independent and impartial tribunal previously established by law.  The maxim ubi jus, 
ibi remedium should also apply at Union level and indeed the Court of Justice has 
consistently held that the Treaty has established a complete system of legal remedies and 
procedures designed to ensure judicial review of the legality of acts of the institutions1.  By 

                                               
1 See, for instance, Case C-50/00 P Unión de Pequeños Agricultores v. Council [2002] ECR I-6677.



failing to bring the safeguard procedure to a conclusion, the Commission ensured that the 
petitioner had no access to that "complete system of remedies".

This is not to say that the petitioner has not made every effort to obtain redress (before the 
German courts, the Ombudsman, the Court of Human Rights, etc), but all to no avail.  It 
cannot be that the Commission is above the law.

There is no doubt in this case that the petitioner has a more than arguable case that his 
fundamental right to property under Article 7 of the Charter has been violated in that he has 
been deprived of his intellectual property rights. He has also other claims to reparation which 
he has a right to assert in court. 

What is more, the Commission would clearly appear to be in breach of the right to good 
administration enshrined in Article 41 of the Charter2.

Matters are only made worse by the fact that the injustice done to the petitioner has resulted 
in a ban on the sale of a product since 1997 which, it is cogently claimed, would have 
improved the quality of life of some 30 million asthma suffers and resulted in huge costs 
savings to health insurance schemes in Europe.

It is clear that no means of legal redress are open to Parliament itself. However, the Treaty 
expressly provides that the Commission is answerable to Parliament.

Accordingly, the Committee on Legal Affairs recommends that the Petitions Committee call 
the competent Member of Commission to appear before it immediately in order (a) to give a 
full, honest and clear explanation of the Commission's conduct and (b) to explain what action 
it intends to take in order to allow the petitioner to assert his rights.  In the event that the 
Commissioner fails to satisfy the Petitions Committee, the Committee on Legal Affairs 
would point out that Article 226 TFEU provides for the setting up of a Temporary 
Commission of Inquiry.

                                               
2 1. Every person has the right to have his or her affairs handled impartially, fairly and within a
reasonable time by the institutions, bodies, offices and agencies of the Union.
2. This right includes:
(a) the right of every person to be heard, before any individual measure which would affect him or her
adversely is taken;
(b) the right of every person to have access to his or her file, while respecting the legitimate interests
of confidentiality and of professional and business secrecy;
(c) the obligation of the administration to give reasons for its decisions.
3. Every person has the right to have the Union make good any damage caused by its institutions
or by its servants in the performance of their duties, in accordance with the general principles common
to the laws of the Member States.
4. (...)



The Legal Affairs Committee adopted3 this opinion unanimously by 23 votes in favour, 0
votes against and 0 abstentions.

Yours sincerely,

Klaus-Heiner Lehne

Encl.: Annex

                                               
3 The following were present for the final vote: Klaus-Heiner Lehne (Chair), Luigi Berlinguer (Vice-Chair), 
Raffaele Baldassarre (Vice-Chair), Evelyn Regner (Vice-Chair), Sebastian Valentin Bodu (Vice-Chair), Mara 
Bizzotto, Piotr Borys, Françoise Castex, Christian Engström, Marielle Gallo, Gerald Häfner, Daniel Hannan, 
Kurt Lechner, Antonio Masip Hidalgo, Alajos Mészáros, Angelika Niebler, Jutta Steinruck, Dimitar Stoyanov, 
Alexandra Thein, Diana Wallis, Rainer Wieland, Cecilia Wikström, Zbigniew Ziobro, Tadeusz Zwiefka



Annex to the letter of the Committee on Legal Affairs concerning the petition No 
0473/2008 by Christoph  Klein, Chief Executive Officer of atmed AG

Subject: Petition No 0473/2008 by Christoph Klein, Chief Executive Officer of 
atmed AG 

1. Background

The Committee of Legal Affairs has been asked by the Petitions Committee to give its 
opinion on Petition No 0473/2008 by Christoph Klein, CEO of atmed AG (Bavaria), a public 
limited company incorporated under German law. The petitioner mainly alleges that he is 
being denied his right to effective legal protection on the grounds that 

 the European Commission did not hold hearings and pronounce its findings under the 
procedure initiated in 1997 under the safeguard clause of Article 8 of Directive 
93/42/EEC and

 the European Commission did not insist in a new procedure under the safeguard 
clause of Article 8 of Directive 93/42/EEC after an order of the German authorities of 
May 2005.

By his petition, he asks Parliament to take action in order to ensure that the Commission 
follow the procedures under the safeguard clause of Article 8 of Directive 93/42/EEC in 
respect of two sales injunctions issued in Germany (in 1997 and 2005).

2. The Legal Framework

A. Directive 93/42/EEC

Article 8 of Directive 93/42/EEC, entitled "Safeguard clause", provides as follows:
1. Where a Member State ascertains that the devices referred to in Article 4 (1) and (2) 
second indent, when correctly installed, maintained and used for their intended purpose, may 
compromise the health and/or safety of patients, users or, where applicable, other persons, it 
shall take all appropriate interim measures to withdraw such devices from the market or 
prohibit or restrict their being placed on the market or put into service. The Member State 
shall immediately inform the Commission of any such measures, indicating the reasons for its 
decision and, in particular, whether non-compliance with this Directive is due to: 
(a) failure to meet the essential requirements referred to in Article 3; 
(b) incorrect application of the standards referred to in Article 5, in so far as it is claimed 
that the standards have been applied; 
(c) shortcomings in the standards themselves. 
2. The Commission shall enter into consultation with the parties concerned as soon as 
possible. Where, after such consultation, the Commission finds that: 



- the measures are justified, it shall immediately so inform the Member State which took the 
initiative and the other Member States; where the decision referred to in paragraph 1 is 
attributed to shortcomings in the standards, the Commission shall, after consulting the 
parties concerned, bring the matter before the Committee referred to in Article 6 (1) within 
two months if the Member State which has taken the decision intends to maintain it and shall 
initiate the procedures referred to in Article 6, 
- the measures are unjustified, it shall immediately so inform the Member State which took 
the initiative and the manufacturer or his authorised representative established within the 
Community. 
3. Where a non-complying device bears the CE marking, the competent Member State shall 
take appropriate action against whomsoever has affixed the mark and shall inform the 
Commission and the other Member States thereof. 
4. The Commission shall ensure that the Member States are kept informed of the progress 
and outcome of this procedure.

Article 18, entitled "Wrongly affixed CE marking", provides:
Without prejudice to Article 8: 
(a) where a Member State establishes that the CE marking has been affixed unduly, the 
manufacturer or his authorised representative established within the Community shall be 
obliged to end the infringement under conditions imposed by the Member State; 
(b) where non-compliance continues, the Member State must take all appropriate measures 
to restrict or prohibit the placing on the market of the product in question or to ensure that it 
is withdrawn from the market, in accordance with the procedure in Article 8. 

B. National legislation

The relevant article of the German law concerning medical products (Medical Device Act - in 
the version published on 7 August 2002, BGBL, I S.3146, as amended by Article 6 of the Act 
of 29 July 2009, BGBL, I S.2326) - reads as follows: 

§ 28 Procedures for protection against risks

(1) The competent authority pursuant to this Act shall take all necessary measures to protect 
the health or the safety of the patient, users and other persons from dangers arising from 
medical devices unless the Atomic Energy Act, or an ordinance based on it relating to 
medical devices which emit ionising radiation or contain radioactive substances, provides 
corresponding powers for the relevant competent authority.

(2) The competent authority is, in particular, authorised to issue orders, including those 
regarding the closure of the enterprise or facility if necessary to avert imminent danger to 
public health, safety and order. It can prohibit, limit or make contingent upon specific 
conditions the placing on the market, putting into service, operating and use of medical 
devices as well as the commencement or continuation of the clinical investigation or the 
performance evaluation study, or order the recall or seizure of the medical device. It shall 



inform the other competent authorities in Germany, the competent higher federal authority 
and the Federal Ministry for Health of such action.

(3) If the competent authority determines that a CE-marked medical device or custom made 
device is able to endanger the health or safety of patients, users or third-parties or their 
property, even when properly installed, maintained or used in accordance with its intended 
purpose, and should it take measures aimed at removing the medical device from the market 
or prohibiting or limiting its placing on the market or putting into service, it shall inform the 
Federal Ministry for Health without delay, giving the reasons for the action, to enable the 
initiation of a safeguard clause procedure pursuant to Article 7 of Directive 90/385/EEC, 
Article 8 of Directive 93/42/EEC or Article 8 of Directive 98/79/EC. The reasons should 
state, in particular,
whether the non-compliance with the provisions of this Act are to be attributed to:

1. the non-fulfilment of the essential requirements, 
2. the inadequate application of harmonised standards or common technical specifications, if 
such application is claimed, or
3. a deficiency in the harmonised standards or common technical specifications themselves.

(4) The competent authority can have all persons who could be exposed to danger arising 
from a medical device informed in due time in an appropriate manner of this danger. An 
official warning to the public at large is admissible in cases of imminent danger where other 
equally effective measures cannot be taken or cannot be taken in time.

(5) The measures referred to in Article 14 b of Directive 93/42/EEC and Article 13 of 
Directive 98/79/EC shall be taken by the Federal Ministry for Health by means of an 
ordinance pursuant to § 37, paragraph 6.

3. The facts

According to the available documentation, the facts are the following:

I. In the early 1990s, the petitioner invented an inhaler for use with beta2 emergency aerosol 
sprays in the treatment of asthma, and was granted patents for his invention. The inhaler is 
intended to administer pharmaceutical MDI aerosol products by replacing the original 
mouthpiece sold with the aerosol spray. It is the only inhaler that can be used while the 
patient is lying down (which is important for bedridden patients or those with chronic 
obstructive pulmonary disease) and, owing to its design, it is far more efficient than the 
original mouthpiece and more efficient in ensuring that the pharmaceutical product reaches 
the lungs, according to a study by Dr Köhler. The product received an innovation award from 
the Hans Sauer Institute. In addition the petitioner claims, and insurance company statistics 
confirm, that this invention would dramatically decrease the costs of treating the 
approximately 30 million asthma sufferers in Europe.

More particularly, according to the petitioner:
 The product has been sold, off and on, in Germany since 1996.  



 Over 30,000 units have been sold and it is calculated that the device has been used by 
asthmatics over 199 million times.  This is the only inhaler that can be used when the 
asthmatic is lying down (70% of attacks occur when the asthmatic is sleeping). 

 The product carries a CE and Medical Device 1 certification which have never been 
withdrawn. 

 There is no record of any problem arising with a patient as a result of the use of this 
device.  

 The German registry (DIMDI) responsible for the registration of questionable products 
or medications has never had an entry for the product.  

 The product, as a Medical Device 1, can be compared to a syringe in that it is a delivery 
device.  It is sold empty and used to deliver a precise dose of the medication contained 
in the aerosol spray.  Unlike a syringe, which is more dangerous because the precise 
dose delivered depends on human intervention, the MDI aerosol cartridge always 
delivers the same amount of medication.

 One insurance company which, as part of a long-term study, made the inhalers available 
to its asthmatics reported large cost savings in the amount of medicine used and 
considered that the cost of treating the side effects of using the aerosol sprays (i.e. 
thrush) were reduced. Since it is no longer able to provide the inhaler to its asthma 
patients, this company has suffered economic damage.

 30 million asthmatics need this new technology.
 The potential impact on public health insurance schemes is substantial in that huge cost 

savings could be made since asthmatics use much less medication and follow-up costs 
are also reduced. 

The product was first produced by Primed Halberstadt GmbH (Sachsen-Anhalt) and was sold 
as a CE-certified Medical Device 1, as from 1996, by Broncho-Air medizintechnik AG in 
Martinsried (Bavaria) under the name "Inhaler Broncho-Air".

In May 1996, the Government of Upper Bavaria wrote to the regional commission of 
Magdeburg (Sachsen-Anhalt) and asked them to review the conformity of the "Inhaler 
Broncho-Air".

On 12 December 1996 the responsible authority, the Ministry of Health for Sachsen-Anhalt, 
reported after visiting the company and reviewing the documentation, that all legal 
responsibilities for accreditation and conformity as a medical product class 1 were fulfilled. 
In the same letter the Ministry of Health of Sachsen-Anhalt asked the Bavarian Minister of 
Health why the government agency of Upper Bavaria had been told to take action against the 
placing of the inhalers on the market. The Bavarians were told that the "Inhaler Broncho-Air" 
was a CE certified product and if they had objections it was necessary to open a product 
safety review procedure (under Article 8 of Directive 93/42/EEC of 14 June 1993 concerning 
medical devices). 

In December of 1996 the Government of Sachsen-Anhalt, at the insistence of the 
Government of Upper Bavaria, issued an order for the recall of the inhalers (sales injunction).  



On 23 September 1997 the authorities of Sachsen-Anhalt prohibited the placing on the 
market of the device. The German Federal Ministry of Health initiated a procedure under the 
safeguard clause of Article 8 of Directive 93/42/EEC and informed the European 
Commission of this on 13 December 1997. The German authorities never received an official 
reply from the European Commission and assumed that it agreed with the prohibition. 

In the meantime the sales company declared that it would take the product off the market. 
The General Manager of the sales company4 stated, under pressure from the Bavarian 
authorities, that it would not market the product until further clinical data had been made
available. The Commission therefore apparently assumed that there was no need for the 
safeguard-clause procedure to be continued. Nevertheless, the Commission never gave 
official notice of the termination of the procedure with the result that would appear that the 
procedure opened in 1997 (hereinafter "the 1997 procedure ") is current.

II. In 2002 atmed AG (Bavaria) took over the production and marketing of the inhaler, now 
renamed "effecto". Since 2003 it was placed on the market as a CE-certified Medical Device 
1. This certification has never been revoked.

By order of 18 May 2005, the Government of Upper Bavaria prohibited the sale and 
advertising of the inhaler pursuant to Article 28 (1) and (2) of the Medical Devices Act and 
all “effecto” inhalers were ordered to be withdrawn from the market. 

The petitioner started several judicial proceedings (as from 12 November 2008) before the 
German administrative courts. Although the petitioner had asked the Bayerisches 
Verwaltungsgericht München (administrative court of first instance) to submit a question to 
the Court of Justice for a preliminary ruling, it declined to do so on the ground that a 
preliminary ruling from the European court was unnecessary.  This would appear to be 
because a letter dated 22 February 2007 from Mr Zourek, Director General in the European 
Commission, to the German court suggested that the safety clause hearing was under way.

From the available documents, it appears that the Federal Ministry did not officially notify 
the Commission of the measures taken in accordance with Article 8 of Directive 93/42/EEC. 
It considered that the order of 18 May 2005 referred to the same product as the order of 
September 1997. Only its name and the name of the manufacturer were different. As the 
German authorities had never received an official response from the European Commission 
under the 1997 procedure, they possibly assumed that the Commission agreed with the 
prohibition of the inhaler, but in any case the Commission was under a duty to issue a ruling 
one way or another and this it failed to do. The German authorities stated in reply to a 
question from the Commission that the sale of the inhaler had been prohibited on 18 May 
2005 on account of the first sales injunction of 1997 and that therefore there was no reason to 
initiate a new procedure.

However, the petitioner informed the Commission services of the second prohibition in 
January and August 2006 with a view to the bringing of infringement proceedings against 

                                               
4 In fact, this was not for it, but the manufacturers, to do.



Germany on the ground that the Commission had not been immediately informed and no 
product safety review had been carried out as required by Article 8 of Directive 93/42/EEC.

The Commission services then contacted both the petitioner and the German authorities. By 
notes of 11 July 2007, 18 July 2007 and 16 August 2007 the Commission services explained 
the position of the Commission to the German authorities and the petitioner. The 
Commission considered that there was insufficient proof that the inhaler satisfied the 
essential requirements of Article 3 in conjunction with Annex I of Directive 92/43/EEC. 
Further clinical data about the side-effects of the product were required. These could be 
based either on a compilation of the relevant scientific literature or clinical investigations. 
Finally, it came to the conclusion that there was no need for a new product safety review 
because the case fell under Article 18 – rather than Article 8 - of Directive 93/42/EEC.

III. In the following months the Commission services tried to facilitate contacts between the 
petitioner and German authorities. As a result, on 29 August 2007 a first meeting between the 
petitioner and the Federal Institute for Drugs and Medical Devices (BfArM) took place with a 
view to discussing which scientific data were missing. The petitioner provided risk analyses, 
clinical evaluations and complete documentation for the product regarding compliance with 
the requirements for a medical device.  The Commission stated in a letter dated 18 Aug 2007 
that additional clinical data possibly should be provided.  The BfArM did not accept the 
petitioner’s data and demanded clinical studies, thereby treating the device as if it were a new 
medication rather than a delivery device.
After further contacts in November 2007, a second meeting between the petitioner and 
BfArM took place on 27 January 2008. In this academic discussion the BfArM explained 
what clinical studies it required. The petitioner was prepared to provide and actually did 
provide the data required for a medical device and was prepared to conduct clinical studies 
on the basis that a medical device was involved and not a medication. Sufficient data for a 
device that has nothing to do with the specified dosage have been delivered.

IV. In addition, Mr Kriessl-Dörfler MEP sent a series of letters to President Barroso, the then 
Vice-President Verheugen and members of his cabinet, Director-General Zourek and other 
staff of the Commission. Mr Klein also wrote to OLAF, which classified the matter as a non-
case on 15 April 2008. OLAF sent the complaint to Commission’s Investigation and 
Disciplinary Office (IDOC). atmed AG has asked for an update but IDOC, after refusing to 
give any information, ultimately dismissed the complaint. A complaint has been made about 
OLAF and IDOC to the Ombudsman (reg. num 0452/2010/BEH).

4. Assessment

I. On the basis of the available information, the following problems can be identified:

a) About the 1997 procedure 

The petitioner claims that the European Commission did not comply with EU Law by 
holding hearings with experts in this field and pronouncing its findings under the 1997 
procedure, as required by Article 8 of Directive 93/42/EEC, with the result that the sales 



injunction is still in effect. That procedure is therefore still open. The fact that the European 
Commission did not act as it was required to under Union law meant that Klein had no legal 
remedy at all and this remains the case. More specifically, the State Office for Occupational 
Safety for the State of Sachsen-Anhalt suspended the process of filing an objection against 
the sales injunction imposed on the "Broncho Air Inhaler" on the ground that no appeal could 
be lodged until after the Commission's opinion had been received.

For its part, the Commission admits that it never reacted under this procedure, because the 
sales organisation stated that it would place the product on the market only after completing 
further studies. But because that statement made by the sales organisation was legally not 
relevant, the German authorities officially notified the Commission of the sales injunction in 
1997, thus initiating the safety clause process. 

Under Article 8 of Directive 93/42/EEC a Member State can, inter alia, prohibit the sale of a 
device which may compromise the health and/or safety of patients, users or, where 
applicable, other persons. In such case, the Member State is to initiate the product safety 
review procedure and must inform the Commission immediately. The Commission has to 
consult and notify its findings. 

According to the available documents, no consultations ever took place. In any case, whether 
the Commission agreed or disagreed with the sales ban, it was under a duty to inform the 
interested parties and other Member States. Those obligations are independent of the actions 
of the parties. Consequently, 1997 the procedure is still open and the Commission is in 
breach of Community law.

b) About the 2005 procedure 

After the second sales injunction of 18 May 2005 against the "effecto" product, the German 
authorities did not open a safeguard procedure. The petitioner asks the Commission to insist 
on a new procedure under the safeguard clause of Article 8 of Directive 93/42/EEC.

The Commission refuses to do so because it considers that the case does not fall within 
Article 8 but rather Article 18 of Directive 93/42/EEC. The basis for the order of 18 May 
2005 is that the inhaler did not fulfil the essential requirements as laid down in Annex I of 
Directive 93/42/EEC ab initio and so it should not have been CE-certified. As mentioned 
above, all the legal requirements for accreditation and conformity as a class 1 medical 
product and were fulfilled and therefore the certification has never been revoked.

The petitioner claims that he has fulfilled his obligation to provide the relevant data and that, 
in particular having regard to the judgment in Case C-6/05 Medipac-Kazantzidis5, the 

                                               
5 Case C-6/05 Medipac - Kazantzidis [2007] ECR I-4557, para. 55.  



demand of the German authorities for further information is not consistent with the 
provisions of Directive 93/42/EEC. 

It seems to be unclear whether Directive 93/42/EEC imposes such a burden of proof on a 
person in the petitioner’s position. It is clear that this question can only be answered by the 
Court of Justice.

Nevertheless, it has to be pointed out that, whatever the reason for the German authorities’ 
action against the petitioner, the measure taken was a prohibition on placing the inhaler on 
the market. Even if Article 18 did apply, point (b) of that article still refers to the procedure 
of Article 8 of the Directive. Consequently, even if Article 18 had been applicable, the 
Member State was still under an obligation to open the safeguard procedure and to inform the 
Commission and the Commission was under a duty to consult and express its findings.

Moreover, Article 8 (3) of Directive 93/42/EEC expressly requires the Commission to be 
informed where a Member State takes action against a person who has affixed the CE 
marking where the product does not fulfil the essential requirements for certification. The 
Commission makes the same point in its letter to the petitioner of 18 July 2007.

For these reasons, the fact that the competent German (federal) authorities did not inform the 
Commission of the order of the Government of Upper-Bavaria of 18 May 2005 is not in line 
with that directive.

5. Conclusion

Leaving aside the petitioner’s claims as to the benefits of his invention for the 30 million 
asthmatics in Europe and as to the huge savings which his invention would produce for 
sickness insurance and health schemes6, this debacle is such that the petitioner has no means 
of legal redress open to him. Despite the Court of Justice’s assurances that EU law provides a 
system of complete legal protection, the petitioner is without any redress: he has been 
thwarted in his attempt to persuade the German courts to make a reference to Court of Justice 
and he cannot bring an action for judicial review against the European Commission because 
the Commission has taken no decision against which he could bring an action.  He has been 
unsuccessful in a petition to the German Parliament, which rejected his petition without 
giving any grounds. A complaint to OLAF resulted in a reference to the Commission’s 
Investigation and Disciplinary Office (IDOC), which failed to answer any of petitioner's 
complaints.  A complaint to the European Court of Human Rights was dismissed.  Following 
his petition to the European Parliament, the Legal Service rightly informed the Petitions 
Committee that Parliament could not bring an action for failure to act against the 
Commission.  In the meantime, the petitioner cannot sell his product and his patents have 
expired. He is also blocked internationally because he cannot market his invention in the EU.  
And he continues to fight on: he has made a complaint to the European Ombudsman and 

                                               
6 According to a German insurer, an asthmatic costs on average (in terms of medical and follow-up costs) about 
€ 2,600 per year.  The petitioner’s invention would bring savings per asthmatic of between € 700 and € 1,040.  
For 1 million asthmatic patients this would translate to € 700 million to 1,040 million in savings per year.  



succeeded in getting the ear of the press and television (the Austrian television channel OTV 
broadcast a programme about the some weeks ago). 

According to the old maxim, ubi jus, ibi remedium – but it is hard to see where in the law the 
petitioner can find a remedy.  This is a lamentable state of affairs which the Legal Affairs 
Committee, as the parliamentary committee responsible for the application of Union law, 
must in all conscience address.  

Under the procedure set out in Article 8 of Directive 93/42/EEC, the so-called safeguard 
clause, requires the Commission to consult with the parties “as soon as possible” and inform 
them whether the measures taken (in this case withdrawal of the product at issue) are or are 
not justified “immediately”. In this case, this never occurred, even though the procedure was 
started in 1997.  This conduct is completely in breach of the Commission’s obligations under 
the Directive and made it impossible for the German authorities (including the courts) to 
settle this matter.  It also is breach of all principles of natural justice in that it left the 
petitioner without any remedy whatsoever and created a situation of complete legal 
uncertainty.  The Commission has a duty to act as the Guardian of the Treaty and defender of 
Union law.  To say that it has shirked that duty in this case is a gross understatement.  To put 
matters plainly, even though the petitioner seems to have no legal remedy, he is a victim of a 
flagrant breach of Union law by the Commission and an equally flagrant failure on the part of 
that institution to fulfil its obligations under the law.  The Commission is responsible for 
ensuring that Union law is respected: how is it possible to expect Union citizens and 
businesses to abide by the law when the institution supposed to be the guardian of the 
Treaties sets such a parlous example?

It is proposed that the Committee on Legal Affairs inform the Petitions Committee of its 
finding and recommend that that committee call on the competent Commissioner to appear 
before it immediately in order to give Parliament a public account of the Commission’s 
conduct and explain how this situation came about and how the Commissioner proposes to 
put matters right. This is essential also in order to dispel the suspicion that the Commission 
may not have acted with propriety in this matter. In view of the substantial questions of 
public interest raised by this petition, the committee might suggest that, if this account is not 
satisfactory, the Petitions Committee consider applying to set up a committee of inquiry.


