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NOTICE TO MEMBERS

Subject: Petition 0075/2013 by Nutan Sampat (German), on the new medicinal 
products regulation

1. Summary of petition

The petitioner is concerned that the proposal on clinical trials on medicinal products for 
human use (COM (2012) 369) will water down the requirements governing clinical trials on 
medicinal products too much. He believes the proposal to be designed solely to benefit the 
pharmaceuticals industry. Thus, the independent ethics committee will no longer have a role 
to play in clinical trials. The result will be that the protection mechanisms in trials will be 
lower for humans than for animals. The petitioner also contends that ‘critical’ Member States 
could be bypassed during trials. The petitioner protests against the new proposal.

2. Admissibility

Declared admissible on 4 November 2013. Information requested from Commission under 
Rule 202(6).

3. Commission reply, received on 29 November 2013

On 18 February 2013 the petitioner wrote an e-mail to the President of the European 
Parliament, with the following text: "Dear President of the European Parliament Mr Schulz, 
As a German medical physicist, I protest against the following project: 
http://www.sueddeutsche.de/politik/geplante-verordnung-eu-will-arzneimittelversuche-an-
menschen-erleichtern-1.1602508". The link refers to an article published the on the same day 
by the German newspaper "Süddeutsche Zeitung" which alleged that the "EU wants to 
facilitate medicine trials on humans in order to promote the medical industry". The article was 
enclosed to the petitioner's e-mail.
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The Commission's observations 

Directive 2001/20/EC on the approximation of the laws, regulations and administrative 
provisions of the Member States relating to the implementation of good clinical practice in the 
conduct of clinical trials on medicinal products for human use1 is currently being revised in 
ordinary legislative procedure2. 

The petitioner protests against the Commission revision proposal on the basis of a newspaper 
article whose contents were rebutted by the Commission services which, on 19 February 
2013, sent a rebuttal letter to the Editor of the "Süddeutsche Zeitung", with the following text:

"With reference to the article " EU wants to facilitate testing on humans " on the front page of 
your yesterday's issue , I ask you to publish the following letter to the editor :

Contrary to recent reports in the German media, the European Commission does not plan to 
lower barriers to clinical trials on humans with medicines.

The opposite is the case. The draft regulation provides a compulsory comprehensive 
independent review of the entire clinical study. It is up to each Member State to establish who 
performs this verification within a Member State (national authority or ethics committee). A 
prerequisite is that this verification is carried out with complete independence and with the 
necessary expertise, and in any case an ethics committee must always be involved in the 
review.

With this draft regulation, the European Commission will increase the protection of patients 
participating in clinical trials:

Those involved in the authorisation of a future clinical trial must also be independent from the 
participating research centre. It is possible that , for example, a doctor who is working in an 
ethics committee, decides on a clinical trial involving his colleagues or bosses.

The proposal was welcomed in Europe by researchers, doctors and patients. This is especially 
true with regard to so-called 'non-commercial' clinical trials : these are studies , for example, 
not carried out by the pharmaceutical industry , but by public and academic research 
institutions. The regulation will reduce unnecessary bureaucracy and thus ensure that Europe 
remains an attractive place for such clinical trials. Thus, researchers no longer need to submit 
separately and repeatedly largely identical information about a clinical trial to different 
agencies and countries.

Especially for patients suffering from serious or rare diseases, clinical trials are often the only 
way to life-saving treatments.

The European Commission proposal preserves the current high standards of patient safety and 
soundness and reliability of data from clinical trials. In addition, it strengthens considerably 
the transparency of clinical trials - both in regard to the implementation and the results. So the 
future EU database on clinical trials will be generally accessible to the public.

The legislative process for the new regulation was absolutely transparent. Prior to the 

                                               
1 OJ L 121, 1.5.2001, p. 34
2 COM(2012) 369 final 2012/0192 (COD)
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adoption of the Proposal, the European Commission carried out over five years several public 
consultations of stakeholders, organizations and institutions from all Member States.

In July 2012, the European Commission adopted a proposal for the Regulation and has 
repeatedly presented it publicly since then."

Conclusion

The petitioner protests against a Commission proposal on the basis of a newspaper article 
whose contents were rebutted by the Commission services. The proposal against which the 
petitioner protests is currently under discussion by the legislators in ordinary legislative 
procedure.

Therefore it is not possible for the Commission to intervene in favour of the petitioner.


