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NOTICE TO MEMBERS

Subject: Petition No 0742/2018 by Jürgen Kirchner (German) on the European 
Medicines Agency’s (EMA) alleged infringement of rules against conflicts of 
interest for consulted experts

1. Summary of petition

According to the petitioner, the European Medicines Agency (EMA) would only consider a 
consulted expert’s connections with a relevant pharmaceutical company to be relevant in 
determining whether there is a conflict of interest if the connections relate to the product on 
which the expert is expected to provide consultation in that specific instance. The petitioner 
believes that this contradicts the rationale of the law and he requests that the European 
Parliament investigate whether ignoring financial contributions made by pharmaceutical 
companies to EMA experts in the context of clinical studies is in keeping with current 
legislation, and if so, to correct this situation.

2. Admissibility

Declared admissible on 26 November 2018. Information requested from Commission under 
Rule 227(6), (Former rule 216(6)).

3. Commission reply, received on 6 May 2021

The petition 

The European Medicines Agency (EMA) would only consider a consulted expert’s connections 
with a pharmaceutical company to be relevant in determining whether there is a conflict of 
interest, if the connections relate to the product on which the expert is expected to provide 
consultation in that specific instance. 

This situation contradicts the rationale of the law and the European Parliament should 
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investigate whether ignoring financial contributions made by pharmaceutical companies to 
EMA experts in the context of clinical studies is in keeping with current legislation.

The Commission’s observations 

Over the past years, the EU Ombudsman opened several cases during which it looked at the 
work of EMA with regard to its independence and transparency. Some of these investigations 
ended with recommendations for improvement, but at the same time the Ombudsman 
recognised the efforts made by the Agency to ensure independence with regard to experts 
involved in the assessment of medicines. In a recent investigation, with regard to COVID-19 
medicines the Ombudsman commended EMA for having upheld high transparency standards 
in relation to the development and authorisation of COVID-19 medicines1.

It is not for the Commission to comment on the individual case, considering the institutional 
autonomy of the Agency, which has adopted a Code of Conduct2 and an EMA policy on the 
handling of competing interests of scientific committees’ members and experts3, as required by 
its founding Regulation (EC) No 726/20044. However, a few issues should be highlighted. The 
Inter-Committee Scientific Advisory Group on Oncology (IC-SAG) is convened at the request 
of any of the EMA committees to provide independent recommendations on scientific or 
technical matters related to paediatric and adult clinical oncology and haematology, or on any 
other scientific issue relevant to the work of the Agency that relates to this area.

The IC-SAG is composed of independent European experts selected according to their specific 
expertise. The IC-SAG comprises both a core group and other individual experts who may be 
called upon to participate in a given meeting and bring additional expertise in specific domains.

The participants to the SAG declare any interest in pharmaceutical companies they may have 
and their participation in the SAG adheres to the EMA policy on handling of competing 
interests of scientific committees’ members and experts. According to this policy, levels of 
restrictions for involvement of experts in EMA activities depend on the nature of the declared 
interest, the timeframe during which such interest occurred as well the type of EMA activity 
the expert is involved in. Requirements for membership of decision-making bodies (i.e. 
scientific committees) are stricter than for advisory bodies (i.e. SAGs) and requirements for 
chairpersons/vice-chairpersons are also stricter than for members.

The petitioner annexed to their petition a detailed reply dated 20 November 2017. This reply 
indicates that the participation of all SAG members and experts in this SAG was in accordance 
with EMA policy.

Conclusion

On this basis, the Commission is not in a position to take the matter further.

1 https://www.ombudsman.europa.eu/en/correspondence/en/139076
2 EMA/385894/2012 Rev 1.
3 European Medicines Agency policy on the handling of competing interests of scientific committees’ members 
and experts, Policy 0044 of 24 April 2015, reviewed on 1st December 2019.
4 Article 63(2) of Regulation (EC) No 726/2004 of the European Parliament and of the Council of 31 March 2004 
laying down Community procedures for the authorisation and supervision of medicinal products for human and 
veterinary use and establishing a European Medicines Agency, OJ L 136, 30.4.2004, p. 1–33.
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