
Dear professor Rasi, 

With this letter we follow up on the budget control report 2017 of the European Parliament, Discharge 2015: 
European Medicines Agency (EMA). 

On April 27th 2017, the European Parliament voted in favour of this report which contained a paragraph on 
ethical clinical trials. It states that the EMA must annually report its actions to ensure that drugs intended for 
the European market are tested ethically in lower- and middle-income countries. With more transparency, 
clinical trial participants can be better protected.  

While the EMA has promised to perform extra checks on pivotal clinical trials conducted outside the EU before 
they are authorized for the European market, it remains unclear how the agency guarantees that trials are 
conducted ethically. With this letter, the undersigned Members European Parliament want to indicate their 
concerns about protection of vulnerable clinical trial participants in low and middle income countries. 

The European Parliament CONT report stresses the importance of ethical guidelines and the fact that clinical 
trials performed outside the EU have special vulnerabilities. The EMA should thus be committed to its 
obligations and yearly report on its actions to protect those who participate in such trials: 

 ‘Reminds the Agency that Directive 2003/63/EC states that medicines can only be considered for Union 
marketing authorisation if they have been tested in accordance with ethical guidelines, and reminds the Agency 
of its commitment to perform extra checks on clinical trials carried out outside the European Union before 
granting a drug market authorisation(1) ; therefore, due to the special vulnerabilities of those tests, asks the 
Agency to report to the discharge authority every year on actions taken to ensure drugs for the Union market 
were tested ethically in lower and middle income countries, in accordance with the law.’ 

Pertinent guidelines are, for example, Good Clinical Practice or the Declaration of Helsinki Guidelines. These 
guidelines safeguard the protection and health of trial participants. For example, participation must be solely 
voluntary, and post-trial access to treatment must be guaranteed. 
 
Clinical trial participants are vulnerable, especially in certain countries. Wemos report on Clinical Trials in Africa, 
July 2017, registers amongst others the following ethical violations of EU obligations.1 

• Due to limited access to healthcare, clinical trials are often the only way for participants in low- and 
middle-income countries to get treatment. This means that they are in fact participating involuntarily 
– as they have no other choice. As a result, the risks of participating in a trial are overlooked or 
ignored. This makes them vulnerable. 

• When a trial participant suffers physical harm as a result of the trial, they often have insufficient 
access to compensation mechanisms. 

• It is often difficult to get post-trial access to treatment due to the fact that the medicine is either 
unavailable on the national market or available at such a high price that the majority of the population 
cannot afford it. 

 
The Committee for Medicinal Products for Human Use (CHMP) of EMA has informed Wemos of eight drugs for 
which the assessment reports came to the conclusion that the balance of benefits and risks was negative. On 
the basis of the information provided, we concluded this decision was not based on ethical violations.2 

1 Clinical trials in Africa, Wemos July2017 
2 The CHMP found different problems such as insufficient quality control of the product (e.g. Masican), serious 
doubts about the efficacy (e.g. Masican, Heparesc, Veraseal), biases in the clinical studies that are insufficiently 
dealt with, unproven claims of bio-equivalence (e.g. aripiprazole, duloxetine), serious doubts pertaining to the 
reliability of the data and the integrity of the database (e.g. Zemfirca), unvalidated production processes (e.g. 
Begedina) and insufficient evidence that the product is safe (e.g. Begedina). 

                                                             

http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-//EP//TEXT+TA+P8-TA-2017-0172+0+DOC+XML+V0//EN&language=EN%23BKMD-99
https://www.wemos.nl/wp-content/uploads/2017/07/JH_Wemos_Clinical-Trials_v5_def.pdf


The CHMP uses a standardized scientific appraisal of drugs in which they check quality aspects, clinical aspects, 
non-clinical aspects, clinical efficacy and clinical safety, pharmacovigilance, risk management plans and product 
information. All these aspects relate to the methodological, pharmaceutical and pharmacological quality of the 
drugs. There are no paragraphs in the assessment report that deal with ethical aspects such as those in the 
Declaration of Helsinki. 

We consider this an important omission. In this letter we request the EMA:  

1) To elaborate on how EMA will improve the checks on the clinical trials in vulnerable settings. 
2) To include not only pivotal clinical trials for consideration of its legal obligation to make sure that 

medicines for the EU market are tested ethically.  
3) To provide the European Parliament Budget Control Committee with a yearly report on the checks 

performed in low and middle income countries, and with explicit conclusions on whether medicines 
were refused on the EU market on the basis of unethical conduct or on other grounds. 

4) To point out how better protection of clinical trial participants in vulnerable can be guaranteed. 
5) To provide more information on the steps taken as follow-up on the 2012 reflection paper, in which 

the extra-checks were promised by the EMA.  
6) To inform us on its intentions to give the 2012 reflection paper a more binding status. 
7) To make the inspection reports publicly accessible (not only to regulators or experts), for the sake of 

transparency and accountability. 

Kind regards, 

 

MEP Zdechovsky (EPP) 

MEP Jávor (Greens / EFA) 

MEP Staes (Greens / EFA) 

 

 
                                                                                                                                                                                              

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2012/04/WC500125437.pdf

