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Entry into force of the EU Clinical Trials Information 
System:  a missed opportunity 

 

7 February 2023, Brussels – The Medical Nutrition International Industry (MNI) regrets that the EU 
Clinical Trials Information System (CTIS) does not include a mandatory assessment of the nutritional 
status of the patient during and after the trials. 

As this piece of legislation comes into force, MNI would like to highlight the importance of aiming 
at an optimal nutritional status of the patient as part of patient’s protection and care during the 
trial and to allow for the best health outcome at every stage of research. 

Disease-related malnutrition – a condition characterised by inadequate intake of energy, protein, 
and/or micronutrients as a result of a diverse number of diseases or their treatment – may impacts 
individuals at all stages of life, from infancy to old age. Disease-related malnutrition is linked to: 

• Higher complication rate and risk of infections 1,2 

• Prolonged hospital stay and hospital (re)admissions3,4 

• Reduced independence, poor quality of life5 

• Increased mortality5,6,7 

The patient needs to be fed and to be given optimal nutritional care. The European Parliament Report8 
on strengthening Europe in the fight against cancer, published in 2022, pointed out the importance of 
incorporating clinical nutrition in treatment and research and the ethical implications of that:   

“(…) the results of cancer treatment can be hampered by malnutrition, therefore optimal nutritional 
care is an essential part of cancer care; calls on the Member States to develop recommendations for 
incorporating clinical nutrition into all aspects of cancer care, including treatment, support and 
research; considers that, wherever indicated, cancer patients must be provided with clinical nutritional 
support by a dietitian specialist to be included in the multidisciplinary team; welcomes, therefore, the 
planned inter-speciality training on nutrition support and calls on the Commission and the Member 
States to develop minimum standards for continuous training on nutritional care for the 
multidisciplinary workforce; recommends that nutrition management be an integral and ethical part 
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of all clinical research involving cancer patients; recommends, furthermore, that proper nutritional 
support be included in the cancer patients' Charter of Rights”. 

Where patients are unable to sufficiently feed themselves, medical nutrition allows them to sustain 
themselves during treatment, leading to better outcomes9. Medical nutrition - to be used under 
medical supervision - encompasses specialised products for nutritional therapy: oral nutritional 
supplements and enteral tube feeding (via the gastrointestinal tract) – falling under the EU Food for 
Special Medical Purposes (FSMPs) Regulation – and parenteral nutrition (intravenous feeding), 
governed by the pharmaceutical law.  

MNI invites the European Commission, the European Medicines Agency, and the EU Member 
States to ensure that clinical trials include the assessment of the nutritional status of the 
participants, which shall be checked prior, during and after the trials. Optimal nutritional care will 
sustain patients’ health and may improve health outcomes.  

 

 

 

 

 
9 MNI Medical Nutrition in Oncology Value Dossier, Section 4.1.1 - link 

https://www.medicalnutritionindustry.com/files/user_upload/documents/medical_nutrition/2018_MNI_Dossier_Final_web.pdf

