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The legal requirements for the publication of lay summaries of 
clinical trial results will come into force in the EU at the 

beginning of 2022 for trials involving medicinal products
(EU-CTR 536/2014).

For clinical trials with medical devices, the legal basis already 
applies in Switzerland and the EU from May 26, 2021

(EU-MDR 2017/745, ClinO-MD 810.306). 



Lay summaries of clinical trials results are not just a
regulatory requirement



Dr. Peter Kleist
Managing Director, EC Zürich



Ethical principles
e.g. Declaration of Helsinki

Technical rules, standards, good
practices
e.g. Good Clinical Practice Guidelines, 
ISO14155, guidance docs

Legislation
e.g. HRA, EU-CTR, EU-MDR

modified from Dr. Peter Kleist
Managing Director, EC Zürich



Principles of Biomedical Ethics

autonomy («Autonomie»)
voluntas aegroti suprema lex

beneficence («Fürsorge»)
salus aegroti suprema lex

justice («Gerechtigkeit»)
suum cuique

non maleficence
(«Nicht-Schaden»)
primum non nocere

T. L. Beauchamp/J. F. Childress, Principles of Biomedical Ethics, 7th Ed., OUP 2012.





clear research question

reliable methodology

adequate population

assesment by investigator
and EC

EC

respect of autonomy

Throught the whole
course of the trial



(39) The sponsor should submit a summary of the results of the clinical trial together 
with a summary that is understandable to a layperson, and the clinical study report […]

(36) […] Researchers, authors, sponsors, editors and publishers all have ethical 
obligations with regard to the publication and dissemination of the results of research. 
[…] Negative and inconclusive as well as positive results must be published or 
otherwise made publicly available. […] 

Declaration of Helsinki - Ethical principles for medical
research involving human subjects

Ethical obligation to enable reliable and comprehensive 
transparency by providing correct, comprehensive and objective

trial result information



Recommendations, Good Practice, ….

• Guidance Good Lay Summary Practice adopted by the EU Clinical Trials Expert Group (v.1, Oct. 
2021)

• Recommendations Summaries of clinical trials results for lay persons of the expert group on 
clinical trials for the implementation of the EU CTR (v2, 2018) 

• Summaries of Clinical Trials Results for Laypersons. Recommendations of the expert group on 
clinical trials for the implementation of Regulation (EU) No 536/2014  (v2. 2017)

• Multi-Regional Clinical Trials (MRCT) – Return of Aggregate Results; Tools and guidance for the 
clinical trial community (2013, 2017) 

• Multi-Regional Clinical Trials (MRCT) and TransCelerate Inc.: Draft FDA Guidance on Provisions of 
Plain Language Summaries (2017)

• TransCelerate Inc.: Layperson Summaries of Clinical Trials: An Implementation Guide (2017) 



Respect – Appreciation – Transparency –
Reciprocity – Timely

• All participants’ right to be informed of the results of the research to which they contributed

• All participants’ right and public’s right to receive that information in an objective, 
understandable way

• Acknowledge the participants contribution and expression of appreciation  (not limited to the 
summary of study results!)

• Study participants are not ‘guinea pigs’ of research

• Good medical care

• Appropriate risk management

• Open discussion/feedback to the participants (not solely direct the participants to the lay 
summaries on the web-portals ...)

• Within one year from the regular end of a clinical trial

• Recognise and protect the legitimate economic interests of sponsors



Development of the Lay Summary –
Key points

• Ensure that the lay summary content and presentation of data is 
balanced and strictly non-promotional

• Language and design

• Consider development of lay summaries for children (ages 12 and up)



…



Say THANK YOU!

• Thank you letter for participation

• Acknowledgements in publications (not only to researchers,…)

• Lay summary of study results



Ethics committee

ClinO-MD



Ethics committee

EU and Swiss legislation do not foresee ethics committee review of 
communication to patients after the notification of the end of trial.

However, the Good Lay Summary Practice recommends that sponsors 
generally mention their planned Lay Summary dissemination approach 
in the patient informed consent form.



Publication and Dissemination

• EU-CTR in CTIS, EU-MDR in EUDAMED

• ClinO-MD does not foresee
the publication of the
Lay Summaries outside EUDAMED
(provision on hold)

• RAPS (Registry of All Projects in Switzerland) is a public registry of all projects that 
were approved by the ethics committees (since January 2016).

• swissethics launched it in Mai 2018 to promote transparency in research on 
humans for the general public, researchers and institutions.

• ClinO, HRO 



Thank you!



Back-up



Annex V EU-CTR Content of the summary of the results of the 
clinical trial for laypersons
The summary of the results of the clinical trial for laypersons shall contain 
information on the following elements:

• 1. Clinical trial identification (including title of the trial, protocol number, EU trial number and 
other identifiers);

• 2. Name and contact details of the sponsor;

• 3. General information about the clinical trial (including where and when the trial was conducted, 
the main objectives of the trial and an explanation of the reasons for conducting it);

• 4. Population of subjects (including information on the number of subjects included in the trial in 
the Member State concerned, in the Union and in third countries; age group breakdown and 
gender breakdown; inclusion and exclusion criteria);

• 5. Investigational medicinal products used;

• 6. Description of adverse reactions and their frequency;

• 7. Overall results of the clinical trial;

• 8. Comments on the outcome of the clinical trial;

• 9. Indication if follow up clinical trials are foreseen;

• 10. Indication where additional information could be found.


