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Introduction 

On January 1 2014 four pieces of legislation regarding research on human beings entered into force 

in Switzerland: 

l the Federal Act on Research Involving Humans;(1)  

l the Ordinance on Human Research with the Exception of Clinical Trials;  

l the Ordinance on Clinical Trials in Human Research; and  

l the Ordinance on Organisational Aspects of the Human Research Act.(2)  

Article 118b of the Federal Constitution of the Swiss Confederation(3) is the constitutional basis for 

this legislation. It provides that the Swiss Confederation shall legislate on research on human beings 

in order to protect their dignity and privacy. It also establishes that one of the principles to be 

respected when conducting biological and medical research involving human beings relates to the 

duty to obtain the informed consent of the participants in the research project. 

Informed consent 

The Federal Act on Research Involving Humans seeks to protect individuals participating in research 

projects, while simultaneously trying to ensure freedom in research. In line with this, the act sets out 

general principles that must be observed when carrying out research projects involving humans. 

These include the obligation to inform participants and obtain their free and informed written consent 

to participation, which can be withheld or revoked at any time without reason.(4) The participants must 

also be provided with information regarding: 

l the nature, purpose, duration and procedure for the research project;  

l foreseeable risks and constraints;  

l expected benefits of the research project;  

l measures taken to protect any personal data collected; and  

l the participants' related rights.  

Before giving consent, participants must be allowed an appropriate period of reflection to ensure that 

informed consent is obtained through a communicative process.(5) The act also provides for 

additional requirements depending on the individual involved.(6) 

However, the act provides that under exceptional circumstances participants in a research project 

may receive incomplete information regarding the project before it begins. In such a case, 

participants must be duly informed as soon as possible and must then be asked to provide or 

withhold their consent to the use of their biological material or data, which can be used only on 

obtaining the relevant consent.(7) 

Further, the act provides for a different regime whereby: 

l it is impossible or disproportionately difficult to obtain consent or to inform participants of the right 

to object, as this would impose an undue burden on the person concerned;  

l there is no documented refusal available; and  

l the interests of the research outweigh the interests of the person concerned.  

In these cases, the failure to observe the consent or information requirements will not prevent the use 

of biological material and health-related personal data, provided that an authorisation from the 
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relevant ethics committee is obtained.(8) 

The act imposes a range of criminal penalties for violation of the duty to obtain informed consent, 

depending on the pursued intent and purpose of the research project. The intentional failure to 

comply with such duty may lead to a prison sentence of up to three years or a fine. If such violation is 

committed for commercial purposes, the prison sentence can be combined with a fine. If the violation 

is committed due to a negligent act, the primary penalty will be a monetary one.(9) 

The Ordinance on Human Research with the Exception of Clinical Trials provides further details on 

the requirements to be fulfilled for obtaining informed consent. These are reflected not only in the 

detailed information to be provided to the participants,(10) but also in the duty to take appropriate 

measures to ensure that the persons concerned have understood the essential elements of the 

information provided. In this respect, the relevant information form should not simply be a short 

summary of the research project, but should contain those elements necessary for the participants to 

make an informed decision. 

If consent is denied, the biological material and health-related personal data of the person concerned 

must be anonymised after the data evaluation has been completed, unless the person concerned 

has expressly waived this right or has been expressly informed at the beginning of the research that 

such anonymisation is impossible and has agreed to this.(11) 

The Ordinance on Clinical Trials in Human Research sets forth additional requirements for obtaining 

informed consent in relation to clinical trials.(12) It also provides for exceptional circumstances under 

which a written form may not be needed when providing information and obtaining the relevant 

consent.(13) 

Comment 

With the implementation of this legislation, Switzerland has launched a national set of rules reflecting 

existing international best practice in relation to ethical and research standards involving humans. As 

regards consent, this legislation establishes a balance between the interests of participants and 

researchers by reducing certain regulatory burdens where the research does not present overly high 

risks. 

For further information on this topic please contact Georges Racine or Melina Llodra at Lalive's 

Geneva office by telephone (+41 22 319 87 00) or email (gracine@lalive.ch or mllodra@lalive.ch). 

The Lalive website can be accessed at www.lalive.ch. 

Endnotes 

(1) Adopted by the Federal Assembly of the Swiss Confederation on September 30 2011. 

(2) These three ordinances were adopted by the Swiss Federal Council on September 20 2013. 

(3) Adopted by popular vote on March 7 2010, entered into force on March 7 2010. 

(4) Article 7 of the act. 

(5) Article 16 of the act. 

(6) There are additional requirements for research involving children, teenagers, adults lacking 

capacity, pregnant women, in vitro fertilisation embryos and foetuses, prisoners and deceased 

persons. 

(7) Article 18 of the act. 

(8) Articles 34 and 45b of the act. 

(9) Article 62 of the act. 

(10) Article 9 of the Ordinance on Human Research with the Exception of Clinical Trials sets out a list 

of the information to be provided to the participants, including: 

l information on the effort involved and the obligations arising from participation;  

l the right to receive further information at any time;  

l the right to be informed of results concerning their health; and  

l the measures contemplated to cover any damage arising from the research project.  

(11) Article 10 of the Ordinance on Human Research with the Exception of Clinical Trials. 

(12) Article 7 of the Ordinance on Clinical Trials in Human Research provides a lengthy list of 

information to be provided to the person concerned, for example: 

l possible alternatives to the intervention being investigated;  

l efforts involved and the obligations arising from participation; and  

l the sponsor and the main sources of financing for the clinical trial.  

(13) Article 8 of the Ordinance on Clinical Trials in Human Research allows the non-written form when:
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l the person concerned is illiterate; and  

l the investigator furnishes proof of the provision of information and consent, specifically by means 

of written confirmation by witnesses, or by recording verbal consent.  

The materials contained on this website are for general information purposes only and are subject to 

the disclaimer.  

ILO is a premium online legal update service for major companies and law firms worldwide. In-house corporate 

counsel and other users of legal services, as well as law firm partners, qualify for a free subscription. Register at 

www.iloinfo.com.  
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