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The Swiss legal landscape

Human Research Act (HRA), 810.30 
– 30 September 2011 
Human Research Ordinance (HRO),  810.301:
– 20 September 2013 

Federal Act on Data Protection (FADP), 235.1
– 19 June 1992 

Human Genetic Testing Act (HGTA), 810.12
– 8 October 2004 

Verordnung über das elekronische Patientdossier (EPDV), 816.11
– 22 March 2017



Source: OECD http://www.oecd.org/health/graph-of-the-month.htm
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1. Ethical Framework

Ethical Framework for 

Responsible Data Processing 
in Personalized Health Research

- Version 1, dated June 12, 2007

- Version 2, dated May 7, 2018, endorsed by:

Swiss Biobanking Platform (SBP)

ETH-Domain Strategic Focus Area in Personalized 
Health and Related Technologies (PHRT)



1. Ethical Framework (cont‘d)

Why an Ethical Framework?

u The law sets the bare minimum;

u The law is rooted in ethical principles that are not always self-evident 
and need to be articulated;

u To ensure all involved partners and stakeholders are aware of the ethical 
vision of SPHN;

u To offer guidance when there is ambiguity.
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Respect for 
persons

Privacy

Data fairness

Accountability

The rights and dignity of individuals, families and 
communities contributing health data in the 
context of research and clinical care, as well as 
other types of data that can be useful for 
biomedical research must be respected, protected 
and promoted.

Privacy and confidentiality must be safeguarded.

Data that can be used for research purposes and 
research results should be made available for 
further research use to advance the common good 
of scientific knowledge.

Accountability mechanisms should ensure fair, 
lawful and transparent data processing. 

Principles 

1. Ethical Framework (cont‘d)



1. Ethical Framework (cont‘d)

Content: Related Guidelines



1. Ethical Framework (cont‘d)

Content: Related Guidelines (cont‘d)



1. Ethical Framework (cont‘d)

Content: Related Guidelines (cont‘d)



1. Ethical Framework (cont‘d)

Content: Related Guidelines (cont‘d)



2. Glossary

SPHN Glossary 

- Version 1, dated May 30, 2018



2. Glossary (cont‘d)

Why a Glossary?

u To make sure SPHN stakeholders, partners and participating institutions are 
on the same page.

Content?

u Most frequently used legal and technical terms within the SPHN environment.



3. Data Transfer and Use Agreement template

Data Transfer and Use Agreement template



3. Data Transfer and Use Agreement template (cont‘d)

Why such a template?

u To harmonize the way data are transferred by the hospitals to the researchers, or 
used by the latter;

u To facilitate multicenter research projects.

Goal?

u To provide SPHN stakeholders with a DTUA template ready to use.
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4. Return of actionable findings to research participants 
(cont‘d)



5. How?

• Research and analysis

• Deliberation (within the advisory group)

• Deliberation (with the stakeholders) 

• Expert hearings 

• Living documents 
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