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1. Secondary-use of clinical 
data and biological samples in 

research

Ethical and legal framework
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General regulatory context

• Helsinki declaration

• GCP ICH E6 (R2)

03.10.2024

• GDPR – General Data Protection 
Regulation (2016/679)

• HRA – Federal Human Research Act
➢ Ordinances: ClinO, ClinO-

MD,HRO, OrgO-HRA

• FDPA – Federal Data Protection Act
➢ Data protection ordinance DPO

• Regulation on clinical trials on 
medicinal products for human use 
(2014/536)

Clinical research Data protection

• Taipei declaration

https://www.wma.net/fr/policies-post/declaration-dhelsinki-de-lamm-principes-ethiques-applicables-a-la-recherche-medicale-impliquant-des-etres-humains/
https://www.ich.org/page/efficacy-guidelines
https://eur-lex.europa.eu/eli/reg/2016/679/oj
https://www.fedlex.admin.ch/eli/cc/2013/617/en
https://www.fedlex.admin.ch/eli/cc/1993/1945_1945_1945/fr
https://www.fedlex.admin.ch/eli/cc/1993/1962_1962_1962/fr
https://eur-lex.europa.eu/legal-content/FR/TXT/?uri=celex%3A32014R0536
https://www.wma.net/fr/policies-post/declaration-de-lamm-sur-les-considerations-ethiques-concernant-les-bases-de-donnees-de-sante-et-les-biobanques/


WMA Taipei declaration

➢ Cover the collection, storage and use of 
identifiable data and biological material beyond 
the individual care of patients. In concordance 
with the Declaration of Helsinki, it provides 
additional ethical principles for their use in Health 
Databases and Biobanks (§3).

➢ Physicians must consider the ethical, legal and 
regulatory norms and standards for Health 
Database and Biobanks in their own countries as 
well as applicable international norms and 
standards (§6).

➢ Declaration available here!
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https://www.wma.net/policies-post/wma-declaration-of-taipei-on-ethical-considerations-regarding-health-databases-and-biobanks/


Research and other Health Databases and Biobanks related 
activities should contribute to the benefit of society, in 
particular public health objectives (§8).

Taipei declaration: ethical principles

20.02.2024

Participants RIGHTS Investigators RESPONSIBILITIES

Privacy and confidentiality (§9) ➢ Ensure participants privacy and confidentiality (§10) 

Autonomy
✓ Control over the use of personal data and biological material (§9)
✓ Voluntary provision of personal data and biological material (§11)
✓ Consent modification/ revocation at any time (§15)
✓ Right to request for and be provided with information about their data 

and their use as well as to request corrections of mistakes or omissions
(§14)

➢ Inform participants (§12)
➢ Collect voluntary and informed consent (§11)
➢ Be transparent : any relevant information on Health Databases and 

Biobanks must be made available to the public (§20)
➢ Be inclusive: consult and engage with individuals and their communities 

(§20)

Protection ➢ Protect the interests and rights of the communities concerned, in 
particular when vulnerable (§17)

➢ An independent ethics committee must approve the establishment of 
Health Databases and Biobanks used for research (§19)



Taipei declaration: governance

Governance arrangements must be clearly defined, in particular 

with regard to :

▪ Participants right to autonomy

▪ Participants privacy and confidentiality

▪ Procedure to share data and samples

▪ Procedure to get in touch with participants if 
necessary

Biobank/Register regulations
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National legal framework
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Until 31/12/2013, general authorization to waive 
professional secrecy for research projects

01/01/2014, entry into force of the human
research act (HRA) and its ordinances.



Swiss federal human research act
HRA https://www.fedlex.admin.ch/eli/cc/2013/617/fr

Implementing ordinances:

HRO Human research ordinance

https://www.fedlex.admin.ch/eli/cc/2013/642/en 

ClinO Ordinance on Clinical Trials with the exception of Clinical Trials of Medical Devices

https://www.fedlex.admin.ch/eli/cc/2013/643/en  

ClinO-MD Ordinance on clinical trials with medical devices

https://www.fedlex.admin.ch/eli/cc/2020/553/en 

OrgO-HRA HRA organisation ordinance

https://www.fedlex.admin.ch/eli/cc/2013/644/en 
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National legal framework

https://www.fedlex.admin.ch/eli/cc/2013/617/fr
https://www.fedlex.admin.ch/eli/cc/2013/642/en
https://www.fedlex.admin.ch/eli/cc/2013/643/en
https://www.fedlex.admin.ch/eli/cc/2020/553/en
https://www.fedlex.admin.ch/eli/cc/2013/644/en


Legal framework - HRA Scope

https://kofam.ch/en/applications-and-procedure/research-projects-involving-persons-that-require-authorisation03.10.2024

A tool to help 

you

categorize

your project:

Categoriser | 

Kofam

ClinO (-MD) HRO

HRO chapter 2: Research projects associated

with data and samples collection

HRO chapter 3: Secondary use of samples

and data

https://kofam.ch/en/categoriser


Human research ordinance (HRO) – chapter 3

General principles
coding ≠ anonymisation
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General principles
Consent
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• Clinical study (ClinO)

• Observational prospective study (HRO2)

• Secondary use of identified data/samples (HRO3) 
Specific consent

• Secondary use of coded data/samples (HRO3) General consent

• Anonymization of genetic data/samples and secondary
use (HRO3)

Information and non-
objection (opt-out) 



For HRO3 projects, exceptionally, if you are unable to 
obtain informed consent of the people you wish to 
include in your study, you may apply to the EC to obtain a 
waiver under article 34 HRA.

• Justify methodologically and statistically the size of 
your patients cohort

• Indicate the number of persons that have signed GC 
and deceased persons

• Argue why you want to obtain a waiver according to 
article 34 HRA

03.10.2024

General principles 
Absence of informed consent



Data/samples collected for a research project
should be stored in a secure manner to ensure
patients confidentiality:

➢ Avoid uncoded files → use coded or 
anonymised data

➢ NO USB key/smartphone/external hard-disk
→ use a secure network 

➢ Excel/Access files are not recommended →
use a validated data capture tool (SecuTrial®, 
REDCap®, DiData, …)
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General principles
Data/sample storage and protection

Human research ordinance (HRO)



Question

To collect data for my research project, patients will be asked to fill in questionnaires. 
What kind of consent should I use?

▪ General consent

▪ A specific consent

▪ Art 34 derogation

▪ No consent is needed
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2. General consent
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A consent

– Signed once

– Valid for an unlimited period of time

– Revocable at any time

That enables

– Secondary use of coded/anonymised

• Clinical data

• Biological samples

Data and samples could be used in research projects

– Authorised by an EC

– Unknown at the time of signature*

– Conducted in Switzerland or abroad

– In private or academic fields

* GC could also be used in prospective studies, as long as it’s
HRO3 (+ GC is accompanied by an information about the 
project)
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General consent is …

Animation: Le consentement général en plusieurs langues - Consentement général pour la recherche - CHUV

https://www.chuv.ch/fr/consentement-general/cg-home/participer/comment-faire-part-de-mes-decisions/le-consentement-general-en-plusieurs-langues


What if patients do not complete GC form?
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It is essential that patients position themselves about GC so that their decision
could be respected. 



The advantages of General consent

▪ For investigators

✓ Time saving to set up HRO3 research projects

▪ For patients

✓ Less sollicitations

✓ Transparency and information concerning research with
data and samples

✓ Opportunity to participate in biomedical research

▪ For the institution

✓ Compliance with legal and institutional standards in the use 
of samples and data in research
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A harmonized general consent model
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▪ 2017: The Swiss Academy of Medical Sciences (SAMS) 
and swissethics presented the first harmonized 
general consent model. This model was subsequently 
further discussed.

▪ 2018: the university hospitals, under the leadership of 
unimedsuisse, developed a second harmonized 
general consent proposal, which was adopted by the 
five university hospitals in September 2018 and 
approved by the swissethics steering committee in 
November 2018.



GC management in a centralized institutional application: the 
example of HORUS Consent (CHUV app)

Several functionalities:

1. General consent management
• GC mailing to not-yet informed patients: edition 

functionalities
• GC forms registration: Using an optical scan to save the 

information of the received general consent forms
• Synchronizing data with the different clinical applications.

2. Documenting research projects

3. Management of specific consent forms

4. Management of consent revocation (specific and/or general)

5. Coding management of patient ID (for research purposes)
• Coding of patient ID: participant ID code
• Coding of patient ID per research project : participant ID 

project code

Patient ID

participant ID 
code

participant ID 
project code 1

participant ID 
project code 2

participant ID 
project code 3

Project 1 Project 2 Project 3

coding

codingcodingcoding



HORUS Consent is at the heart of research activities

HORUS 
Consent

LPA
IPA

CRC

DSI

SOARIAN
CHUV

03.10.2024



General Consent at CHUV

13.02.2024

Adults Minors

Informed 311’110 29’711

Responded 195’713
(63%)

13’317
(41%)

Consented 155’059
(79%)

8714
(71%)

01.01.2013 – 02.09.2024 



Question

An investigator from abroad is asking for samples and data from patients for his
project. Does General consent allow transfer of samples and data abroad?

▪ No, a specific consent has to be signed.

▪ Yes

▪ Yes if the data protection conditions in the destination country are at least as 
stringent as those applied in Switzerland. 
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Question

If the patients that I want to include in my project have signed GC, I don’t need to 
submit my project to the Ethical Committee.

1. True

2. False
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3. Patients and 

investigators support
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Patients’ support

The research consent unit (RCU) supports 
patients for any question about GC. In 
2023, RCU received:

• 696 hotline calls
• 440 comments on GC form
• 99 mails
• 96 e-mails

Contacts were essentially taken by patients 
(66%) and their relatives (23%).
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données

Impact du non-positionnement/article 34



Investigators’ support

The research consent unit supports 
investigators for any question about GC. 

In 2023, 380 requests about GC were 
received

03.10.2024

6%

42%
52%

Targeted GC mailing

Question

GC status extraction



Tailor consent strategy according to feasibililty
analysis:

▪ Patients who refused GC : propose a 
specific consent

▪ Alive patients not informed about GC: set 
up a targeted mailing of GC documents

▪ Unpositionned deceased patients + alive 
informed unpositionned patients : ask for 
derogation according to art.34 HRA

NB:  GC status may change with the time. It’s
necessary to check GC status again just before
starting data analysis!
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!

Investigators’ support



Question

If a patient has refused GC, can I propose him a specific consent?

1. No

2. Yes
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Take home 
messages
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Secondary-use of clinical data and biological samples in research
Good practices

• Inform patients and obtain their consent.

• Ensure that patients decisions are registered in a 
manner that enables to respect their decisions
anytime

• Write a biobank/register regulation

• Ensure participants data/sample protection and 
confidentiality

• Submit each research project to the EC 
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Thank you for your attention!

Cindy.Allenbach@chuv.ch
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mailto:Cindy.@chuv.ch
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