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 Support/guidance on:
Ethics compliance of research 

projects
Ethical authorizations

 Liaison with EPFL Human 
Research Ethics Committee 
(HREC)
 Awareness-raising initiatives / 

training

Research Office / 
Ethics Affairs
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What do you think about this video?
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https://vimeo.com/128873380

https://vimeo.com/128873380


 How the devices impact on the quality of life of the 
elderly?

 Are the devices useful, to whom?
 Why do you think the elderly person ends up with 

cheating?
 What would you do if you were the elderly 

person?
 Are the devices really “personalized”?
 …any other thoughts/questions?

What do you think about this video?
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Ethics in research with 
human participants 
Regulatory framework
Consent to research
Return of results
Public engagement

O U T L I N E



 Henrietta Lacks
 1951: dies 31 from a cervical cancer, at Johns 

Hopkins (Baltimore, USA)
 Few months before, samples of cells taken from her 

cervix and put in culture, without her consent
 Major breakthrough: Henrietta’s cells prove to be 

immortal, 1st human cell line “HeLa”
 Cultured, sold, bought, and shipped by the trillions 

to labs around the world
 Henrietta’s family not aware of the extensive use 

of HeLa cells in research

The woman in the 
photograph
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 HeLa: key tool in cancer research
 Polio vaccine, cloning, gene sequencing, in vitro 

fertilization, drug development (e.g. herpes, leukemia, 
hemophilia)
 First space missions, first nuclear tests, human 

longevity…
 No way of knowing how many Henrietta’s cells are alive 

today: 50 million metric tons… they’d wrap 3 times around 
Earth
 Standard lab workhorse, one of the most important 

discoveries in the life sciences in the last 100 years…

The immortal life of 
Henrietta Lacks
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 1973: Family learns about Henrietta’s 
cells use in research totally by chance…

 Blood samples used for genome 
cartography, family believes they are 
having blood tests…

 1980s: The Lacks family public claim 
for recognition of Henrietta’s 
posthumous contribution to science… 
some of them accuse researchers 
(violation of privacy, lack of transparency)

 2013: Agreement between NIH and the 
Lacks

Henrietta, her family & the 
research community
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 Separate human body parts ≠ Human person
 Persons (their interests) may be concerned:
Privacy protection
Respect of personal values
DNA samples: relatives concerned

 Multiple uses in research, by different users, over 
long periods of time (e.g., post-mortem)

Research with human 
biologic samples
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Three fundamental ethical guiding principles for 
research with humans

11

Respect 
for 

persons

Justice

Beneficence
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Respect personal autonomy
Protect non-autonomous 

persons

Informed consent:
Obtain consent of 

autonomous persons
Non-autonomous persons: 

obtain consent of legal 
guardian
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Do not harm
Maximize potential advantages

and reduce possible 
disadvantages

Favourable risks/benefits ratio:
Minimize as much as possible 

research risks (no such thing as 
“zero risk”)
Maximize potential research 

benefits

Beneficience
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Fair distribution of 
risks/benefits of research

Fair research subjects
selection:
Clarify inclusion-exclusion 

criteria
Non-discrimination

Justice
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 Vulnerable persons:
 Persons lacking capacity in the consent 

procedure
 Children, adolescents
 Prisoners
 Emergency situations
 …

 Vulnerability: limited autonomy, social 
stigmatization, physical/psychological 
sensitivity to research procedures, 
people in poor/low-income/developing 
countries, etc.
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Ethics in research with human 
participants

Regulatory framework
Consent to research
Return of results
Public engagement

O U T L I N E



 Aim: Protection of individual’s dignity, 
health and privacy

 Scope: Research concerning human 
diseases and the structure/function of 
the human body (persons, deceased 
persons, embryos and fetuses, biological 
material, health-related data)

 Health-related data: information 
concerning health/disease of an 
identifiable person, including genetic data

 Authorization of Cantonal ethics 
commission

Federal Act on Research Involving 
Human Beings (Human Research Act 
– HRA)
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What is “personal” data?
 Personal data: all information relating to 

an identified or identifiable natural 
person (e.g., name, address/ZIP code, e-
mail, IP address, body characteristics, 
usage of social networks)
 Sensitive data: data relating to 

religious, philosophical, political or 
trade union-related views or activities, 
data relating to health, the private 
sphere or affiliation to ethnicity, genetic
data, biometric data that uniquely 
identifies a natural person, data relating 
to administrative and criminal
proceedings or sanctions, data relating to 
social assistance measures

18
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19Federal Act on Data Protection (FADP)

©  Anton Maksimov

© Markus Spike

 Aim: protection of the personality
and fundamental rights of 
individuals whose data is being 
processed
 Scope: applies to personal data 
processing (collection, storage, use, 
disclosure, archiving, destruction)
 As of September 1st, 2023: revised 
to be more in line with the EU-GDPR 
(General Data Protection Regulation)
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Anonymized vs. Pseudonymized (or Coded) 
Data
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IDENTIFYING 
DATA

Gaia
Barazzetti

was in 
EPFL 
room 
BS260 at 
15:15 on 6 
March 
2025

PSEUDONYMIZED 
DATA

P0052
was in 
EPFL 
room 
BS260 at 
15:15 on 
6 March 
2025

ANONYMIZED 
DATA

Someone
was in 
EPFL 
room 
BS260 at 
15:15 on 
6 March 
2025

Correspondence table 
via code/key, e.g. P0052 = 

Gaia Barazzetti
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Limitations in anonymizing genetic data
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Ethics in research with human 
participants
Regulatory framework

Consent to research
Return of results
Public engagement

O U T L I N E
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Source TechCrunch: LINK to articleSource BBC: LINK to article
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What information should be given?
Any information necessary to make your choice, 

including use/dissemination of data collected
How to give it?
Information sheet & consent form, 

plain/understandable language
 Take into account implications for all subjects concerned
E.g. research in epidemiology, genetics, etc.

 Is consent really informed?
Understanding of information by the research subject…

Informed consent: practical issues
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National genomic medicine initiatives worldwide
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https://doi.org/10.1016/j.ajhg.2018.11.014

https://doi.org/10.1016/j.ajhg.2018.11.014
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UK Biobank - UK Biobank

https://www.ukbiobank.ac.uk/


Screening & matching genomes generates research 
questions that cannot be anticipated at the time of 
collection
 Individuals are asked to participate in open-ended 

datasets/biobanks that can be used for many 
protocols, on many different medical conditions
Datasets/biobanks linked/added over time, 

accessible by different users

Problems in applying consent
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28

Consentement général pour la recherche - Accueil - CHUV

https://www.chuv.ch/fr/consentement-general/cg-home/


Relevant information provided (general goals of 
research, data storage/protection, data sharing) to 
make an autonomous choice
Safeguards in place to protect participants’ interests
Protocol review/authorization by research ethics 

committees
right to withdraw consent at any time

Consent reaffirmed in case of change of biobank 
initial purpose 

Broad Consent
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CHRIS - Eurac Research

https://www.eurac.edu/en/institutes-centers/institute-for-biomedicine/pages/chris


Participants enabled to:
 Express preferences about the use of their 

samples & data through an IT interactive 
interface
 Track/audit choices & change preferences 

over time
 Be informed about progress/outcomes of 

research

Dynamic consent
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Ethics in research with human 
participants
Regulatory framework
Consent to research

Return of results
Public engagement
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Estonian Biobank

https://genomics.ut.ee/en/content/estonian-biobank
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Right to know / Right not to know
EU Convention on Human Rights and Biomedicine

Oviedo 1997
https://www.coe.int/en/web/conventions/full-list/-/conventions/rms/090000168007cf98 

Return of results
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https://www.coe.int/en/web/conventions/full-list/-/conventions/rms/090000168007cf98


Research results
outside the original 

purpose of research,
that can have implications 

for participant’s
health/quality of life
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Iceland: deCode Genetics & BRCA1/2
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https://pulitzercenter.org/reporting/right-not-know-when-ignorance-bliss-deadly 

https://pulitzercenter.org/reporting/right-not-know-when-ignorance-bliss-deadly


Iceland: deCode Genetics & BRCA1/2
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Kári Stefánsson deCode’s CEO

Erna, 47 years, breast cancer survivor, diagnosed with BRCA2  

Íris, 31 years, waited almost a decade to go in for a BRCA1 diagnosis

Vigdís Stefánsdóttir, genetic counsellor, Iceland National University Hospital



Ongoing discussion on criteria:
 Clinically actionable
 Carrier status: parental decisions
 Non clinically actionable but risk of serious 

health condition (late onset disease)
 Personal value: genetic relatives, socio-

economic conditions, etc.
 Implications for consent and public health

Return of results
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Ethics in research with human 
participants
Regulatory framework
Consent to research
Return of results

Public engagement

O U T L I N E



“…a group of procedures designed to consult, 
involve, and inform the public to allow those affected 

by a decision to have an input into that decision”

Smith, L. G. 1983. Impact assessment and sustainable resource management. Harlow, UK: Longman

Rowe, G. and Frewer, L.J. 2000. Public participation methods: a framework for evaluation. Science Technology 
& Human Values 25(1): 3-29

Public engagement
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Potential impact on common good and individual 
rights

Controversial issues

Public trust

Social acceptability and desirability

Research participants/patients/publics as
partners

Public engagement in Pensonalized Health
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ECOS: Espace de convergence des savoirs 
sur la santé personnalisée
https://www.youtube.com/watch?v=eA3RD5KNuHc 
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https://www.youtube.com/watch?v=eA3RD5KNuHc


Thank you !

Questions to: 
gaia.barazzetti@epfl.ch 
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