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Digitalization of health and the
duty of non-maleficence: Do
apps and wearables really do

not harm?

Prof. FEDERICO DE MONTALVO
JAAASKELAINEN

10th Annual World Life
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moral duty to share health

data

Secondary use of
health data in Europe
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FROM HELSINKI MODEL TO A NEW
ONE

INFORMATIONAL (DATA) RESEARCH

In Big Data environments, tradicional
norms of individual informed
consent may no longer serve the

principal aim for which they were
designed (Barbara J Evans, University of
Houston)
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BIG DATA,
HEALTH LAW,
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INFORMATIONAL (DATA) RESEARCH

Those who assert a right of
individuals to block access to
their data in all circumstances cm
may be blurring the line}~
between  autonomy and|_...m
narcissism (Barbara J Evans,| ixoeoeruies
University of Houston)
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HARMONY

Prof Federico de Montalvo Jadskelainen
Universidad Pontificia Comillas ICAI-ICADE
Calle de Alberto Aguilera, 23. 28015 Madrid, Spain

12™ April 2017

HARMONY Ethics Advisory Board — Letter of Invitation

Dear Prof de Montalvo Jaaskeldinen,

On behalf of the HARMONY Executive Committee, | am pleased to invite you to become a member of
the HARMONY Ethics Advisory Board.




PATIENTS OPINION ABOUT

7.4.1. Patients support secondary use of their data for scientific advancement

Those with most to gain from the new approach to managing medical technology — patients — are mostly
in favour of their health data being used to generate new knowledge and facilitate access to better
treatments. The European Patients’ Forum (EPF), and EU-wide coalition of patient representative groups,
have actively lobbied EU institutions to lower impediments to the use of personal health data for secondary
purposes during debates on the EU data protection regulation (which came in to force in 2018 as the
GDPR). In what was referred to as the ‘datasaveslives’ campaign, patient groups argued that privacy
protection could be reconciled with use of personal health data for health care, public health and research
purposes. While informed consent to such uses of data is an obligation and should be the default
arrangement, EPF argued for exemptions in cases where it was not feasible to obtain consent or re-
consent from data subjects (EPF, 201939)).

OECD Health Policy Studies

Health in the 21st Century

PUTTING DATA TO WORK FOR STRONGER HEALTH
SYSTEMS



PATIENTS OPINION ABOUT

Protecting privacy is a central component of efforts to harness routine data for research and other
purposes. Arguably, the most vulnerable group in this regard are people with rare diseases, who — by
definition — are at greater risk of identification during studies especially if these involve data linkage.
Nevertheless, evidence suggests that patients suffering from rare diseases — while concerned about data
security and misuse — support their data (e.g. biosamples and genetic information) being shared
internationally for research purposes (McCormack et al., 201642)).

OECD Health Policy Studies

Health in the 21st Century

PUTTING DATA TO WORK FOR STRONGER HEALTH
SYSTEMS
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PSEUDOMINISATION

biobank’

Big BioData
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European Health Data Space
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IS THIS NEW PARADIGM
ACCEPTABLE FOR ALL DATA?
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IS SECONDARY USE THE MAIN
RISK OR INNOVATIONS
DEVELOPED BY IT?




WHAT USES OF Al ARE ETHICALLY

ACCEPTABLE?
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THE POWER OF THE DATA IN THE

MEDICAL DECISION MAKING PROCESS
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PHYSICIAN-PATIENT

RELATIONSHIP AS A
HUMAN
RELATIONSHIP
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El mejor instrumento de
la medicina es la silla que
nos permite

sentarnos al lado del
paciente, escucharloy
auscultarlo

f Maraison en Toledlo

Gregorio Maraion y Posadillo, hombre de Tolede
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The use of digital technologies is a complement, never a substitute, for the
humane treatment and direct attention of healthcare professionals to
patients. And this is especially important in the field of health care, since in
the clinical relationship there are affective elements, of proven therapeutic
effectiveness, whose origin is found in the physical nature of the personal
encounter in health care. The ethical consideration of this element is
rooted in the principle of integrity that prevents the person from being

reduced to a simple autonomous reason. The human being is not reducible
to data. The human being has, in itself, affective elements that the simple
quantitative analysis of data used in some dimensions of the so-called
digital health does not exhaust either the human being himself or his
specific state of health.

Comite de Bioética de Espana
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COMITATO NAZIONALE
PER LA BIOETICA

Mobile Health Apps: bioethical aspects

5.4 Dependency and technological vulnerability

A simple "touch”, just one "touch", is all that is needed to enter the world of
infinite potential that mobile-health offers to health protection and the construction of
individual identity via continuous comparison with one's own body, even in its most
hidden and impalpable aspects, such as change in blood glucose levels or cardiac
arrhythmia. Is one "touch” sufficient even to pull through? At what stage does an
increasingly pervasive supply of medical and therapeutic indications end up
becoming obsessive, deeply affecting an individual's existence and patterns of
coexistence?

As already pointed out, various forms of addiction both individual as well as
social and political may develop.

'Personal dependency' is expressed through attention to the single changes in
one's physical and psychological condition, which could lead to a genuine health
consciousness pathology, exacerbating the fear of disease and morbid attention to
the most insignificant details and consequent medicalization, the phenomenon of the
so-called 'quantified self'®*. This expression indicates a tendency to incorporate
technology in everyday life with the recording and comparison of real-time data on
human activity: measurement of food consumed, number of kilometers covered,
control of the calories consumed, the quality of the air breathed, registration or the
emotional state of physical and mental performance?.

28 May 2015
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