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A. Classical Ethical, Legal
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Consent

Consent of participants is a core issue and is fmaré
of honoring the contribution that the person is mgk
to [the] advancement of knowledge”.

Clayton, E.W. (2005), “Informed consent and biokmhlournal of
Law, Medicine and Ethic33:1, 15-22.

Population biobanks have unique features that ate n
fully addressed by the standard rules for disclgar
research subjects.
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Consent

Broad consent to longitudinal studies, with authation

for future studies together with the protectionsediics
review, ongoing communication of the project ane th
communication of general results is not a waiver of
consent.

It is a form of consent that is true to the veryuna of
biobanks.



PRIVACY




FACELESS NO MORE?

Homer N, et al. , “Resolving Individuals Contrilngi Trace Amounts of DNA to Highly ‘
Complex Mixtures Using High-Density SNP Genotypidigcroarrays” (2008) 4 PLoS Genet,
e1000167.
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IDENTIFIABILITY

*OHRP considers private information or specimenstno
be individually identifiable when they cannot bekked to
specific individuals by the investigator(s) eitltgrectly or
Indirectly through coding systems”.

OHRP, Guidance on Research Involving Coded Priviaflermation or
Biological Specimens, Rockuville, U.S., 2008.



IDENTIFIABILITY

“(...) Whereas, to determine whether a person is itieblke,
account should be taken of all the means likely aeally to be
used either by the controller or by any other pernsomentify the
said person”.

Recital 26 of the Directive 95/46/EC of the Eurapdzarliament and
of the Council of 24 October 1995

“This means that a mere hypothetical possibility tagla out the
individual is not enough to consider the person amtitiable™.

Article 29 Data Protection Working Party, Opiniof2d07 on the
Concept of Personal Data
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RESEARCH WITH PRIVACY AND
PROTECTION

Universal researcher ID with an access permit mashaforbona fide
researchers.

Unrealistic to promise absolute confidentiality.

Full disclosure and consent to the release of médion should be sought from
participants.

Make malicious de-identification practices illegal
Increase public awareness

Encourage recognition that scientists have a shetaionship with study
participants.

P3G consortium et al., “Public Access to Genome-aNData:
Five Views on Balancing Research with Privacy armtdetion”
(2009) PL0S Genet 5(10)
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Return of Results

Some argue that population biobanks, which are
Infrastructures that are largely epidemiologicaé aot
Involved In diagnostic tests of clinical validityné so
have nothing to report.

Others argue that respect for autonomy mandatesret
of results even if they are meaningless and urnelia

There are legal requirements in some jurisdictithrad
oblige disclosure in certain circumstances.



Return of Results

Some authors propose that results be returnedibnly
they are analytically valid and clinically useful.

In any case, population studies should have inepsarc
ongoing public communication strategy.

That communication strategy should be in place not
only while the resource is being built, but alsotba
types of research protocols that use its data and
samples.
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Statement on the Principled Conduct of Genetic Research,1996

Statement on Human Genomic Databases, 2002

Fort Lauderdale Rules, 2003

ESHG - Data Storage and DNA Banking for Biomedical
Research, 2003

OECD — Guidelines for Human Biobanks and Genetic
Research Databases, 2009




International Cancer Genome Consortium
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Altruism

¥

Collaboration between researchers

&

Maximization of statistical power

Better Health

Care Plannin ‘
Translating knowledge to the clinic

\

Public Trust

Health of the population?




