Engagement from the Trenches & Benches

Individuals and participation in research:

sharing, controlling, collaborating
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Genetic Alliance

Network of over 10,000 organizations
1200 advocacy organizations

Devoted to improving health through collaboration,
organizational culture, and openness
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“Because success will depend

26 October. This is an opportune moment to
reconsider the role and rights of participants
in biomedical research.

Current practices in managing biobanks
tend to see the public as little more than a
resource for mining data and materials, and
as a potential source of resistance. Participants
provide information or tissues with little or no
knowledge of the researchers’ priorities, goals
or expected outcomes. Barriers are erected.

on earning the public’s trust,
* scientists must also trust the

public.”
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A participant’s involvement in research doesn’t have to end the day a sample is collected.

Treat donors as partners
in biobank research

Proposed rules to protect research subjects will impede
progress, say Krishanu Saha and J. Benjamin Hurlbut.
Instead, give donors more say in how samples are used.

ensure that the scope of authorized research
is clear to all parties, thereby circumvent-
ing the ambiguities that were at the heart of
the Havasupai case. But this is achieved by
telling donors next to nothing about how
and for what purpose their donation will
be used. Although this may reduce admin-
istrative complexity, we believe that it will
decrease, not increase, public involvement
in biobanks and fail to deliver on its ethical
aim of better protecting participants’ rights.

Most people prefer to have a say in how
their donations are used. In a study in which
donors were asked whether they would
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AN ADVOCACY OWNED REPOSITORY
FOR BIOLOGICAL SAMPLES AND CLINICAL DATA

Have you seen our new Genetic Alliance Registry and BioBank is a
weekly tips series tailored centralized, clinical data registry and
About Us About PXE Resiarch for advocacy organizations sample repository that enables translational  Executive Summary
interested in registries and research. Founded in 2003, this cooperative
Epidemiological Study Home » Research biobanks? venture provides shared infrastructure and « Private Access and Genetic
customized solutions for disease advocacy Alliance Announce Strategic
2010 PXE Research Click here to view this organizations to lead sophisticated research Partnership to Accelerate
Conference There is new syndicated content from week's tip initiatives. Medical Research While
e Protecting Privacy
Research News ontact:
PXE Research _ » Advocacy Gets Technical:
Areas of Research Sharpn o Terry.- MA~ preSIdent Genetic Alliance Biobank and
PXE International has spent $1.3 million d Email: stery@geneticalliance.org Gene Logic Join Forces
:::l";g;\{ci’en:ed epidemiologipal study as well as supporte Liz Homn, PhD, MBI, Director . G A DR
genetic t:;St s r:jow'tivsl)l(aé)lle tfrom tc_;en?qf Email: lhorm@geneticalliance.org BioBank Launched
one another and wi nternational. Twitter: http://twitter.com/GABioBank
Research Conferences (..., ror us, it allows investigation of the s> More
Blood and Tissue Read about our recent agenda setting me Genetic Alliance Registry and BioBank is a program of Genetic Alliance. For more _
Bank information about Genetic Alliance, please visit www.geneticalliance.org.
Profiles of Read the summary article published in the
Researchers Progress in Diagnostics and Research Towards Treatment Summary of the 2010 PXE International
Research Meeting.”
Mutation Database

How Can PXEers Participate in Research?
Additional Information

Complete the Online Survey

Trust It or Trash It? PXE International is recruiting now for a new epidemiological study. The purpose
of this study is to update old information, gather new information, and use those

. findings to further PXE Research and our understanding of the condition. We are

| am interested In

Is this participating!




CA BioBank - Home

) www.biobank.org/english/view.a

Iinfrastructures for

Solutions - NOW/?

AN ADVOCACY OWNED REPOSITORY
FOR BIOLOGICAL SAMPLES AND CLINICAL DATA

Have you seen our new Genetic Alliance Registry and BioBank is a

weekly tips series tailored centralized, clinical data registry and

for advocacy organizations sample repository that enables translational

interested in registries and research. Founded in 2003, this cooperative

biobanks? venture provides shared infrastructure and
customized solutions for disease advocacy
organizations to lead sophisticated research
initiatives.

Contact:

Sharon F. Terry, MA, Presudent
Email: sterry@gaeneticallianc '

Liz Horn, PhD., MBI Dlrector
Email: lhorn@x icallianc
Twitter: http
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» [ISSue samples + clinical records
» Cross-Disease Trust Community
» Based on Local (Global) Community

 [rusted Agent



Nature Reviews Genetics | AOP, published online 3 April 2012; doi:10.1038/nrg3218

PERSPECTIVES

SCIENCE AND SOCIETY

From patients to partners:
participant-centric initiatives
In biomedical research

Jane Kaye, Liam Curren, Nick Anderson, Kelly Edwards, Stephanie M. Fullerton,

Nadja Kanellopoulou, David Lund, Daniel G. MacArthur, Deborah Mascalzoni,
James Shepherd, Patrick L. Taylor, Sharon F. Terry and Stefan F. Winter

Abstract | Advances in computing technology and bioinformatics mean that
medical research is increasingly characterized by large international consortia
of researchers that are reliant on large data sets and biobanks. These trends raise
a number of challenges for obtaining consent, protecting participant privacy
concerns and maintaining public trust. Participant-centred initiatives (PCls) use
social media technologies to address these immediate concerns, but they also

to proceed. Those who agree to take part in
any form of biomedical research are required
to give their consent to the use of any
donated samples and associated data in the
given study before the research commences,
and this consent must be informed and vol-
untary. Informed consent is the norm, but
the particular kind of consent — from broad
to explicit — that is considered to be appro-
priate depends on the study. The require-
ment for consent is reinforced by a number
of procedures, practices, policies and legal
requirements. For example, approval to
carry out biomedical research projects

with human subjects must be granted by
institutional review boards (IRBs) in the
United States. In general, research partici-
pants are taken through a consent process
that involves ‘one-on-one’ discussions with
appropriately trained health professionals
and ends with the signing of a paper-based
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Raymond McCauley, the citizen scientist using a map of his DNA to tailor-make his healthcare
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—nlarging ‘Patient’ Roles

o Unwitting subject
* Willing subject
e Participant

e Collaborator

. Shareholder “In the 90s, patients were

occasionally mvited to the
table. Today, we often
Who is ‘scientist?’ control the table.”



What do we want (have)”

* CONTROL (of tissue, data, intent, outcomes)

« Communities of TRUST (consent —> governance)
 ENGAGEMENT (bi-di communication, new roles)
 IMPACT (what is at stake?)

 SHAREHOLDERS (in stakes & benefits)

« EXPRESS rights in addition to protecting



“You never change things by fighting
existing reality. To change something,
build a new model that makes the
existing model obsolete.”

— Buckminster Fuller



“The best way to predict the future

IS to Invent 1t”
— Alan Kay



“The future is already here.
It’s just not evenly distributed yet”

-William Gibson









DNA Warehousing — Newborn Screening
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DNA Warehousing — Newborn Screening
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¥ 'We were appalled when we found out. Why

.. Vdo they need to store my baby's DNA

= Wl indefinitely? Something on there could affect
& her abllity to get a job later on, or get health

iInsurance.”

Karen Brown, Nurse, new mother, Florida




It is the moral imperative of every |
person on the planet to freely share €ning
their health information.

Paraphrase of Jamie Heywood, Co-founder, Patients Like Me
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¥ "We were appalled when we found out. Why
. Vdo they need to store my baby's DNA

= Wl indefinitely? Something on there could affect
her ablility to get a job later on, or get health
iInsurance.”

Karen Brown, Nurse, new mother, Florida




