Biobanks and Consent

1) The three options:
a) Broad Consent
b) Specific Conset
c) Opt-Out
2) Practical ConSIderatlons
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Purpose and overview
Organisation and funding

1. RELATIONSHIP WITH PARTICIPANTS

A. RECRUITMENT final Report
1. General principles Adlsary Group oh 3
2. Selecrion and approach
3. Enrolment
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. UNDERSTANDINGS AND CONSENT
Consent

1.

1IN

Collection of data from health-relevant records
Provision of health information to participants
Ongoing engagement with participants and the public
Expectation of re-contact

Right to withdraw
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Expectation of personal financial gain

o

CONFIDENTIALITY

LC i t to maintaini iality
2. Anonymisation

3. Re-idenrification

4. Security

RELATIONSHIP WITH RESEARCH USERS
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STEWARDSHIP OF DATA AND SAMPLES

=

RESEARCH ACCESS TO DATA AND SAMPLES
1. General principles of access

2. Decisions on access and use

3. Licences for specific uses

4. Sharing of data and findings

RELATIONSHIP WITH SOCIETY

I

MANAGEMENT AND ACCOUNTABILITY
1. Board of Directors
2. Ethics and Governance Council

3. Steering Committee and International Scientific Advisory Board

Respect for incapacitated or deceased participants’ wishes
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Ethics iIssues

Consent >
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x nuertaking a
a —ohort Study of

a.u Disease g,'.mpmm (esaarch pmﬁﬂl
of 10 ¢ we an el Pﬂﬂf

g L
~ommittee on Genetics, Health, and Society . b nﬂ){ mw Tlﬂﬂ an |
ol be retfievably v unfinked

: ; e es, yet specific enough
flate stud\ objectives. Thege s an ongoing ethical debate abo ? adequacy of consent
when subf®SS are not provided with details about how their data and specimens will be used.

March 2007




-_-_-

o —

Speéific bonsent

AN L L
PR T | gt o g A
e e
e
AT
Ay s HEEES

O il oS

&5 A

. =10+ g B -Fhk




Pros:

Clearly conforms with existing
principles.
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Pros:
Potentially the most efficient.

Work well for biobanks involving
health system data/tissue.




| Biobanking _
[ Public Perspectives on Informed cuns:nt fﬂr ;mm - rations

ufman, PhD, Gail Geller,

Dravid Ka
i 14S, San Scott, MS, CGC, !
| i Moy, Disagree Agree

73% 27% | would feel it was a
waste of time and money.
4% 26% | would feel bathered.

Recruitment €Xperience with broad

(%51
&
£ consent
]
| would feel | have control. 25%
es
Our research demﬂnstra? ) | would have more
that when considering partict- trust in the study.
pating in @ genomic biobank.
‘ndividuals  want 0“90'"3 o
: ntral over ac- would fee g :
choices and co respected and involved. * aT%

i les and in-
cess to their samples
formation. (AmJ Pubiic Health.
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2105(AJPH.20()8.15709 ) S —

O strongly Disagree M Disagree [JAgree [ 5trongly Agree

Note. Participants were asked if they agreed or disagreed with these statements about how they would feel if they had to give permission for ’

researchers to use their samples and information before each new research project.
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OPEN (5) ACCESS Freely available online

Research Ethics Recommendations

for Whole-Genome Research:
Consensus Statement

Timothy Caulfield”, Amy L. McGuire, Mildred Cho, Janet A. Buchanan, Michael M. Burgess, Ursula Danilczyk,
Kelly Fryer-Edwards, Shane K. Green, Marc A. Hodosh, Eric T. Juengst, Jane Kaye, Laurence Kedes, Bartha M

Trudo Lemmens, Eric M. Meslin, Juli Murphy, Robert L. Nussbaum, Margaret Otlowski, Daryl Pullman, Pete

Public presentation - Collection of information
of the project and samples

—

Feedback (focus groups
newsletters, websites ...

AN J

Further information ... freephone, SMS and
for individuals and community 5 email broadcasts)

Integration of feedback

Data analysis
doi:10.1371/journal pmed.0050192.g001

Figure 1. Informed Consent as a Process
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