Broad Consent



Consent Options
No consent: don’t inform, don’t obtain consent
Disclosure: inform, but don’t obtain consent
Presumed/hypothetical: assume donors/donor consent

* k

Opt out: donor can object to research use

Blanket: no limits on future research

Broad: wide range of future research with specified limits

Checklist: donors choose which types of studies allowed
Tiered: donors choose type of consent (e.g. broad, checklist)
Study specific: consent for each study when it is proposed

David Wendler, Pattaya, 2017



Broad Consent For Research With Biological Samples:
Workshop Conclusions

Christine Grady, RN PhD', Lisa Eckstein, SJD?, Ben Berkman, JD MPH?3, Dan Brock, PhD#%,
Robert Cook-Deegan, MD®, Stephanie M. Fullerton, D Phil®, Hank Greely, JD7, Mats G.
Hansson, PhD®, Sara Hull, PhD?, Scott Kim, MD PhD', Bernie Lo, MD®, Rebecca Pentz,

PhD'9, Laura Rodriguez, PhD'', Carol Weil, JD'2, Benjamin S. Wilfond, MD'3, and David
Wendler, PhD!

Proposal for Broad Consent * ¥

Workshop participants agreed that broad consent for research use of biDSpECi[’]lEI]Sii 15

ethically permissible and. in many cases, optimal, especially when it includes the following

three components: 1) initial broad consent, 2) a process of oversight and approval of future

research activities, and 3) wherever feasible an ongoing process of providing information to

or communicating with donors. These features promote the ethical acceptability and

scientific value of future research with biospecimens and demonstrate respect for donors’

contributions. T nt
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Initial Consent Iand. in many cases, optimal, especially when it includes the following

thr ivvatinn] o] e oo + DA evervsosc o o vroecioarbh b o oeeseen e 1 i~ future
res| Consent serves to alert persons considering donating their biospecimens about the broad ition to
or

| spectrum of research that could be undertaken and promote their individual reflection on the i
5C1 1Ors

<ol Tisks and benefits of donation. To facilitate prospective donors’ decisions, the initial broad |, hcent

is 1| consent form should advise about possible future uses of the samples and the processes of ~ |d

“U oversight that will be used to review specific studies. Workshop participants had diverse < An

opinions on what information should be included in this initial consent. ak that

requires obtaining the widest number of samples possible. An example where more specific

cirn
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consent might be appropriate would be for donors with specific concerns regarding future

uses, such as samples collected from an indigenous population.
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Criteria for Further Review - - ‘ -
th ture

Further review of proposals for research with stored samples wnu]d be prompted if the

re on o

or| initial reviewer has concern regarding: (a) the scientific value or rationale of the proposed

SC] research, (b) whether the risks are more than minimal, (¢) whether the research is

cqp . i 5 o 5 5 : 5 g @ sent
inconsistent with specified limitations in the initial consent, or (d) whether the research

is
co| might conflict with the values of the donors (Tomlinson T 2013). Research that might
cilf conflict with the values of donors beyond those specified in the initial consent limitations | An
ex . that

may be difficult to identify _
L e ————— rcific
consent might be appropriate would be for donors with specific concerns regarding future

uses, such as samples collected from an indigenous population.
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Ongoing Communication with Donors

L ) S PSS (A ARt S s LA S

three con

research | While there are certain settings in which ongoing communication between the specimen o

Or COImiIm

donor and researchers or biorepository is not possible, workshop participants stressed the

scientific

contribut| importance of a commitment when feasible to periodically informing donors about research

1s not apg

consisten| activities and emphasizing the donors’ right to withdraw from further distribution of their

circumsty hiospecimen. The structure and processes for such communication are likely to differ

example

requires ( according to technological capacity, donor characteristics, and so forth.

consent 1

uses, such as samples collected from an indigenous population.
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Recommended Informed Consent Language for Data Sharing

Here are two model statements investigators may use in informed consents to * %k
describe protection of confidentiality that also allows data sharing.

Sample 1. Study staff will protect your personal information closely so no one will be
able to connect your responses and any other information that identifies you.
Federal or state laws may require us to show information to university or
government officials (or sponsors), who are responsible for monitoring the safety
of this study. Directly identifying information (e.g. names, addresses) will be
safeguarded and maintained under controlled conditions. You will not be identified in
any publication from this study.

Sample 2. The information in this study will be used only for research purposes and
iIn ways that will not reveal who you are. Federal or state laws may require us to
show information to university or government officials (or sponsors) who are responsi
ble for monitoring the safety of this study. You will not be identified in any publication
from this study.

https://www.icpsr.umich.edu/icpsrweb/content/datamanagement/confidentiality/conf-language.html




Recommended Informed Consent Language for Data Sharing

UK Data Service
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How do | know my data will be used ethically?

Putting data into an archive is not the same as making them available on the web. Archivists value the materials deposited with them and take their duty
very seriously to make sure the materials are used only in appropriate ways. Their primary concem is to protect research participants. To that end, there are
three strategies for protecting data. The first is to gain informed consent from participants to share data; the second is to anonymise the data; and the third
is to control access to the data, via licensing. In almost every archive, some data will be available to the public, some will be covered by a standard licence,
some need special permission, and some data are made unavailable for a lengthy period.

What does anonymising mean?

This means removing anything that could identify a participant or anyone talked about in the data. Good examples are names of people and places. In
archives, personal contact details are never made available. Examples would include things such as addresses, telephone numbers or email addresses.
Here is an example of anonymising some real names:

Original text Anonymised text

Schools e.g. St John's Primary School Local secondary school or chosen made up name

Durinarrar a a Malanald's Cart fand antlatirantanrant ar aharan madas in nama




. Where are human subjects in Big Data
research? The emerging ethics divide
Informed Consent for Data Sharing e ergg el
* %
INFORMED CONSENT LANGUAGE FOR CONFIDENTIALITY AND DATA SHARING

What information about me will be used in the study?

If you join the study, information about you will be used for the study. This information may include your
name, address, or birth date. It may also include information from your medical record. As part of the
study, new information about you will be collected, such as heart rate, blood pressure and results of study

tests, for example tests on your blood and other samples.

Big Data & Society
January—june 2016: 1—-14



Where are human subjects in Big Data

In fo m ed CO ns ent for Data Sh arl n g research? The emerging ethics divide

lacob Metcalf' and Kate Crawford?

Who may see and use information about you and your health? k k

Information that directly identifies you is held at the study site. Study doctors and other people at the site
who are assisting with the study or your care will be able to see this information. In certain cases other
persons may need to see this information, for example, the ethics review committee (sometimes called an
institutional review board) that reviews the study to ensure that it meets scientific and ethical standards.
In addition, people from regulatory agencies overseeing the study, and persons engaged by the study site

to help with the study, such as the site’s attorneys and data storage companies, may also need to see
your information. The study site will use care to protect your privacy when sharing information and data,

as described in the next paragraph. Some people or groups who receive your health information might
not be required by law to follow the same privacy rules that the study doctors and study site must follow.

As part of the study, information and data will need to be transferred from the study site to SPONSOR and
other researchers working with SPONSOR. Before this transfer takes place, researchers at the study site
(the “Site Study Team”) will give your information a unique study number. This number will then be used
in place of your name and other information that directly identifies you. We will call this information “Your
Coded Information.” The Site Study Team will keep the link between your directly identifiable information
and Your Coded Information. The Study Site Team gives only coded information to SPONSOR unless

there is a regulatory reason that SPONSOR needs to see information that directly identifies you.

Big Data & Society
January—june 2016: 1—-14



Where are human subjects in Big Data

In fo m ed CO ns ent for Data Sh arl n g research? The emerging ethics divide

Jacob Metcalf' and Kate Crawford?

* %

How will my Coded Information be used and protected?

SPONSOR will protect Your Coded Information as described here and will follow laws that protect the use
of health information. SPONSOR and those working with SPONSOR will use Your Coded Information for
health research purposes only. SPONSOR and those working with SPONSOR may use Your Coded

Information in the following ways:
» Keep it electronically and analyze it to understand the study and the study results.

= Share it with regulatory agencies that approve new medicines and others as required by law. For
example, it is possible that as part of efforts to make research data more widely available to
researchers, regulatory agencies in some countries may require that Your Coded Information be made

publicly available on the internet or in other ways.

« Combine it with data from this study or other studies to learn more about [DISEASE/CONDITION] or
other conditions, to develop new commercial products, medicines or devices, and to advance science

and public health.
= Use it to improve the quality of this study or other studies.

* Publish summaries of the study results in medical journals, on the internet or at meetings so that other
researchers may learn about this study. Your name or other data that directly and easily identifies you

will not appear in any of these publications without your specific permission. giz pata & Society
January—june 2016: 1—-14



Where are human subjects in Big Data

In fo m ed CO ns ent for Data Sh arl n g research? The emerging ethics divide

Jacob Metcalf' and Kate Crawford?

* %

What other general information about this clinical study is shared?

A general description of this clinical study will be available on the SPONSOR Clinical Study Register:
<insert web address>. Information about the study may also appear in clinical trial/study registries in
countries in which the clinical study is conducted or in other countries where regulatory agencies require
information about the study to be made available on a website known as a clinical trial registry. These

websites may contain Your Coded Data, but they will not include information that can directly identify you.

[IF THE STUDY IS SUBJECT TO CLINICALTRIALS.GOV REGISTRATION REQUIREMENTS, INCLUDE
THIS LANGUAGE:]["A description of this clinical trial will be available on hitp://ClinicalTrials.gov/ , as

required by U.S. Law. This Web site will not include information that can identify you. At most, the Web
site will include a summary of the results. You can search this Web site at any time.”]

Big Data & Society
January—june 2016: 1—-14



Informed Consent for Data Sharing

Where are human subjects in Big Data
research? The emerging ethics divide

Jacob Metcalf' and Kate Crawford?

OPTIONAL: The below table may be included in addition to the above text to provide a summary of how

information will be used and protected.

Type of information How will it be used
Information that Information that directly identifies you will be
directly identifies you used:

€.g. name, address

and date of birth. « For study purposes.

« To ensure the study is being conducted

correctly.

How will it be protected

Access will be granted only to the following
persons who need access to complete the

research:

« Doctors and other people who are

assisting with the study or your care.

« People who ensure the study is done
correctly such as the ethics committee

and regulatory agencies.

Big Data & Society
January—june 2016: 1—-14



Informed Consent for Use of Data

Type of information

Coded information

(Your name and other
information that
directly identifies you
are removed and

replaced with a code).

How will it be used

Coded information:

= Will be transferred from the study site to

people who are working with SPONSOR.

« Will be used to understand the study and

study results.

« May be used by SPONSOR and other
researchers for health research purposes
including to learn more about other
diseases/conditions and to improve the

conduct of clinical trials in general.

« May be used by SPONSOR and other
parties to develop new commercial
products, medicines, or devices, and to

advance science and public health.

« May be sent to other countries where the
data protection laws are not as strong as

those in your country of residence.

Where are human subjects in Big Data
research? The emerging ethics divide

Jacob Metcalf' and Kate Crawford?

How will it be protected

SPONSOR will protect coded information
by:

« Following laws that protect the use of

information stored electronically.

= Taking additional steps when sharing
data with third-party researchers, for
example, removing data fields that are
not needed by the third party and/or

assigning a new code number.

Big Data & Society
January—june 2016: 1—-14



PIS — Broad Consent
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Data Sharing in PIS
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Data Sharing in PIS
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Data Sharing in PIS
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Broad consent process for archiving and using of:
e Leftover specimen

e Collected data

MTA or DTA for collected data? By IRB or Univ?

Other comments on informed consent process
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