NIDDK Central Repository (NIDDK-CR)

Example Language for Informed Consents

In accordance with NIH Policy for Data Management and Sharing, and oftentimes as part of the
NIDDK terms and conditions of clinical cooperative agreement awards, study groups may not
continue to exclusively use or share study generated resources until those resources (data and
associated bio/specimens when appropriate) are available to the public via an NIDDK approved
repository or other NIDDK-approved public sources in accordance with the approved Data
Management and Sharing Plan. The NIDDK Central Repository (NIDDK-CR) is an option provided
by NIDDK for some studies to make study generated resources available to the greater
scientific community (see NIDDK-CR policy for eligibility).

NIDDK-CR policy requires that studies approved to submit resources to NIDDK-CR include
appropriate language in the informed consent documents to allow for future secondary use
through NIDDK-CR and for study participants to explicitly consent to sharing resources for
secondary research. Accordingly, consenting language should reflect an intent to share
resources for future research use, whether via NIDDK-CR or other NIDDK-approved repository,
in broad terms, and ensure study participants have a clear understanding of how study
generated resources will be used during the active phase of the study and how these may be
shared and re-used in future secondary research. Therefore, NIDDK-CR encourages the use of
broad informed consent language with minimal, if any, limitations for secondary use in
accordance with any federal, state, tribal, and local laws or regulations, and the use of clear
standardized ontologies and consent clauses.

NIDDK-CR recommends but does not mandate any specific language, understanding that each
IRB may have its own specific guidelines for acceptable informed consent language and, more
importantly, that investigators working with special populations or outside the U.S. may have
special requirements or restrictions related to consenting language and repositing of study
generated resources. However, per NIDDK-CR policy, a study's informed consent form must be
submitted to NIDDK-CR early in the process (before data/specimens are collected) for review
before NIDDK will grant approval to submit study generated resources to NIDDK-CR.

The following is a list of the elements that should be present in the informed consent in order
for resources to be submitted to NIDDK-CR. Along with the listed elements, NIDDK-CR provides
general example language from various IRB-approved or published consensus documents. The
language is intended as a guide, and suggestions are based on current guidelines and best
practices.

1. Provide a description of the Repository

Example: We are planning to analyze data and specimens collected from you during and
after this study is complete. After this study is complete, we are planning to send the
study data and a portion of the specimens collected from you to NIDDK Central
Repository (Repository). The Repository is a research resource supported by the
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National Institutes of Health. The Repository collects, stores, and distributes research
data and associated specimens from people with many kinds of disorders, from
unaffected family members, and from other healthy people. The data and associated
specimens we send to the Repository will not contain any direct personal identifiable
information.

2. Provide a description of the purpose of sending resources to the Repository

Example: Sending data and specimens to the Repository may give scientists valuable
research material that can help them to develop new diagnostic tests, treatments, or
ways to prevent diseases. The purpose of this collection is to make research data and
associated specimens available to other qualified researchers for general research use
[if not consented for general research, then enter health-related research or specified
disease(s)] in the future. There will be an approval process for researchers who want to
work with the data or specimens being held under the guardianship of the Repository.
They will have to tell the Repository about the research they want to do. They may be
required to obtain ethics approval. They will have to sign an agreement stating that they
will not try to find out who you are.

3. Provide a description of how data and specimens will be handled and distributed
after the study has concluded
Example: The data and specimens we send to NIDDK-CR or other NIDDK-approved
repositories will not contain any direct personally identifiable information. While this
study is active, we will be responsible and care for study data and specimens collected
from you, and we may share them with other researchers. After this study is complete,
data and specimens sent to NIDDK-CR will be under the guardianship of the Repository,
which means the Repository will be responsible for the data and specimens collected
from you, they will care for them, and they will make decisions about how they are used.
Your data and specimens may remain in the Repository and be shared for secondary
research long into the future.

4. Provide a description of how the participant’s privacy will be protected
Example: Your privacy is very important to us, and we will take the appropriate
measures to protect it. Your study record will not have your name or other personally
identifiable information, such as your address or contact information. We will replace
this information with a study code. We will limit who has the key that links study codes to
names. Data and specimens sent to the Repository will only have this study code and will
not have your personally identifiable information. The Repository will keep your data
and specimens with data and specimens from all of the people who join this and other
studies and will store all of these records securely. The Repository will take measures to
protect your privacy, although no guarantee of confidentiality can be absolute. The
Repository will not be able to give out information that identifies you to
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the qualified researchers who receive the data or specimens. However, the Repository
and researchers will have some data about you, such as age, sex, diagnosis, [fill in any
other data elements], race, and outcomes of the [enter contributing study’s name] study.
There is always a very small chance that when different data are combined, it could be
used to identify a group you belong to or, less likely, you personally. NIH and NIDDK
have strict guidelines that prohibit people who have been granted access to study
information from trying to identify you.

5. Provide information about potential risks and benefits of secondary research,
including any research publications or potential commercialization
Example: You will not receive any direct benefit or payment for sharing your data and
specimens, but these may benefit the future health of the community at large [or some
particular group]. Researchers will use many methods to analyze your data or specimens,
some of which may not even have been invented yet. Because other researchers will not
have access to your identity, neither you nor your physician will get the eventual results
of future studies that might be performed using your data or specimens. It is possible
that data resulting from future secondary analyses may eventually be used in a research
publication. In that event, your name or other identifying information will not be
included, as this information will not be available to the researchers. It is also possible
that future studies result in findings or inventions with commercial value and may be
patented or licensed, which could give a company the sole right to make and sell
products or offer testing based on the discovery. In that event, you will not receive any
financial benefits, nor will NIDDK or the Repository.

6. Confirm the voluntary nature of sharing for secondary research use
Some studies may consider the use of resources for secondary research as a
requirement for participation, while others may consider the collection optional to study
participation. In general, if there is a direct benefit from participating in the study, then
opt-in/out options may be necessary.
Example 1: Joining [contributing study’s name] is voluntary. You can choose to join or not.
No matter what you decide, now or in the future, it will not affect your care. You will not
lose any benefits or rights and you will not be penalized. If you agree to participate in
this study, you agree to sharing your research data and to placing a portion of your
specimens into one or more repositories, including the NIDDK Central Repository for
future general research use [or health-related research, or specified disease(s)].
Example 2: Joining [contributing study’s name] is voluntary. You can choose to join or not.
No matter what you decide, now or in the future, it will not affect your care. You will not
lose any benefits or rights and will not be penalized. Some parts of this study are
optional, and you can choose to participate or not in the optional parts. For example,
specimen collection for secondary research is optional. If you choose not to send
specimens to the Repository, it will not affect your participation in this study. Please read
the statement below and select the option that is right for you:
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7.

| agree to sharing a portion of the specimens collected from me with the
Repository for use in future research about [for example, general research, health-
related research, or specified disease(s)]

Yes (Initials) No (Initials)

Describe how data and specimens already collected will be managed if a
participant withdraws consent to continue participation in the study

Example: You can change your mind and withdraw consent to participate in this study
up until the end of the study. When study researchers receive written instructions from
you to withdraw consent to continue participation in the study, they will not collect any
more data or specimens from you for the purpose of the study. Research data and
specimens collected up until the time that you withdraw may be retained and used in
order for the study to be scientifically valid. Research data and specimens sent to the
NIDDK Central Repository are given a unique code number and directly identifiable
information is removed. Because data and specimens that have been stripped of
personal identifiers cannot be retrieved, the data or specimens sent to the Repository
cannot be withdrawn.

Other Considerations:

1.

Multiple (nested) opt-in/opt-out options: Studies should weigh the necessity of having
more than one or nested opt-in/opt-out option in the informed consent form. Multiple
nested options may increase data missingness, reduce statistical power, introduce bias
and make it difficult to submit a true representative archival set of materials to the
Repository for use in secondary research.

Ownership of study generated resources: Studies should refrain from including
language in the consent form that refers to study generated materials in terms of
ownership; rather, they should refer to these in terms of guardianship or custodianship.
For example, while the study is active, the study group is the custodian or guardian of
those materials, and at the end of the study they transfer that responsibility to NIDDK.
NIDDK's responsibility does not expire.

Roles and responsibilities of the study team versus those of the repositories: Studies
should differentiate between the roles and responsibilities of the study team while the
study is active and those of the Repository after the study ends and carefully distinguish
between participation in the study and contributing to future research. For example, the
benefits and risks of study participation are different and distinct from the benefits and
risks of agreeing to share research data and specimens for future secondary research.
Use of privacy-enhancing technologies: Studies using privacy-enhancing technologies
such as Privacy Preserving Record Linkage (PPRL) or Global Unique Identifiers (GUID)
should explain to research participants, in plain language, what these technologies do
and don't do, and what if any, additional information may be needed to employ their
use.

Continued use of data and specimens from research participants reaching the age of
majority: Studies should consider the ethical, legal, and practical implications and
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establish the appropriate processes to transition ascent to legal consent for future
research use if an active child research participant transitions into adulthood, or if the
data and specimens collected prior the participant turning the age of consent meets the
definition of “human research” for example if the data and specimens are readily
identifiable (see OHRP guidance for more details). Data and specimens sent to NIDDK-
CR are stripped of individually identifiable information.

6. Studies collecting data using digital health technologies should reference NIH Office of
Science Policy (OSP) guidance Informed Consent for Research Using Digital Health
Technologies: Points to Consider & Sample Language guidance for obtaining effective
informed consent.

Refer to OHRP guidance related to Broad Consent and Withdrawal of Participants from
Research

e Broad Consent
e Withdrawal of Participants

References

e NIDDK-CR Policy

e NIH Office of Science Policy Points to Consider and Informed Consent Sample Language
for Future Use and Sharing

e KPMP model informed consent

e Genomics model informed consent

e NIH Privacy Preserving Record Linkage (PPRL) - GUID

Additional repository description information that can be
used by PlIs applying for IRB approval

Institutional Review Boards (IRBs) or Ethics Committees may request additional information
about the Repository when considering future secondary research use language. The following
is a list of informational items about the Repository that might be useful in preparing an IRB
application.

1. IRB oversight of the NIDDK Central Repository - NIDDK-CR is a non-covered entity
with respect to HIPAA regulations. Individual studies and data coordinating units are
covered entities subject to HIPAA, as are most investigators seeking access to originating
study resources. Therefore, we receive and make available research material that meet
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https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/children-research/index.html
https://osp.od.nih.gov/wp-content/uploads/2024/05/DigitalHealthResource_Final.pdf
https://osp.od.nih.gov/wp-content/uploads/2024/05/DigitalHealthResource_Final.pdf
https://osp.od.nih.gov/wp-content/uploads/2024/05/DigitalHealthResource_Final.pdf
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-august-2-2017/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-withdrawal-of-subject/index.html
https://repository.niddk.nih.gov/static/NIDDK-CR_Policy.pdf
https://osp.od.nih.gov/wp-content/uploads/Informed-Consent-Resource-for-Secondary-Research-with-Data-and-Biospecimens.pdf
https://osp.od.nih.gov/wp-content/uploads/Informed-Consent-Resource-for-Secondary-Research-with-Data-and-Biospecimens.pdf
https://drive.google.com/file/d/1EPCF0Ao_nKz1AJEXkKr12dufh2FOJAlP/view
https://www.genome.gov/about-genomics/policy-issues/Informed-Consent/Sample-Consent-Forms
https://brics.cit.nih.gov/pprl

HIPAA Privacy Rule “minimum necessary” requirements. Any research material may only
be utilized in accordance with the conditions stipulated by the Repository, the approved
Research Project, and the informed consent language.

Transfer and use agreements - The HIPAA privacy rule allows for the creation of a
limited data set (LDS) since fully anonymized data removes variables that are important
for most research. NIDDK-CR has chosen to receive and distribute data using the LDS
method of partial de-identification to maximize the utility of the data for research
purposes. LDS data exclude all direct identifiers but can include indirect identifiers
subject to a “minimum necessary” standard. The HIPAA privacy rule stipulates that
research organizations have to enter into an agreement with the covered entity that is
providing the LDS study-generated materials. As an honest broker, NIDDK-CR enters
into a Material Transfer Agreement (MTA) with the providing entity
(Submitter/Contributing Study) and a Data and Resources Use Agreement (DUA) with
researchers who are granted access to the data and specimens (Requestors).

References

Health Information Privacy: Research
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https://www.hhs.gov/hipaa/for-professionals/special-topics/research/index.html



