TIP SHEET Consent: A Meaningful Consent Process

Facilitating Informed Decision-Making
(Details: Consent Overview)

Research consent must be designed from the perspective of the
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TIP SHEET Consent: Population-Specific Considerations

Vulnerable Populations and Consent (Details:
Protected and Vulnerable Populations)

When prospective subjects are at risk of being unduly
influenced or coerced to participate in research, or have
diminished capacity to consent, additional safeguards must
be considered to ensure consent comprehension and protect
subject autonomy and voluntary participation.

Some of the best tools for minimizing , or appropriately
managing, the possibility of undue influence or coercion are
to:

» Conduct a consent process that allows subjects adequate
time to consider participation and have their questions
answered.

« Ensure the consent process and materials include Key
Information that is relevant to the subject population and
in sufficient detail.

Subjects with diminished or fluctuating consent capacity
(Details: Diminished/Fluctuating Consent Capacity)

« review the Consent Tip Sheet on Assent and Legally
Authorized Representative

Subjects with comprehension barriers or who
cannot write or speak (Details: Comprehension Barriers)

Consent information must be presented in a language that
is understandable to subjects.

Translation, interpretation, or other accommodations may
need to be provided and remain available throughout the
subject’s participation in the research.

Researchers should carefully consider the purpose of the
research and the scientific question when considering the
inclusion and exclusion of these subject populations,
especially when the study may offer significant benefit to
the individual subjects or subject population.

The short form consent process may be appropriate for the
occasional and unexpected enrollment of non-English
speaking subjects when there is no translated consent form
and there is insufficient time and opportunity to obtain a
written translation.

If possible, an electronic copy of the consent form that can
be used with a screen reader should be provided to visually
impaired subjects.

Protected Populations (Details: Protected and Vulnerable Populations)

Research with children requires obtaining permission from a parent or guardian and assent from the child. Permission may be
required from one parent, both parents, or it may be waived or altered by the IRB. Documentation of permission may also be

waived by the IRB.

Children worksheet Consent Tip Sheet - Assent & Legally Authorized Representative

Research with pregnant women and neonates may require the consent of only the pregnant woman or of the pregnant
woman and the father. Information about the reasonably foreseeable impact of the research on the fetus or neonate must be

included in the consent process.

Pregnant Women worksheet Neonates worksheet
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https://www.washington.edu/research/forms-and-templates/worksheet-children/
https://www.washington.edu/research/hsd/guidance/consent/consent-tip-sheets/#4
https://www.washington.edu/research/forms-and-templates/worksheet-pregnant-women/
https://www.washington.edu/research/forms-and-templates/worksheet-neonates/
https://www.washington.edu/research/forms-and-templates/worksheet-prisoners/
https://www.washington.edu/research/hsd/guidance/protected-vulnerable-populations/prisoners/

Subjects with Diminished or Fluctuating Consent
Capacity (Details: Diminished and Fluctuating Consent Capacity)

It may sometimes be appropriate for a legally authorized
representative (LAR) to provide consent on behalf of a
subject with diminished decision-making capacity. These
impairments may be permanent, temporary, progressive, or
fluctuating and the plan for consenting these populations
will depend on these particulars.

Assent from these subjects should also be sought unless the
subject is incapable of providing it or it is otherwise
inappropriate to obtain assent.

Researchers are responsible for:

» Assessing for impaired consent capacity in the subject
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https://www.washington.edu/research/hsd/guidance/consent/#7
https://www.washington.edu/research/glossary/legally-authorized-representative-lar/
https://www.washington.edu/research/glossary/legally-authorized-representative-lar/
https://www.washington.edu/research/hsd/guidance/consent/#6e
https://www.washington.edu/research/hsd/guidance/consent/#6e
https://www.washington.edu/research/hsd/guidance/consent/#6e

TIP SHEET Consent: Reconsent and Ongoing Subject Communication

Reconsent and Ongoing Subject Communication (Details: Reconsent and Ongoing Subject Communication)

Subjects may need to be informed of new information or consent may need to be revisited due to fluctuating consent
capacity or because a child subject has reached the age of majority (review Assent and Legally Authorized Representative). In
these situations, it is important for subjects to be able to reaffirm their willingness to participate in research.

Verbal Discussion

This method may be appropriate for information that: (1) is
simple; (2) does not change risks or benefits; and/or (3) is
not likely to affect subject willingness to participate.

Examples

« Eliminating certain procedures from study visit
» Payment method being changed from cash to gift card
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https://www.washington.edu/research/hsd/guidance/consent/#3
https://www.washington.edu/research/policies/guidance-human-subjects-regulations-2/
https://www.washington.edu/research/forms-and-templates/worksheet-consent/

Consideration

Summary Information

ClinicalTrials.gov

There are additional consent requirements for studies that meet the definition of an applicable clinical trial.

Regulatory requirements for clinical trials

Deception

Genomic Data
Sharing
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Some research may require deception by deliberately misleading subjects about some aspect(s) of the research.
Most often, the subject is deceived about the true purpose of the study in order to avoid biasing the results.
Deception imposes special responsibilities on the researcher because it conflicts with the fundamental ethical
principle that subject make an informed, voluntary decision to participate in research.

Researchers are responsible for:

= Justifying the use of deception in the IRB Protocol.

» Describing any “de-briefing” procedure that will be used to later inform subjects about the withheld or misleading
information, or providing a rationale for why de-briefing is not necessary or appropriate.

Some funders require submission of genomic data to NIH-designated repositories. When this requirement applies,
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https://www.washington.edu/research/glossary/applicable-clinical-trial/
https://www.washington.edu/research/hsd/clinical-trials/#reg
https://www.washington.edu/research/hsd/guidance/ancillary/gds/
https://www.washington.edu/research/forms-and-templates/worksheet-genomic-data-sharing-certification/
https://www.washington.edu/research/policies/guidance-hipaa-2/
https://www.washington.edu/research/policies/guidance-mandatory-state-reporting-2/
https://www.washington.edu/research/hsd/guidance/consent/design/#confidentiality
https://www.washington.edu/research/policies/guidance-data-security-protections/
https://finance.uw.edu/recmgt/retentionschedules



https://www.washington.edu/research/hsd/guidance/recruitment/cold-contact-recruitment/
https://www.washington.edu/research/forms-and-templates/zipline-application-irb-protocol/
https://www.washington.edu/research/hsd/guidance/consent/design/#results
https://www.washington.edu/research/policies/gim-10/
https://www.washington.edu/research/policies/sop-financial-conflict-of-interest-2/
https://finance.uw.edu/ps/how-pay/research-subjects
https://www.washington.edu/research/hsd/guidance/consent/design/#payment
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