

NIH IRB Assent Guidelines for Research Involving Adults Who Lack Decision-Making Capacity to Consent to Research Participation

All research participants should be given the opportunity to provide affirmative agreement to participate in research, regardless of whether they have the capacity to provide consent. Obtaining assent gives those who cannot provide consent for themselves the ability to exercise their autonomy and should be respected.  It is an ongoing process and should continue throughout the study; for example, participants should be notified of changes that may affect their willingness to continue on study.  
The need for assent will vary by protocol.  If you plan to enroll adults who lack decision-making capacity to consent to research, and/or retain adults who permanently lose capacity to consent to research, you must state in the protocol:
· Whether some, none, or all potential participants will have the capacity to provide assent.  
· If none of the participants will have the capacity to provide assent, explain why they are unable to do so. 
· Your plan for assessing a participant’s ability to provide assent and, if appropriate, for re-evaluating capacity throughout study participation.
· The plan should be tailored to the participant population and the risks and nature of the research.
· Your plan for obtaining assent, considering the specifics of the population(s) you anticipate.
· Assent may be provided verbally or via a written document. 
· If obtaining written assent, provide a separate assent form.
· If obtaining verbal assent, provide a verbal script, or indicate in the protocol which document will be used as a guide for the assent process.
· The process used to obtain assent needs to be documented in each participant’s medical record. If written or verbal assent was not appropriate for a participant, that should be recorded.
· Whether, and how, you plan to respond to a participant’s dissent to individual procedures and/or study participation. 
· If there are circumstances where dissent would not be respected, provide a justification for that.

Protocol Language Examples: The language below is provided for study teams to adapt as appropriate to their protocol.
Participants who Lack Capacity to Provide Assent
Participants in this study do not have the capacity to provide assent due to the nature of [disease/condition] as [provide compelling justification].  As they are not capable of providing assent, assent will not be obtained.
Participants who can Provide Verbal and/or Written Assent
To have the capacity to assent, the participant must be able to understand the general purpose of the research, the nature of the procedures, and must be able to understand the concept of voluntariness. The Principal Investigator (PI) and Associate Investigators with consent privileges will ensure that the assent process for this vulnerable population is implemented. The study team will obtain assent from adult participants in consultation with their legally authorized representative (LAR).  The consenting investigator, with the LAR’s input, will determine the participant’s ability to assent by assessing the participant’s decisional abilities, psychologic and emotional state, as well as the underlying disease or condition, and will decide if the participant [can understand a written assent at their cognitive level] or [can understand a verbal assent process that is customized to their cognitive level].
The LAR and adult participant will be included in all discussions about the study and cognitively appropriate language will be used to describe the procedures and tests involved in this study, along with the risks, discomforts and benefits of participation. To respect the participant’s autonomy, the investigator will encourage the participant to communicate via common gestures, such as head-nodding, lifting arm to seek clarification or stop the discussion, and thumbs-up or down movements to engage with the investigator. However, the investigator is not limited to these techniques and may incorporate other reasonable methods. 
[Participants that do not have consent capacity but can understand the basic elements of the study and its implications will provide verbal assent using [a consent form], or [an assent form], or [a verbal assent script] to guide the discussion.] 
[Participants that do not have consent capacity, but can understand the basic elements of the study, will be asked to provide written assent.]  
The consent and assent processes will be documented in the participant’s medical record, including the assessment of the participants’ ability to provide [verbal/written] assent as applicable. 
We will respect dissent regarding individual procedures and study participation, while also undertaking a careful review to understand the reasons for dissent before determining next steps. 
Related Resources
403 - Policy - Research with Subjects Lacking Capacity to Consent 
IRBO webpage - Adults Who Lack Capacity to Consent to Research
NIH VideoCast - The Ethical Importance of Assent in Adults with Decisional Incapacity
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