


Guidance on Caregivers as Research Participants for Study Teams

There are many names for people who help participants take part in research studies—caregiver, companion, study partner, to name a few. Generally, these individuals who help research participants, hereafter referred to as caregivers, are not considered research participants themselves in studies here at Vanderbilt University Medical Center (VUMC). However, there are cases where they may be participants and need to go through the research informed consent process.
Caregivers can be divided into 2 groups
1. a supporter of the research participant, whether that be a child or an adult, and 
2. a research participant.
This guidance will cover Caregivers who are not the parent of a child participant, since they would be expected to sign a Parent consent document. Caregivers may offer support throughout a clinical trial by providing transportation to and from the research site, making sure study medications are taken, assisting the participant with diary entries or the completion of questionnaires, or observing and reporting clinical outcomes such as adverse events. Caregivers may be completing research related activities, but we must focus on whether the data provided is on the person they support or on themselves.1
When the caregiver’s role is limited to facilitator, observer, or reporter, the caregiver is not considered a human subject as defined by the regulations, and informed consent is not required. 1
Federal regulations 2 define a human subject as “a living individual about whom an investigator (whether professional or student) conducting research:
1. Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or
2. Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimen.”
Thus, if the data or biospecimen is from the person they support, the caregiver is not considered a research subject.
However, caregivers would be considered a research subject when they are providing information about themselves. When a clinical trial is designed to collect data about caregivers such as the caregiver’s distress, their quality of life, or the physical or emotional burden of the caregiving tasks they perform, then the caregiver becomes a research participant. 1
As an example, here are 2 questions that a caregiver may be asked:
1. Does the patient seem sad or say they are depressed?
2. How much distress do you feel due to the patient being sad or depressed?
The first question is asking the caregiver about the patient, while the second question is asking about the caregiver’s distress.  If there are questions like the second one in a survey or questionnaire being completed by a caregiver or about a caregiver, then the caregiver is a research participant.
At VUMC, it is important to determine if caregivers are just supporters of the person being consented for the study or if they themselves are also considered research participants. If caregivers are considered research participants, then an informed consent document for research, containing all the elements of informed consent, as outlined in the Federal Regulations 3, 4 and VHRPP policy 5, would need to be provided. This document would need to be reviewed and approved by the VUMC IRB as an informed consent document.
When the caregiver is not a research subject, informed consent for research is not required. However, study teams should consider providing the caregiver with educational materials such as an information sheet that clearly outlines their role and responsibilities while the person they support is in the research study. 1 Study teams may want to have a document that the caregiver will sign, accepting the responsibilities that they are being asked to do while supporting the participant, but this document would not be considered a research informed consent document.
If a caregiver is not considered a research participant, then the VUMC IRB would not approve an information sheet or agreement form as an informed consent document for research. However, it may be important to keep track of caregivers and the forms they are provided if they help collect data about a research participant. It is recommended that the document for caregivers who are not research participants themselves be renamed as a Caregiver Information Sheet or Caregiver Agreement Form and submitted as a study material.
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