
INFORMED CONSENT IN  
NURSING HOME RESEARCH  

 

 
This guide is intended for investigators and study teams planning or conducting research in nursing 
homes (NHs) and other long-term care settings, as well as NH partners supporting study 
implementation. It summarizes practical, ethically grounded approaches to informed consent in this 
setting, including when consent waivers may be appropriate, how to assess capacity and obtain 
resident assent, how to identify legally authorized representatives (LARs), and what to document. This 
guide is compliant with Federal Regulations governing the conduct of research (45 CRF 46.101b). 

This guide focuses on informed consent for studies involving NH residents, but research studies that 
involve NH staff or resident family members as participants may also require informed consent. The 
tables and suggested workflows included below are helpful reference tools to use when designing your 
protocol and preparing Institutional Review Board (IRB) materials.  

 

Why Informed Consent Requires Special Consideration in NH Research 

NH residents as a vulnerable population. NH residents are a vulnerable population under Federal 
Guidelines because of their dependence on others for basic care. Some residents lack capacity to 
provide informed consent for research due to cognitive impairment. Still others have hearing or vision 
impairments that impact their ability to participate in informed consent discussions. Designing an 
informed consent process that is not coercive, involves the right decision makers, and accommodates 
impairments is critical.  

Impact of low consent rates on research findings. While community-dwelling adults agree to participate 
in research at similar rates as younger adults (65%)(1), participation rates in NHs are often substantially 
lower with some studies enrolling fewer than one-third of eligible individuals. Low participation rates 
exacerbate “healthy volunteer bias” in which individuals consenting for research are healthier or more 
motivated than those who do not. Healthy volunteer bias results in research findings that do not 
generalize to the broader NH population and may underestimate intervention risk and/or overestimate 
its benefits. Designing an informed consent process that supports recruiting and retaining a 
representative sample of NH residents can reduce this bias. These factors make it essential that 
investigators design consent processes that both protect residents and enable representative 
participation. 

 

Consent Waivers 

Appropriate use of waivers for all or part of the informed consent process reduces the burden on 
research participants and can increase participation rates and generalizability. Common NH study types 
and their potential use of waivers are summarized below and in Table 1. 

Full Waiver of Consent. Full waivers are most frequently used for retrospective chart reviews, 
secondary data analysis, or use of archived specimens where no new data are collected. However, 
even randomized trials may qualify for a full waiver if outcomes are assessed using data collected in 
routine clinical care, compare accepted treatments or randomize minimal risk interventions at a group 
level. Full waivers of consent can only be granted for studies that pose minimal risk to participants, do 
not negatively impact their rights or welfare, and could not practicably be completed without the waiver. 



If collecting individually identifiable data (including dates), investigators must also show that it is not 
possible to conduct the study without identifiers.  

Even if a full waiver of consent is granted, it may still be appropriate to inform residents and/or families 
about the ongoing study and offer them the opportunity to opt out. State regulators’ expectations about 
participation in research vary, and investigators should discuss the issue of resident notification with the 
NH leadership. One strategy is to provide a letter that the NH can distribute to patients and 
families/LARs, describing how they can decline to participate (e.g., calling a phone number, notifying a 
NH representative). Whenever appropriate, providing residents or families/LARs with the results of the 
study at its conclusion is also required; options include investigator presentations at resident or family 
council meetings or mailings to residents and proxies. 

Waiver of Documentation of Consent. In some situations where individual informed consent is needed, 
it may be possible to obtain a waiver of documentation.  Under this waiver, participants receive all the 
required information about the study but verbally or implicitly provide consent (e.g., by participating in 
an interview or completing a questionnaire) rather than signing a consent form. This option is 
particularly useful in NH research because many potential participants have visual or motor 
impairments that make it difficult to sign a form. It is also helpful to request a waiver of documentation 
for studies that anticipate obtaining consent from families/LARs over the phone to minimize the burden 
of asking them to provide a signed consent form.  A waiver of documentation can only be granted for 
minimal risk studies, or in studies involving sensitive data in which the signed form is the only link to the 
participant.  

IRBs typically require investigators to submit scripts reflecting the information that will be verbally 
provided to potential participants. The script must address all the required elements of informed 
consent (see table 4). Some IRBs will also require that participants be given a written study description 
with investigator contact information.  

Multiple Consent Waivers. Studies may employ multiple types of consent waivers for different aspects 
of data collection. For example, a study might request a full waiver of consent for collecting outcome 
data from the Minimum Data Set (MDS), plus a waiver of documentation for residents and proxies to 
complete patient reported outcomes surveys. 

Table 1. Potential for Waivers of the Informed Consent Process by Study Type 
 
STUDY DESIGN EXAMPLES POTENTIAL WAIVER OPTIONS 
FDA registration 
studies 

Drug, device or vaccine trial None 

Individually 
randomized trials  

Novel resident interventions, 
medications for off label uses, 
comparative effectiveness 
trials 

Greater than Minimal Risk – None 
 
Minimal Risk New Intervention – Waiver of 
Documentation for residents with visual/motor 
impairment and/or telephone consent from 
LAR* 
 
Comparative Effectiveness of Established 
Treatments – Full Waiver if using routinely 
collected outcome data; Waiver of 
Documentation if collecting new data 

Group 
randomized trials  

Infection control interventions,  
EHR alerts, staff education 
programs 

Greater than Minimal Risk – None 
 
Minimal Risk - Full Waiver if using routinely 
collected outcome data; Waiver of 
Documentation if collecting new data 



Prospective 
observational 
studies  

Evaluation of quality 
improvement initiatives, health 
services interventions, new 
payment models  

Routinely collected data – Full Waiver 
 
Collecting new data – Waiver of Documentation  

Retrospective 
studies  

Epidemiologic studies, Target 
emulation trials using existing 
data 

Full Waiver 

Cross-sectional 
studies 

Qualitative interviews, surveys Waiver of Documentation  

*Legally Authorized Representative 
 

Practical Issues for Informed Consent in Nursing Homes 

When Informed Consent is required, 
the overall process is depicted in 
Figure 1.  

Who should obtain consent. Although 
NH staff are on site and have trusted 
relationships with residents and 
families that facilitate consent 
discussions, it is usually neither 
practical nor advisable for NH staff to 
lead the research consent process. 
First, having NH staff obtain consent 
meets the federal definition of the NH 
being “engaged in research,” triggering 
additional requirements for research 
ethics training, IRB oversight, and a 
Federalwide Assurance number. 
Second, competing clinical demands 
make the additional effort of consenting 
residents challenging for staff to fulfill 
and research may not progress as a 
result. Finally, vulnerable residents may 
feel coerced to participate when asked 
by staff whom they rely on for daily 
care.  These issues are avoided when 
study staff lead the consent process 
under the supervision of the 
investigator, recognizing that this may 
increase the need for travel, impact the 
budget, and create additional logistical 
considerations. A blended approach can be used, in which the study is introduced by NH staff and a 
“warm handoff” is made to the study team to complete the informed consent process.  Other strategies 
that leverage NH staff in the consent process are listed in Table 2. 

Logistical issues. Beyond regulatory considerations, successful informed consent processes in NHs 
require planning around operational constraints within the setting. Table 2 outlines several logistical 
issues and potential approaches to address them.  

 



Table 2. Logistical issues related to informed consent in NHs with potential approaches  

ISSUE POTENTIAL APPROACHES 
Participant 
Identification 
and Eligibility 
Screening 

• Study staff are granted read-only access to NH electronic health records 
(EHR) or other data sources  

• Study staff review a list of names identified through the NH EHR with NH staff 
to screen out residents who may be ineligible due to conditions not listed in 
the EHR 

• NH staff provide a list of potentially eligible residents and/or family/LAR 
contact information; screening is completed during a study visit (in-person or 
telephone) by study staff 

• Some IRBs do not allow direct outreach from study teams (“cold calls”) 
o NH staff can approach the individual for permission before providing 

their name to the study team 
o Investigators can provide a letter for the NH to distribute to potential 

participants or their families/LARs with a mechanism to opt out of 
further contact (e.g., phone number, NH staff notification) 

Protecting 
Personally 
Identifiable 
Information 
(PII)* 

• The NH designates a quiet private space to hold informed consent 
discussions  

• Study staff create a secure communication channel for NH and study staff to 
share PII needed for consent (e.g., encrypted email, secure fax, secure data 
upload) 

• Study staff obtain secure storage for hard copy documents containing PII, 
including during transport between the NH and investigator’s institution 
(locked, portable storage container) 

• Study staff specify what data elements need to be shared and where pre-
consent data are to be stored (e.g., screening logs, clinical information on 
screen failures) 

Handling 
Signed Consent 
Forms 

• Study staff obtain access to a printer and/or scanner in the NH  
• Study staff determine the process for providing a copy of signed consent form 

to participants (e.g., hard copy left in resident room, mailed to family/LAR) or 
request waiver of this aspect of consent  

• Study staff determine if the NH wishes to keep a copy of the informed consent 
document or scan it into the EHR  

Coordination 
between NH 
and Study Staff  

• Both parties agree on timing of consent visits to minimize interruption of 
clinical care 

 
*Requires a Data Use Agreement (DUA)  

 
Accommodations to Facilitate Conversations about Informed Consent with NH Residents 

Simple strategies to accommodate cognitive, motor, and sensory impairments common in NH residents 
can greatly facilitate the informed consent process.  These include: 

• Hearing protocol - reduce ambient noise, ensure hearing aids are in place and turned on, have 
a portable amplification device available 

• Vision protocol – use high-contrast materials, large font, add additional lighting, ensure 
residents who wear glasses have these available, provide a magnification lens  

• Cognitive protocol – develop a clear simple message describing the study and helping 
participants understand the purpose and their role.  Provide a visual study summary with 
graphics to depict key study activities. Ask participants if they would like to include others during 
the discussion. 



• Motor protocol – provide a portable lap desk for study documents, request a waiver of 
documentation when appropriate, create a process for documenting consent from residents who 
lack the physical ability to sign their name 

• Allow extra time to complete informed consent.  Plan for multiple visits when needed. 
• Ask NH staff to help identify the optimal time to approach the resident about participation; avoid 

approaching the resident in the late afternoon or after tiring activities.  

Tools and training for study teams to help them accommodate older persons with multimorbidity in all 
aspects of research, including the consent process, can be found at https://5tsframework.duke.edu/  

 

Capacity Assessment and Assent 

Assessing Capacity.  Two-thirds of NH residents in the U.S. have a diagnosis of dementia, and so 
assessing capacity to provide research informed consent is a critical step. Dementia is under-
documented in the medical record and sometimes not recognized by staff; therefore, it is recommended 
that investigators assess and document capacity in all potential participants who are alert and verbal 
regardless of their medical history or staff report.  

As in clinical decision making, the capacity to consent for research is decision specific. Because the 
complexity and risk of projects vary, a resident may have the capacity to consent for some types of 
research but not others. Cognitive screening test scores (e.g., MoCA, SLUMS, MMSE, MiniCog) do not 
assess decision-making ability directly and should not be used as a substitute for assessing capacity 
because they can misclassify capacity for a significant proportion of residents. For example, a study of 
NH research participants in the UK showed that MMSE score predicted capacity for consent with an 
area under the curve (AUC) of 0.86, with an optimal cut-point score of 13-14. However, using this 
threshold misclassified 24% of residents as lacking capacity when they actually were capable of 
providing informed consent, and 21% as having capacity when they did not.(2) Therefore, it is 
recommended that investigators use validated research capacity assessment tools rather than 
cognitive screening tests to determine capacity to consent. 

Research capacity assessment tools help researchers to assess four elements: 1) the ability to 
understand information about the study, 2) appreciate its relevance to them, 3) reason about choices by 
weighing the risks and benefits, and 4) express a choice. Tools are tailored to the specific protocol and 
begin with the researcher summarizing the key information about the study. Residents are then asked 
questions to assess their understanding and reasoning, and their responses are typically scored (e.g., 
inadequate understanding, partial recall/flawed logic, clear and accurate understanding). Most tools do 
not have a defined cutoff score but require investigators to use the results in each domain to inform 
their clinical judgement. In practice, however, it is common to pre-define a minimum score for 
proceeding with independent informed consent in the IRB protocol and study operating procedures for 
consistency and clarity (e.g., all items scored at least 4 out of 5). 

Tools vary in length and the training required to administer them, and there is no single tool that is 
appropriate for all NH research. Rather, the tool should be selected based on the study’s complexity 
and level of risk: brief tools may be sufficient for simple, low risk studies while significant risk studies 
should use a more detailed assessment (e.g., MacArthur Competence Assessment Tool for Clinical 
Research). In higher risk situations, a two-stage screening process can be employed, with a brief tool 
used to quickly identify those who clearly lack capacity, and the more comprehensive tool used to 
classify the rest. Select capacity assessment tools that have been validated in NH and/or cognitively 
impaired populations are listed below.(3)  

 

 

https://5tsframework.duke.edu/


Table 3. Capacity for research consent tools  
 
CAPACITY ASSESSMENT 

TOOL DESCRIPTION VALIDATION 

MacArthur Competence 
Assessment Tool for Clinical 
Research (MacCAT-CR)(4) 

Semi-structured interview format 
with 21 items, 20-30 minutes, 
assesses all domains of capacity 

Considered a gold standard, 
validated in cognitively impaired 
and seriously ill populations(5, 
6) 

University of California San 
Diego Brief Assessment of 
Capacity to Consent 
(UBACC)(7) 

10 items, 5-7 minutes, assessing 
understanding, appreciation of 
voluntariness, and reasoning 

Validated in mental illness, 
cognitive impairment(8) 

Evaluation to Sign Consent 
(ESC) 

5 items, <5 minutes using a “teach 
back” format to assess 
understanding of study risks and 
procedures 

Validated in NH residents with 
cognitive impairment(9) 
 

Brief Informed Consent Test 
(BIC) 

11 True-False items, 5-10 minutes, 
primarily assessing understanding 

Validated in older adults with 
dementia(10) 

Older Adults’ Capacity to 
Consent to Research 
(OACCR) 

4 items, <5 minutes, assesses 
understanding and voluntariness 

Validated in NH residents in 
Korea(11) 

 
Some investigators have successfully used a “teach to goal” consent strategy to increase the proportion 
who can consent on their own behalf.(12) After being read the consent information, potential 
participants are asked questions about the key elements of the study. For any elements that are 
answered incorrectly, the relevant section of the consent document is re-read or additional explanatory 
materials are provided. This process is repeated until all elements are answered correctly, or until a 
maximum number of attempts is reached. Teach to goal may be an especially useful strategy to 
improve generalizability in studies requiring active resident participation (e.g., advance care planning 
interventions) or when consent materials are complex. Investigators should describe this approach in 
their IRB protocol if they anticipate using iterative explanations to support participant understanding. 

Assent for Residents Lacking Capacity. If a resident lacks the capacity to provide informed consent, 
investigators must still seek and document their assent to participate in research when feasible. Assent 
is defined as active agreement rather than simply failure to object to participation. Investigators should 
inform the resident about the research purpose, risks, and benefits in a way they can understand, then 
ask for their agreement to proceed. A resident’s verbal dissent or refusal must be respected, even if the 
family/LAR provided informed consent to participate. Depending on the type of study, assent may only 
need to be obtained once (e.g., one-time interview, application or wearable technology for prospective 
data collection), or before each study visit/procedure.  

Sample script for requesting assent: “Hello, [name], I’d like to talk with you about a project I’m 
doing.  We want to learn more about [simple description of study purpose in everyday 
language], and are asking if you’ll [simple description of study procedures]. Your [family 
member] said it’s okay for you to participate, but what matters most is how you feel about it. You 
don’t have to do anything you don’t want to do. Do you feel comfortable taking part? If at any 
time you want to stop, just tell me or show me and we will stop right away. Your comfort is 
important to me.”  

Some residents may be incapable of providing verbal assent or dissent due to moderate to severe 
dementia or brain injury. Nonverbal signs that a resident is dissenting to participation include facial 
expressions, body posture, gestures or actions, or vocalizations suggesting distress. Investigators 
should work with their IRB to determine the appropriate process in the event that the residents are 
unable to provide verbal assent.  



Suggested Capacity Assessment Workflow is found in Figure 2. 

Informed Consent from Families/LARs 

Family/LAR Perspectives on Research 
Participation. Studies suggest that 
families/LARs authorize participation at higher 
rates than patients would, especially in minimal 
risk studies.(13) A qualitative study of 
family/LAR decision-making for older adults 
with dementia who were approached to 
participate in a clinical trial suggested that 
reducing the burdens and risks of participation 
as much as possible, describing safety 
monitoring protocols, and obtaining the 
endorsement of the primary medical team were 
strategies that increased their willingness to 
consent for research for their loved one.(14)  

Resident Representative vs. LAR. All NHs are 
required to list a resident representative in the 
health record –an individual chosen by the 
resident (generally a family member or friend) 
to assist with decision-making, access records, 
manage finances, and receive notifications on 
their behalf. In contrast, a LAR holds specific, 
formal legal authority to make decisions when 
a resident lacks capacity (e.g., guardian, power 
of attorney for healthcare, health care proxy). 
The resident representative may or may not 
also be the LAR, therefore, the investigator 
needs to verify and document who has 
decision-making authority for the resident. If a 
LAR is not clearly identified by the NH, the 
investigator should verify with the resident 
representative whether they are the legal 
guardian, power of attorney for healthcare, 
health care proxy, or (in the absence of these 
documents) the resident’s next of kin. Next of 
kin designations vary by state, and the 
investigator should ensure that they are 
familiar with relevant state law about the priority order and receive IRB approval for the process that will 
be used to identify the LAR. 

Supporting Family/LAR Substituted Judgement. In most respects, the informed consent process is 
similar when obtained from a family member/LAR. The individual must receive the full informed consent 
discussion and documentation and must demonstrate that they understand the study well enough to 
make a decision on behalf of the resident. The main difference is that with standard consent, a resident 
uses their own preferences and values in decision making whereas a family member/LAR is ethically 
obligated to use substituted judgement (i.e., what the resident would have wanted), or if this is 
unknown, decide whether participation is in the resident’s best interest. It is advisable to include a 
reminder of this obligation in the consent script with a family member/LAR. It is also advisable to inform 
the family member/LAR that the team will obtain resident assent before starting any study procedures 
and describe how this will be done.  



“Based on what you know about [resident’s] preferences and values, do you think [he/she] 
would want to participate in the research or not?  If you are not sure, do you think it is it is 
[name’s] best interest to participate or not?” 

“If you agree for [name] to participate, our team will tell [him/her] about the study’s purpose and 
make sure that [he/she] also agrees to participate before we proceed. If at any time [he/she] 
tells or shows us that [he/she] is uncomfortable, we will stop what we are doing.”  

Logistical Considerations for Family/LAR Consent. Because many family members/LARs visit the NH 
infrequently, it is advisable to plan for informed consent discussions to occur over the phone or during a 
secure videoconference. Study teams may need to schedule informed consent meetings with the family 
member/LAR in advance and offer evening and weekend options to accommodate work schedules.  

A waiver of documentation of informed consent may be appropriate for low-risk studies. If required, 
electronic signatures can be obtained from family members/LARs using REDCap, Adobe Sign, or other 
approved research tools, with a link sent via text or email to the family member/LAR. Copies of the 
signed informed consent document can be sent to the family member/LAR electronically. Some family 
members/LARs may lack digital capabilities, and having an IRB-approved option to mail written 
documents is advisable.  

 

Re-Consent Plan 

If the study poses significant ongoing risk or burden to participants over an extended time, investigators 
should plan for circumstances that may require re-consenting participants or their representatives.  

Triggers for Reconsent. In addition to the usual requirement for re-consent based on new findings that 
change the risks/benefits of the study, the investigator should plan for reconsenting the resident and/or 
family/LAR during the study based on significant changes in the resident’s status.  Reasons to consider 
re-consent include: 

• Hospitalization or other serious acute illness 
• Significant cognitive change in a resident who provided their own consent (e.g., new delirium, 

advancing dementia)  
• Change in care goals (e.g., palliative care or hospice referral) 
• Change in LAR (e.g., death of a spouse) 

Depending on the level of risk and duration of the study, the investigator may need to develop a 
mechanism to proactively identify these events, such as a periodic review of the EHR or communication 
with NH staff. When identified, study staff should repeat the process of capacity assessment and, if 
indicated, pause study procedures until informed consent can be obtained from the current LAR. 

 

NH Informed Consent Documentation Considerations 

Study record documentation of the informed consent process with NH residents should include the 
following information: 

• Results of the capacity assessment, and why the participant lacks capacity if applicable 
• The identity, legal authority and full contact information of the family member/LAR, if applicable 
• If family/LAR consent is obtained, participant’s assent or dissent  
• Accommodations used to support understanding 
• Confirmation that signed copies of the consent form were provided to the resident, family/LAR, 

and NH as applicable 



• Need for re-consent for changes in participant capacity or change in family member/LAR during 
the study  

• An impartial witness attesting to the completeness of the informed consent process is usually 
required if the resident/LAR is unable to read the consent form (due to blindness, 
literacy/language barriers, etc.) or is physically unable to sign it. IRB requirements for witness 
signatures vary, and investigators should seek guidance from their local experts. 

 

Best Practice Summary 

Key elements of the informed consent process, special considerations for NH research, and best 
practices are summarized below 

Table 4. Elements of Informed Consent and suggested practices in NH research 
 

ELEMENT DESCRIPTION BEST PRACTICES FOR NH RESEARCH 
Understanding Information must be in 

simple, understandable 
language 

• Accommodations for hearing, vision, and cognitive 
impairments available 

• Study staff training in communication with older adults 
Voluntariness Participation must be 

freely chosen, with the 
right to withdraw 
anytime 

• Regular opportunities to opt out as goals change 
• Protocol flexibility to accommodate participant fatigue, 

availability (e.g., appointments, hospitalizations) 

Competence The individual must 
have the mental 
capacity to make the 
decision 

• Capacity assessment process that includes the use of 
a validated research capacity assessment tool 

• Family/LAR identification and verification 
• Re-consent triggers for change in status 

No Coercion Avoid undue influence 
or pressure 

• Study staff rather than NH staff obtain consent 
• Assent for individuals who lack capacity when feasible 
• Assurance that participation decision will not impact 

NH care provided 
Opportunity to 
Ask Questions 

Individuals must have 
time to ask questions 
and have them 
answered 

• Offer second consent visit 
• Ask if participant wishes to include others during the 

informed consent discussion 

 

Tools and resources 

1. Capacity for research consent tools and validation references 
2. Links to 5Ts staff training materials https://5tsframework.duke.edu/  
3. Sample consent forms  
4. Telephone scripts for waiver of documentation studies 
5. Sample/templated language for requesting waiver of IC, documentation  
6. Examples of study protocols for obtaining consent  

 

 

 
Funded by U24AG087939, NIA 
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