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3 
Differing Understandings of Informed Consent 

Held by Research Institutions, People with 

Intellectual Disability, and Guardians 

Implications for Inclusive, Ethical Research 

Britteny M. Howell and Karrie A. Shogren 

Introduction 

Approximately 1-3% of the world's population experiences an intellectual disability 

(ID) (Maulik et al., 2011). Despite social and medical gains over the past several dec

ades, people with ID are significantly more likely to experience poorer health and 

quality oflife outcomes than people without (Beadle-Brown et al., 2016; Krahn et al., 

2015). Research participation can play an important role in reducing such persistent 

disparities; however, people with ID remain under-represented in research for a variety 

of reasons, including the assumption that they are unable to provide informed consent 

for participation (Brooker et al., 2015). In this chapter, we address differing understand

ings of informed consent that may be held by research institutions, people with ID, and 

guardians of people with ID. We also address alternative strategies for increasing par

ticipation of people with ID in research, which is necessary for inclusive practice and to 

increase access to evidence-based practices and quality-of-life outcomes. 

Assumptions about the ability to consent and participate in research are often 

shaped by the understanding of disability adopted by stakeholders. Historically, dis
ability has been understood from a deficits-based perspective, a focus on what people 

with ID cannotdo in the process of providing informed consent using standard mech

anisms established by research institutions. However, contemporary understandings of 

disability, rooted in social-ecological models, recognize that disability results from an 

interaction between personal capabilities and environmental demands; when there is 

mismatch, a need for support is created (Thompson et al., 2009). By understanding this 

need for support, alternative participatory strategies can be devised congruent with the 

needs of people with ID that enable them to engage in the informed consent and re

search process, respecting the right to self-determination, as well as meeting the de

mands of research institutions. 
Related to conceptualizations of disability, another barrier to increasing research 

participation of people with ID is that research institutions, people with ID, and 
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guardians of people with ID often disagree on the acceptable levels of risk for res_earch 

(Slaughter et al., 2007; Swaine et al., 2011). Since approximately half of a~l people i~ the 

United States with ID and developmental disabilities have legal guardians (National 

Core Indicators, 2016), researchers are frequently required to obtain informed consent 

from guardians (also called "proxies"). Even when people with ID are not in guardian

ship arrangements, issues related to providing accessible information that ~nab le~ in -

formed consent requires consideration. Informed consent is a process that is reqmred 

by research institutions and/ or federal regulations of many nations which aims at en -

suring research participants, or their proxies, understand and agree to all aspects and 
risks of their participation. 

In the United States, people with ID have been designated a vulnerable population 

in the context of research participation, along with other groups, including children , 

prisoners, and pregnant women. A vulnerable population is defined as one in which the 

subjects are likely to be susceptible to coercion or undue influence and requires the con -

sideration of additional research safeguards (Office for Human Research Protections, 

2009, Subpart A, Section 46.111). The US Office of Human Research Protections 

(OHRP) provides extensive guidance on involving children and prisoners in research , 

but none specific to people with ID (US Office for Human Researh Protections, 2018), 

leaving much of the burden of determining the most useful supports to engage people 

with ID in the consent process to institutions and individual researchers. 

Owing to the high rate of guardianship in the United States mentioned earlier, many 

adults with ID cannot legally consent to research participation. Generally, when a vul 

nerable subject, like a child, cannot provide informed consent, researchers must obtain 

consent from the legal guardian and assentfrom the research subject. However, OHRP 

defines assent only as "a child's affirmative agreement to participate in research;' and 

does not address how or when adults with ID might provide assent or consent (OHRP, 

2009, Subpart D, Section 46.402). Indeed, when adults with ID have a legal guardian , 

the decisions of the guardians can often supersede the wishes of the individual with ID 
to participate in research or not. 

When an individual does not have a guardianship arrangement, they can consent to 
participation, but research information must be provided in an understandable way. If 
consent protocols are not accessible to adults with ID, then obtaining informedconsent 

may not be possible and research participation may be restricted. Federal regulation 

allows research institutions to determine whether or not consent/assent is required for 

research proposals via individual Institutional Review Boards (IRBs), which results 

in variation in informed consent/assent procedures both within and between institu 

tions (Grady, 2015). Researchers working with the ID population are often compelled 

to obtain informed consent from parents and guardians whenever possible in order to 
comply with IRBs, even when not legally necessary. 

Some researchers contend that these informed consent-by-proxy and assent proced

ures ~educe individuals' personhood and self-determination in the research process 

(Dewmg, 2~02;_I~cono and Murray 2003) and are not consistent with social-ecological 

models of disability and support needs. Therefore, differing understandings of research 
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risks and informed consent among institutions, individuals, and their guardians result 

in significant research barriers. This chapter focuses on describing considerations for 

research institutions, people with ID, and their guardians (when necessary) to under
standing and removing such barriers. 

Research institutions 

US research institutions have IRBs that provide ethical review and oversight of studies 

involving human subjects. These boards are made up of community members and re

searchers, usually from a variety of fields. Since IRBs were created in response to past 

research abuses, board members tend to hold protective views regarding the need 

to ensure informed consent in research, often utilizing deficit-based models that as

sume that people with ID cannot understand research risks and give consent/assent. 

Best practices dictate the capacity to consent/assent be made on an individual basis; 

however, IRBs often request set procedures, protocols, and even lengthy assessments 

be utilized for determining capacity beforeresearch begins (Iacono, 2006). This intro

duces challenges to individualizing consent/assent practices based on the support 

needs of people with ID because the processes and information each participant will 
need to consent/assent cannot be known before research participation begins . Since 

IRBs rarely have people with ID or disability advocates on their boards, the people 

making decisions about capacity to consent are often those without any direct expertise 

(Klitzman, 2012). This process perpetuates the lack of emphasis on the unique needs 

of people with ID to participate fully in consent/assent procedures, limiting participa

tion in broader, population-based research studies. When studies directly target people 

with ID, the lack of individualization of procedures continues to introduce challenges 

to participation (Iacono and Murray, 2003). Utilizing a "better-safe-than-sorry" model 

of research ethics may have resulted in a degree of paternalism that has reduced in

volvement of people with ID in research, rather than promoting their rights and inclu

sion in research (McDonald and Patka, 2012). 
McDonald and colleagues (2016a; 2017) conducted focus groups with IRB members, 

individuals with ID, their guardians, and others, and found that IRB members consist

ently underestimated how often people with ID would consent to research and which 

recruitment strategies they found most appropriate. The authors also report that people 

with ID believed their exclusion from research to be far more harmful than did IRB 

members. IRB members were least likely to think that proxy consent procedures were 

harmful, and were more likely to rate potential psychosocial risks as more harmful than 

individuals with ID. These are important differences in the way IRB members view re

search risks and appropriate consent/assent procedures, which likely affects research 

participation for people with ID. 
To promote self-determination and respectful participation in research, policies and 

practices should not rely solely on the viewpoints of research institutions, but instead 

should meaningfully incorporate the views of adults with ID and integrate current 
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understanding of disability and support needs. Ideally, people with_ ID would be in

cluded in IRBs, and IRB members would receive training and education on vulnerable 

populations, guardianship, and accessibility. When IRBs more accurately represent the 

communities they serve, they may be better able to explore _ways ~o encourag~ research 
participation, both in targeted research projects on ID and mclus1ve, population -based 

research (Hammel et al., 2016; T. Iacono and Carling-Jenkins, 2012). 

Guardians and other supporters 

A guardian is a court-appointed individual with legal authority to care for the personal 

and property interests of another person, called the ward. A guardian is appointed 

when a ward is deemed unable to make or communicate safe or sound decisions or has 

become susceptible to fraud or undue influence (National Guardianship Association, 

2018). Social-ecological understandings of disability raise questions about the appro

priateness of some guardianship arrangements and propose supports-based alterna 

tives (Glen, 2015). Guardians are often family members or friends of the ward, but there 

are also paid guardians who support many wards. A guardian or other family member 

may be asked to consent to research on behalf of an individual with ID not only in 

the case oflegal guardianship, but also when research information and informed con

sent paperwork is not accessible to the individual with ID. Likewise, IRBs may require 

proxy consent from family members or staff supports when there is uncertainty about 
an individual's ability to understand the informed consent document. 

When presented with information about studies, researchers have found that guard

ians may be less likely to consent than the person with ID. Lennox et al. (2005) report a 

degree of suspicion among guardians regarding participation of their ward in research. 

They also report that identifying and locating guardians , who often do not have a daily 

role in decision-making, to obtain informed consent contributed to low recruitment of 

people with ID in their research. Swaine et al. (2011) found that legal guardians were 

significantly less likely to consent to research participation (61%willing to participate) 

than their wards (83%) and people with ID who did not have guardians (86%). These 

divergent perspectives suggest a need to consider how to balance understandings of 

risks and benefits across the various stakeholders, including people with disabilities, 

legal guardians, and researchers. Some argue that guardians may be too restrictive, 

while others argue that guardians may fear their wards to not understand risk. In ei

ther scenario, there must be a discussion of the values, preferences, and needs of people 

with ID in research participation decisions as each individual person, with or without 

a disability, will have a unique approach to considering risks and benefits. This is why 
individualization in the consent/assent process is important (Millar, 2007). 

The discrepancies in perspectives may also emerge from past research abuses in 

the ~eld of!~ that increase guardian suspicion of research in general (Iacono, 2006). 

F~'~l'. guardians c_ommonly hold the belief that their wards are too trusting, that they 

will sign the form ifsomeone was telling [them] to:'despite not understanding to what 
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they were agreeing (McDonald et al., 2015). It can be difficult for some parents to rec

ognize when their children with disabilities have become adults, and to adjust their 

views and expectations from protecting their children to empowering them (Hammel 

et al., 2008; Kramer, 2018). 

Guardians may also be reluctant to consent to research if they are unable to per

ceive a direct benefit (Hammel et al., 2008; Kramer, 2018). Information about research 

participation, benefits, and risks may not always be tailored to guardians who need to 

weigh risks and benefits for their ward. These divergent opinions suggest major barriers 

to communication about participation in research. Even under guardianship arrange

ments, there should still be a focus on supporting participation in decision-making and 

promoting self-determination. It is important that all parties are cognizant of risks and 

benefits . As the person with ID is ultimately the participant, they should be involved in 

the decision-making process and fully informed in providing consent/assent. 

People with intellectual disability 

For people with ID to participate in consent/assent processes related to research, in

formation needs to be made accessible and relevant using the communication styles 

they prefer . The amount of information disclosed, the processes followed, and level of 

individual understanding of consent/assent for research projects vary greatly (Grady, 

2015) , and research with the ID population is no exception (McDonald and Kidney, 

2012). Researchers commonly note that the length, complexity, and required legal lan

guage of informed consent may make the paperwork difficult for individuals with and 

without ID to understand (Cook and Inglis, 2012). However, McDonald et al. (2013) 

have conducted research into the views of individuals with ID, which indicates that 

many people do understand that consenting to research is a way to participate mean

ingfully in activities that potentially benefit themselves or others. 
McDonald et al. (2013; 2017) provide interview and focus group data to suggest that 

many people with ID do not want to be left out of research opportunities that have the 

ability to increase the community's understanding of the lives of people with disabil

ities. Indeed, individuals with ID perceive more benefits to their research participation 

than IRB members or guardians, such as feeling like they are helping others, learning 

new things, meeting people, doing something new, and ensuring the community learns 

more about people with disabilities (McDonald et al., 2016b ). Such benefits of research 

participation correspond to the key features of community inclusion that are important 

for people with ID, ensuring their lives have meaning, choice, and responsibility (Dean 

et al., 2016). 
The work of McDonald et al. (2015) shows that people with ID are more likely to 

consent/assent to research than IRB members or guardians. It also suggests that people 

with ID would not indiscriminately agree to participate in allresearch. People with ID 

can often articulate in which studies they would decline participation, such as medi

cation trial~ that involve greater risk and uncertainty, or research into very private 
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matters. Contrary to what many guardians assume regarding trust, people with ID i~

dicate notbeing overly trusting of strangers or unfamiliar places because o~ past expen-

ences. This . researc h suggests more focus is needed on how to create accessible research 

information and consent/assent procedures for truly ethical practice that focuses on 

supported participation. 

Obtaining consent/assent from individuals with ID 

There is no consensus among researchers outlining best practices to obtaining in 

formed consent/assent from a person with ID to participate in research (Swaine et al., 

2011). A variety of techniques have been tried with small samples for acceptability 

and feasibility, including teach-back methods in which the researcher verifies under

standing by having the individual repeat back the study risks and procedures (Tamariz 

et al., 2013). These approaches have not been systematically integrated into protocols 

for research participation by adults with ID nor do they always address individualized 

support needs. Several studies have been conducted by administering assessment in -

struments to test people for their capacity to consent; however, these consent proced 

ures demand far more of people with ID than for other research participants (Iacono , 

2006) and have been criticized for fostering paternalism (Fisher, 2003). Fisher (2003) 

argues that such strict consent processes focus on the individual's impairments and are 

so disempowering that these procedures themselves can impair the ability of people 

with ID to make informed decisions. Further, these methods have not been developed 

in partnership with people with ID, and as such limit the identification of effective ways 

to promote consent, assent, and participation from the perspectives of those affected . 

Some have argued that without including these perspectives of people with ID, it is not 

possible to enable inclusive research practices that increase understanding and self
determination (McDonald and Raymaker, 2013; Rosner 2015). 

Research shows a need for capacity-building and adapted consent/assent procedures 
rather than the lengthy legalese of the informed consent document (Foe and Larson, 

2016; Sigstad, 2014). People with ID may best respond to tailored consent/assent prac 

tices that utilize their individual strength and support needs, where consent/assent 

procedures may look quite different from one participant to the next (Cameron and 

Murphy, 2007; Ferguson and Murphy 2014). Research institutions and their governing 

bodies must determine ways to address these needs in current practices. Tailored ap

proaches fit well within recommended best practices for supporting people based on 

their individual support needs in other life domains (Shogren, 2013a; Shogren et al., 

2015); howe~er, current paradigms for understanding disability and support needs 

have not yet mfluenced the research participation and consent/assent process . These 

and othe~ studies suggests that researchers should move away from thinking about 

peopl~ with ID as having an impairment of consent capacity and move towards under

standm~ of support needs of people with ID for meaningful consent and developing 

responsive, emergent processes that engage the person (Fisher, 2003; McDonald and 
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Kidney, 2012). The need for supports in decision-making and consent/assent should 

not be seen as a reason to limit participation, but instead used to devise the best indi

vidual support strategies to enable participation and self-determination. 

Participatory approaches have the power to enhance participation of people with 

ID in research and enable informed consent/assent. The principles of participatory re

search emphasize valuing all types of knowledge and individual strengths to engage 

in an empowering form of inclusive research focused on productive relationships 

between researchers and community members that should include the consent/as

sent process. For example, involving individuals with ID as participant researchers in 

all steps of a research study was effective at increasing engagement in the study and 

moving beyond just using simplified language, visual aids, or teach-back methods 

(Cook and Inglis, 2012). Researchers advocate for more participatory action research 

approaches for people with ID on the grounds that such methods enable the pursuit of 

research agendas that better reflect the priorities of people with ID, facilitate knowledge 

translation, and ensure greater informed and engaged participation in the research by 

involving them and seeking input in all steps of the research process (Jurkowski, 2008; 

McDonald , 2017; Rosner, 2015; Stack and McDonald, 2014). 

There is also a growing focus on alternatives to guardianship, namely supported 

decision-making (SDM), which focuses on identifying the support needs related to 

decision-rp.aking for a person with ID and developing systematic plans for provisioning 

these supports without the need for the removal oflegal rights. SDM refers to the rela

tionships, practices, and agreements designed to support a person with a disability to 

make and communicate their decisions to others (Dinerstein, 2012). Utilizing SDM, 

people with ID can exercise their right to make their own legal decisions, including 

research participation, with the assistance of a circle of trusted individuals they have 

selected , rather than relying on the final word of a legal guardian. An individual's family 

members, community supports, and/or friends may constitute a supportive network 

that can assist them to engage fully in the decision-making process. Studies show that 

individuals with ID feel most comfortable utilizing such "trusted gatekeepers" to help 

them navigate the informed consent/assent process, not to make decisions for them 

(McDonald et al., 2013). 
Emerging tools such as the Supported Decision-Making Inventory System (SDMIS) 

can be used to identify specific support needs related to decision-making and to build 

the individualized supports needed to enable participation in research and other life 

domains (Shogren et al., 2017). The SDMIS includes questions about capacities for 

decision-making, current decision-making demands in major life domains ( e.g., finan

cial, health, relationships, community living), and supports needed to participate in the 

decision-making process . It was designed to provide information to supporters that 

could lead to effective SDM arrangements consistent with emerging policy and prac

tice. Other nations such as Sweden, Israel, and Ireland have established such legal alter

natives to guardianship that enable people with disabilities to designate supporters that 

can participate in the decision-making process for legal and other complex decisions, 

potentially including research participation (Autistic Self Advocacy Network, 2017). 
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Conclusion 

Ethics protocols may not fully consider the unique supports for people with ID that can 

facilitate informed consent and research participation, often instead acting to deny ac

cess to research opportunities for people with ID (Lennox et al., 2005). Stringent ethical 

requirements continue to challenge researchers in the field ofID and limit the partici

pation of people with ID in broader population-based research, but a supports-based 

and participatory framework in the context of research participation for people with ID 

and their families/guardians has the potential to increase productive research relation

ships (Iacono and Carling-Jenkins, 2012; United Nations, 2006) and contribute to the 

development of knowledge and the promotion of valued outcomes for people with ID 

and the broader community. 

It is the researcher's responsibility to find ways to meaningfully inform participants 

with ID about the benefits and potential harms of research participation (National 

Academies of Sciences Engineering and Medicine, 2017). To promote ethical participa

tion in research, moving toward individualized supports and SDM models for consent 

may be an important future direction. Participating in research is one way for people 

with ID to realize self-determination and autonomy (Shogren and Broussard, 2011; 

Shogren, 2013b). Alternative strategies to enabling informed consent/assent such as 

SDM have the potential to increase self-determination and participation in research for 

people with ID, and address requirements for ethical and inclusive research practices. 

Determining ways to embed effective supports into the process of developing consent/ 

assent procedures, reviewing research protocols, and conducting research needs to be 
addressed by all stakeholders. 
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