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Abstract  19 

Background  20 

The Mental Capacity Act (MCA, 2005) and its accompanying Code of Practice (2007), govern research 21 

participation for adults with capacity and communication difficulties in England and Wales. We 22 

conducted a systematic review and narrative synthesis to investigate the application of these provisions 23 

from 2007 to 2019.   24 

Methods and findings  25 

We included studies with mental capacity in their criteria, involving participants aged 16 years and above, 26 

with capacity-affecting conditions and conducted in England and Wales after the implementation of the 27 

MCA. Clinical trials of medicines were excluded. We searched seven databases: Academic Search 28 

Complete, ASSIA, MEDLINE, CINAHL, PsycArticles, PsycINFO and Science Direct. We used narrative 29 

synthesis to report our results. Our review follows Preferred Reporting Items for Systematic Reviews and 30 

is registered on PROSPERO, CRD42020195652.  31 

28 studies of various research designs met our eligibility criteria: 14 (50.0%) were quantitative, 12 32 

(42.9%) qualitative and 2 (7.1%) mixed methods. Included participants were adults with intellectual 33 

disabilities (n=12), dementia (n=9), mental health disorders (n=2), autism (n=3) and aphasia after stroke 34 

(n=2). We found no studies involving adults with acquired brain injury. Diverse strategies were used in 35 

the recruitment of adults with capacity and communication difficulties with seven studies excluding 36 

individuals deemed to lack capacity.  37 

Conclusions  38 

We found relatively few studies including adults with capacity and communication difficulties with 39 

existing regulations interpreted variably. Limited use of consultees and exclusions on the basis of 40 

capacity and communication difficulties indicate that this group continue to be under-represented in 41 

research. If health and social interventions are to be effective for this population, they need to be included 42 

in primary research. The use of strategic adaptations and accommodations during the recruitment process, 43 

may serve to support their inclusion. 44 
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Introduction 45 

 46 

Informed consent is a requirement of intrusive research (1), which upholds the principles of autonomous 47 

decision-making with provisions for the  protection of those who lack capacity (2,3). It requires that the 48 

person can understand and retain relevant information, weigh up the implications of participation, and 49 

communicate a decision (4–6). However, our society also includes people who lack mental capacity and 50 

people with communication difficulties, either as separate impairments or in combination, referred to in 51 

this review as adults with capacity and communication difficulties (CCDs). The number of people 52 

affected by such difficulties is rising and include people with dementia (7)), stroke (8), acquired brain 53 

injury (9), mental health difficulties (10), autism and intellectual disabilities (11,12). In the context of a 54 

rising prevalence of people living CCD, there is a need for research to advance our understanding of these 55 

conditions and to improve evidence-based interventions. However, research shows that people living with 56 

CCDs continue to be under-represented in research (13,14).  57 

 58 

In England and Wales,  the Mental Capacity Act (MCA) (2005) (2) and its accompanying Code of 59 

Practice (CoP) (2,15) were originally introduced to protect the rights of adults who may lack capacity for 60 

autonomous decision-making in relation to treatment, welfare and finance . There are separate provisions 61 

for research (CoP: Chapter 11). Different legislation is provided in other countries of the UK: the Adults 62 

with Incapacity (Scotland) Act 2000 (AWIA); the Mental Capacity Act (Northern Ireland) (2016). In 63 

Ireland, it is the Assisted Decision Making (Capacity) Act 2015. However, the current review pertains to 64 

the Mental Capacity Act (2005) in England and Wales.  The MCA applies to ‘intrusive’ research, which 65 

refers to research that would require consent if it were conducted on persons with mental capacity (2). It 66 

does not apply to clinical trials of medicines which is governed by different legislation (The Medicines 67 

for Human Use Clinical Trials Regulations) (16).  68 

 69 

For the purposes of research, there is the presumption of capacity unless there is a reason to believe that a 70 

person lacks capacity (CoP 2007). Before deciding that someone lacks capacity, the CoP (2007) 71 
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recommends the provision of relevant information, communicated in the most appropriate way (15).  72 

Whilst practical details are not given, there is general encouragement for presenting project information 73 

to suit the processing capabilities of potential participants. For example, support for the person’s 74 

understanding of what research participation entails might include: information sheets rendered in simple 75 

language with or without pictorial support; a simulated data collection procedure shown on video; 76 

questions and answer opportunities in conversations about a project; and use of manual sign and gesture 77 

to augment meanings (15,17–19). Relevance theory (20) argues that people find it easier to engage with 78 

and understand information that is most relevant to them and requires the least cognitive effort. The form 79 

of the message interacts with the person’s cognitive abilities, prior experience and underlying knowledge. 80 

On this latter point, the person’s familiarity with the subject matter contributes to their perception of 81 

possible cognitive gain, which in turn optimises the potential relevance of information to them (20). This 82 

asserts the importance of addressing the information-processing needs of the target population for 83 

successful recruitment to studies, particularly where CCDs are present. 84 

 85 

Notwithstanding the presumption of capacity [CoP: 11.4; MCA S.1(2)], an assessment of an individual’s 86 

capacity is a requirement (2,15) when concerns are raised about capacity. For this purpose, a two-stage 87 

test is recommended [MCA S.3; CoP 4:10]. There is no one standard method for the purpose, with many 88 

researchers using locally-developed initiatives  (21,22). Capacity is defined as time and decision-specific, 89 

variable according to complexity of information (23), and possibly fluctuating over time (24). The 90 

distinction between capacity and lack of capacity is far from straightforward (24,25). Furthermore, the 91 

presence of communication and cognitive impairments may complicate the informed consent process 92 

(26–28) (29,30) by masking true competence in people with, for example, early stage dementia,  93 

moderate intellectual disability (31,32), aphasia following stroke (33,34)  and autistic spectrum disorder 94 

(35). To circumnavigate some of these difficulties, researchers have developed person-centred approaches 95 

(24) characterised by flexibility and support from family and friends (36). 96 

 97 
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A proven lack of capacity requires the advice of a consultee, either personal (e.g. relatives, friends, 98 

unpaid carer) or nominated (e.g. healthcare professionals) (36,37), about the individual’s likely wishes 99 

and feelings concerning research participation (CoP: 11.20) (2). In the context of a consultee’s affirmative 100 

advice, researchers are required to prioritise the interest of the participant above that of science and the 101 

society (CoP: 11.20; CoP 11.29), considering their wishes and feelings throughout the research process 102 

(CoP 11.29) (15). In such cases, expressions of: assent (a person's ‘permission or affirmative agreement 103 

to something) (38); and dissent (a person’s disagreement or refusal), are recognised appropriately (36). 104 

This aligns with the principle of partial participation (39), which acknowledges that gradations of 105 

involvement are possible. Gatekeepers such as residential home managers, carers and health 106 

professionals, are uniquely placed to facilitate access to those with CCD because of an existing 107 

relationship with the person (40). Thus, the individual’s participation in research is not only dependent on 108 

autonomous decision-making or consultee advice, but upon overcoming additional barriers such as 109 

permission from gatekeepers. 110 

 111 

There has been limited consideration of intrusive research under the MCA (41,42). Previous reviews have 112 

focused on MCA provisions in relation to health and social care practice (22,43) and clinical trials of 113 

medicines, which is governed by different legislation (The Medicines for Human Use Clinical Trials 114 

Regulations(16). Provisions for intrusive research under the MCA have been criticised for a lack of 115 

clarity leading to variable  interpretations (21,44,45) 44). Considering these challenges, the aim of this 116 

systematic review was to develop an understanding of how adults with CDD have been included and 117 

accommodated within research studies within England and Wales following the implementation of the 118 

MCA, 2005.   119 

 120 

Methods 121 

This systematic review of the literature was carried out following PRISMA guidance (46). The review 122 

protocol (See S1 File) was prospectively registered in Prospero with Registration number 123 

CRD42020195652 (47). In the protocol, we used the term “adults with impairments of capacity and/or 124 
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communication (ICC)”. This has been refined and modified through our interactions with our 125 

stakeholders to “adults with capacity and communication difficulties”.  126 

 127 

Search strategy and eligibility criteria 128 

We included studies conducted in England and/or Wales from 2007 (the year the Mental Capacity Act 129 

2005, was implemented; CoP: DfCA, 2007) to 2019. The search framework focused on adults with CCD 130 

and the MCA (2005). Multiple terms, representative of the primary stakeholder groups (i.e., autism; 131 

aphasia; dementia; head injury (OR brain injury); learning disability (OR intellectual disability), were 132 

used in combination with (AND) mental capacity (OR) informed consent and applied to the following 133 

databases: Academic Search Complete, ASSIA, MEDLINE, CINAHL, PsycArticles, PsycINFO and 134 

Science Direct. The initial search strategy was developed in MEDLINE and adjusted according to the 135 

indexing systems of other databases (See S2 File). The first search was carried out on 11th December 136 

2019 and an updated search on 13th July 2020, to identity any additional papers.  137 

 138 

Study selection 139 

Search results were combined into a single Endnote file, citations were screened, and duplicates removed 140 

in accordance with the PRISMA statement  (46). Two researchers (FJ and HR) then independently 141 

screened all titles to identify relevant studies according to the eligibility criteria (Table 1). Then, abstracts 142 

were reviewed to identify studies to undergo full-text review. Disagreements were resolved by discussion 143 

between the two researchers.  We did not search grey literature sources but supplemented searches with 144 

backwards and forward searches of the references listed in the included studies.  145 

  146 
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Table 1: Eligibility criteria 147 

 Inclusion Criteria Exclusion Criteria 

Population  • Studies conducted in England and/or 

Wales from 2007, when the Mental 

Capacity Act (2005) was implemented. 

 

• Participants aged 16 years and above 

(the age at which the MCA applies), 

with communication and/or capacity 

difficulties (e.g. associated with 

autism; stroke; mental health; 

dementia; acquired brain injury; and 

intellectual disabilities);  

• Research studies governed 

by The Medicines for Human 

Use (Clinical Trials) 

Regulations 2004.  

• Research using tissue 

samples. 

• Secondary data. 

 

Intervention  • Invoking the provisions for research 

under the MCA (2005). 

 

Outcomes • Demographic data 

• Recruitment procedures 

• Accommodations supporting research 

participation.  

 

Study designs  Any; quantitative, qualitative, mixed study 

design 

 

Publication types  *Primary empirical studies from peer-reviewed literature  

Publication year  2007 to 2019 

Language  English language  

 Notes: *The year the study was conducted indicated when participants were recruited. 

When the date was not provided, clarification was sought by sending an email to the 

corresponding author and searching the publicly available Health Research Authority 

(HRA) database. Finally, where this could not be established, we back-tracked three 

years from publication data on the basis that the majority of studies are published 

within 30 months post the live period of a study (i.e., from 2010) (48). 

 148 

Data extraction and quality assessment 149 

The review set out to identify, describe and synthesise the procedures and accommodations used by 150 

researchers to support the inclusion and participation of adults with impairments of capacity and 151 

communication in research. The data extraction table was therefore designed to capture this information 152 

and is presented in the supplementary material (S3 Table). Two researchers (FJ and HR) extracted data 153 

independently using a Microsoft Excel-based broad extraction sheet, which detailed: population-type by 154 

diagnosis, inclusion/exclusion criteria, sample size, sampling method, information format, capacity 155 

assessment procedure, informed consent procedure, research accommodations, consultee involvement, 156 
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use of gatekeepers and the year of study. Data were summarised and a third researcher KB reviewed and 157 

confirmed the data extraction.  158 

The Mixed Methods Appraisal Tool (MMAT) (49), for concurrent critical appraisal of quantitative, 159 

qualitative and mixed-methods primary research was applied (50). The MMAT has established content 160 

validity, it has been piloted across all methodologies; quantitative, qualitative and mixed methods 161 

research designs (50,51).  Compared with other tools, the MMAT includes specific criteria for appraising 162 

mixed methods studies. While critical appraisal tools are more widely available for quantitative and 163 

qualitative research, there has not been consensus on quality criteria for mixed methods research (52). 164 

The tool results in a methodological rating of between one and five (with five being the highest quality), 165 

for each study, based on the evaluation of study selection bias, study design, data collection methods, 166 

sample size, intervention integrity, and analysis. An overall quality score and a descriptive summary was 167 

derived for each study (49). A score of 4-5 indicated a ’high quality’; 3 indicated ‘moderate’; 2 or less 168 

indicated ‘low quality’. For mixed-method studies, each methodological element was assessed separately, 169 

and the lowest quality score included. A second researcher (KB) independently checked the reliability of 170 

the quality assessment on a random sample of studies (17%)(  (53), with perfect agreement (k=1.0) (54) . 171 

As the review is exploratory, no study was excluded based on quality assessment since they may still 172 

provide valuable insight (53). 173 

Data analysis 174 

To account for methodological diversity and sample variability, we employed narrative synthesis in the 175 

report of results (55,56). Using a textual approach, a descriptive summary of the included studies focused 176 

on the recorded fields in the broad extraction sheet and the relationships within and between the studies 177 

examined.   178 

Results  179 

Search results 180 
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Search results are summarised in the Preferred Reporting Items for Systematic Reviews and Meta-181 

analyses (PRISMA) flowchart (Fig 1 and S4 Checklist) (46).  182 

 183 

 184 

  185 

 186 
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1859 studies screened  

921 duplicates removed 

126 full-text articles assessed for eligibility  

28 studies included in review: 

14 quantitative studies 

12 qualitative studies 

2 mixed-method studies  

1733 excluded after title and 
abstract review  

2116 studies identified 
through initial search  

(Nov 2019) 

614 studies identified by 
second search 

(July 2020) 

2780 studies identified  

 

Fig 1: PRISMA flow diagram of studies included 

8 studies identified on 

backward and forward 

search of included studies  

106 excluded on full-text review  

36 pre-2007, recruitment date not 

provided/confirmed by email. 

68 - study population & non-

communication/capacity difficulties 

2 secondary data  
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 188 

Our initial search identified 2116 studies and a repeat search identified a further 614 studies. Following 189 

removal of duplicates, screening and full textual review of 126 studies, of which 20 met the inclusion 190 

criteria. A further 8 studies were identified after reference and citation searches.  191 

Characteristics of included studies  192 

The key characteristics of the included studies are presented in supplementary S5 Table. Included 193 

participants were said to have intellectual disabilities (n=12; 42.9%); dementia (n=9; 32.1%); autism 194 

spectrum disorders (n=3; 10.7%); mental health disorders (n=2; 7.1%); and aphasia after stroke (n=2; 195 

7.1%). None were said to have brain injury. Study designs included quantitative (n=14; 50.0%); 196 

qualitative (n=12; 42.9%) and mixed methods (n=2; 7.1%). Samples were drawn mainly from hospital in-197 

patients or attending outpatient services (n=13; 46.4%). Others were in receipt of social care services, 198 

prisoners, or part of national databases or ongoing studies (n=15; 53.6%).  199 

 200 

Quality assessment scores 201 

Of the fourteen quantitative studies, twelve (85.7%) were evaluated as high-quality, one (7.1%) as 202 

moderate-quality and one (7.1%) as low-quality; all qualitative studies (n=12, 100%), were evaluated as 203 

high-quality and both mixed-methods studies (n=2, 100%) were evaluated as moderate quality.  204 

All the studies articulated clear research questions and appropriate method to address such questions. 205 

Quantitative studies benefitted from the clear description of target population, use of validated tools and 206 

the use of sensitivity analysis and/or adjustments to reduce bias. However, some quantitative studies were 207 

weakened by the lack of sample size calculations and the recruitment of only those who had capacity or 208 

could speak English language (a potential source of bias). The strength of qualitative studies was based 209 

on appropriate methodology, use of triangulation methods, substantiating data with quotes and coherence 210 

between data and its interpretation. The quantitative aspect of the two mixed-method studies lacked 211 

rigour and clarity. See S6 Table for full details of the quality assessment of each included paper and S7 212 

Table for synopsis of study quality appraisal.  213 
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 214 
 215 

Identification of participants 216 
 217 

In all included studies, participant access was managed through designated gatekeepers, who identified 218 

potentially eligible participants. Where specified, the role was variously enacted by clinical practitioners 219 

(57–64), other healthcare professionals (65–72), care home managers and staff (73,74), prison staff (75) 220 

or support staff (76). In one study,  Hall (74), following a period of acclimatisation in the home, the 221 

researcher performed the role of gatekeeper alongside staff and relatives in a residential home for people 222 

with dementia.  223 

Inclusion/exclusion criteria of participants   224 

Participants deemed to lack capacity were included in 15 studies (54%) based on consultee advice (57–225 

63,68,72,77–82), and excluded from seven studies as part of eligibility criteria (25%) 226 

(66,67,69,70,75,76,83). In one of the studies, potential participants judged not able to consent were not 227 

even approached (83) . Of the remaining 6 studies, one made provision for consultee advice but did not 228 

use this as all participants were able to give informed consent (84), while the participants in the remaining 229 

five studies were able to give informed consent (64,65,71,73,85). In addition, three studies excluded 230 

potential participants based on cognitive-communicative competence for data collection methods 231 

(73,83,84), and severe visual and cognitive difficulties (78). Furthermore, limitations in English as a 232 

second language affected exclusions in 3 studies (68,70,75). The role of personal consultee was fulfilled 233 

variously by family members, friends, next of kin, or a close person who knew the participant well 234 

(57,58,61,63,64,68,72,74,82,86) while nominated consultees were either paid carers or healthcare 235 

professionals (59,60,77,81). Several studies reported checks for verbal and non-verbal signs indicating 236 

participant willingness or unwillingness to participate in the research (57,58,67,68,72–75,78,82).  237 

Study information format 238 

A lack of detail concerning the format of study information was evident in 12 studies (42.9%)  (57,58,60–239 

63,66,73,77,79,82,83). Where detail was provided, the preferred format was text, often combined with 240 

verbal explanations (70,72,80,84,85,87). Wray (76), reported the use of verbal explanation only for those 241 
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living with aphasia. Eight studies reported adaptations to the participant information sheet in support of 242 

communication needs: an ‘aphasia friendly’ format for people with aphasia post-stroke (78); ‘easy read’ 243 

versions for people with intellectual disabilities (59,65,71) and ASD/ID (75); and ‘accessible’ information 244 

for people with intellectual disabilities (67) and dementia (68,69). One study (59) used graphic images to 245 

supplement text. Collaborative development of information sheets by researchers and user group 246 

representatives was reported by two studies (68,88) and affected volume of essential information 247 

presented (81) and format accessibility (68).  248 

Further support for decision making process. 249 

Supplementary decision-making processes included communicative support from familiar others (e.g. 250 

family members, carers, and healthcare professionals) (59); allowing extra time for participants to process 251 

information (65,75); and providing question and answer opportunities  (58,64,68,78,84). Consideration of 252 

setting factors for recruitment activities were also reported: familiar places to minimise any anxiety 253 

affecting understanding (58); and private places to control for distraction (75). Some studies used a range 254 

of information formats and approaches to recruitment. For example, Stoner (69)used a full information 255 

sheet, abbreviated, and accessible formats for those living with dementia. While Frighi (59), used a 256 

variety of pictures, or ‘easy read’ materials supplemented by support from familiar others.  257 

Capacity assessment procedures 258 

Capacity assessment procedures were not reported in detail in many studies. However, authors of 7 259 

studies (57–60,63–65,75) referred to the MCA functional test (MCA 2005), albeit with variously 260 

described procedures. Formal assessments were reported for three studies with variable use of closed 261 

questions (86); a checklist of items (65,75); and standardised questions (85). Spencer (88), used the 262 

MacArthur Competence Assessment Tool for Clinical Research (MacCAT-CR) with people with mental 263 

health disorders. It is a semi-structured tool that measures decision-making competence in terms of 264 

understanding, appreciation, reasoning and expressing a choice (89). Informal capacity assessments, 265 

appeared to be based on conversations between researcher and prospective participants (72) or on 266 

ethnographic observations of the individual’s verbal and behavioural responses (67,74) in some studies. 267 
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Although researchers’ judged capacity in most studies, this decision was initially taken by clinicians 268 

(60,61,63–65,76,82,90) or other gatekeepers such as care home managers of staff (73,74) or both (66,74). 269 

Individuals deemed to lack capacity were often excluded from research participation without report of a 270 

formal assessment (66,67,69–71,75,76).   271 

Informed consent procedures 272 

Written informed consent was obtained from participants who had capacity to take part in research (57–273 

61,64,65,69,70,72,75–77,80,82,85). Four studies involving adults with dementia (68,72,80), and 274 

intellectual disabilities (67) reported adaptation to the consent process by the use of an enhanced process 275 

consent model that monitored ongoing consent through verbal and non-verbal signs, thereby supporting  276 

participant autonomy (68,80). In each case, the researcher maintained a documented ‘audit trail’ of 277 

decisions and actions informed by the gatekeepers and consultees, and the communicative behaviours of 278 

participants, as did Hall (80).  Goldsmith (67) assessed consent in adults with intellectual disabilities, by 279 

meeting the potential participant with a supporter in attendance and capturing the process on video to 280 

document non-verbal cues. This was then checked by the supporter for non-verbal cues to either confirm 281 

or deny capacity and a decision that is free from coercion. In addition, one group recruited from a 282 

population case register using an ‘opt-out consent procedure’ and made contact with prospective 283 

participants by phone or an ‘opt-in consent procedure’ where participants contacted the study team 284 

directly (79). A single study (76) used the Consent Support Tool with adults with aphasia post-stroke to 285 

determine the requirements for support and the recommended communication strategies.  286 

 287 

Discussion 288 

Our systematic review revealed variable interpretation of the provisions of the MCA (2005) and its 289 

accompanying guidance in the CoP. Capacity was included as part of the eligibility criteria within studies, 290 

sometimes as an exclusion criterion. Assessment of capacity is reported inconsistently with some studies 291 

adopting formal measures and others making it part of the informed consent procedure. Procedures used 292 

for informed and autonomous decision-making appeared to uphold the four defining principles of 293 
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capacity. Our findings showed that researchers made efforts to maximise individual autonomy through 294 

use of various media and tools to support informed consent processes. Beyond seeking a consultee’s 295 

advice around the inclusion of incapacitous participants, there is limited report of measures to engage 296 

such participants in ongoing decisions about participation in research.  297 

The gatekeeper is attributed a pivotal role in gaining access to participants (15,40). Thus, there is the 298 

authority to facilitate or impede recruitment. Furthermore, it is possible that the inclusion of adults with 299 

CCD is affected by the gatekeeper’s own interpretation of mental capacity for decision-making.  300 

Communication difficulties in people post-stroke and memory problems in people with dementia may be 301 

mistaken for a lack of capacity by gatekeepers (91). In one study (68), where all the participants were able 302 

to give informed consent, it was asked whether staff acting as gatekeepers avoided those individuals with 303 

dementia who had more complex communication needs. This raises questions about the gatekeeper’s own 304 

agenda and whether support for decision-making gives way to protection. The process whereby 305 

gatekeepers decide who to nominate as potential participants lacks clear specification, and may be seen as 306 

counter to the MCA (2) requirement for establishing capacity.  307 

A range of strategies were used by researchers to support the accessibility of research information for 308 

those with CCD. This is consistent with relevance theory (20), as understanding of research information 309 

will be based on the cognitive load of each strategy. The use of accessible information with participants 310 

with intellectual disabilities showed compliance with the MCA’s second statutory requirement (2,15), 311 

reinforced by the Department of Health (18) and the Accessible Information Standards (AIS) (17). 312 

Previous studies have shown that ‘aphasia-friendly’ study information was preferred by the aphasic 313 

participants (92) and led to 11.2% increase in their understanding (93).  This resonates the underlying 314 

premise of relevance theory that successful engagement with information requires the least cognitive load 315 

(20). Beyond the use of multiple media to convey information, the support of familiar others and 316 

adjusting to individual needs is important (15). Whilst there was limited report of tailored approaches to 317 

supporting CCD, a role for experts-by-experience was exemplified in one study (81), where researcher 318 

collaboration with patient group representatives informed the development of study information suitable 319 
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for those with psychoses. Suitably selected images can support understanding (15). However, the use of 320 

pictures may not be amenable to all participants and interpreted as patronising or misleading (86)(92).  321 

Careful consideration and further research are needed to ascertain the best strategies for each group of 322 

adults with capacity and communication difficulties.  323 

Recruitment procedures targeting individuals with CCD need to include deliberate measures to achieve 324 

the easiest cognitive load possible within the required research framework (20). Researchers need to be 325 

cognisant of the range of strategies and accommodations that can be used to support autonomous 326 

decision-making by engaging with the evidence on augmentation and alternative communication methods 327 

(19). This includes the use of picture, simple text, object of reference and supported conversation (17).  In 328 

addition, consideration should be given to the individual need of each participant, tailoring 329 

accommodations to their preferred way of engaging with researchers (15).  330 

The MCA (2005) recognises people’s interest in making decisions as much as possible (2). An 331 

established lack of capacity does not obviate the need to provide opportunities for the participant to 332 

express their wishes and feelings. Baumgart proposed the principle of partial participation for individuals 333 

with severe developmental disabilities (39). The concept embraces the notion of active engagement and 334 

advocates ‘interdependence’ such that individualised adaptations may serve to scaffold participation in 335 

ongoing decision-making as far as possible (39).  336 

The lack of detailed description of the MCA’s two-staged assessment of capacity process in our findings 337 

may be a matter of reporting rather than reality. The use of both formal and informal methods of 338 

assessment allowed the inclusion of a range of adults with CCD in research. However, this type of 339 

capacity assessment is reported to be less reliable compared with structured assessment in clinical settings 340 

(94). In contrast, our findings showed that ethnographic observations contribute to improved 341 

understanding of verbal and non-verbal behaviour and enhance capacity assessment (72,74). While there 342 

is no ‘gold standard’ method for accessing capacity, the use of an assessment tool was documented in one 343 

study (88). Previous research suggests that the MacCAT-CR tool is adaptable and reliable in those living 344 
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with dementia and mental health difficulties (89). There is need for the development and validation of 345 

capacity assessment tools in different groups of adults with CCD.  346 

We found that adults who had difficulty communicating and those who were not able to consent to 347 

research participation were excluded from research potentially relevant to them. A parallel can be drawn 348 

with the clinical trials literature, where similar vulnerable groups were also excluded and therefore remain 349 

under-represented in research (95,96). While eligibility criteria are useful for recruiting participants 350 

representative of a target population, exclusions solely based on lack of capacity, without appropriate 351 

assessments or adaptations in place are potentially unethical. It is possible that the added demands of 352 

consultee procedures and the perceived risks of participation for incapacitous individuals had a negative 353 

effect on sample inclusion  (95). This is contrary to Article 12 of the Convention on the Rights of Persons 354 

with Disabilities (CRPD: UN 2006) (97) which asserts there should be ‘equal recognition before the law’. 355 

Their exclusion may skew research sampling and has implications for service provision and policies.  356 

Our findings provide evidence that adults with capacity and communication difficulties can take part in 357 

ethically sound research. Adaptations and accommodations are used variously to support both the 358 

assessment of capacity and the decision-making process in recruitment of participants, but exclusions still 359 

continue on the basis of a lack of capacity.  360 

For the researcher, this means engaging with participants, as well as the gatekeepers and familiar others in 361 

their lives who are possible sources of information and support to them. Traditional ways of obtaining 362 

informed consent are not appropriate for all, and there is a need to consider the non-traditional ways such 363 

as process model of consent. Capacity is relative to a spectrum of decisions. Exercise of capacity can be 364 

supported, and its assessment is context- and time-specific. While consultees can facilitate participation in 365 

research for those lacking capacity, autonomy through partial participation is possible and to be 366 

encouraged. Thus, including people with capacity and communication difficulties in ethically-sound 367 

research requires a deliberate approach to devising ways of assessing true capacity and presenting study 368 

information.  369 

 370 
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Limitations  371 

A possible limitation is that we missed some relevant studies because we excluded publications prior to 372 

2011 in keeping with our focus on the implementation of the MCA. By limiting publication language to 373 

only English, we might have missed out on research findings reported in Welsh, the other official 374 

language apart from English in Wales. Our search did not yield any study involving adults with acquired 375 

brain injury, we have therefore not reported on this population.  376 

Conclusion 377 

Including adults with CCD in ethically-sound research is a complex proposition demanding deliberate 378 

planning of procedures to support autonomous decision-making as far as possible. Furthermore, the 379 

complexities of inclusion may cause researchers to err on the side of caution and exclude those deemed / 380 

presumed to be incapacitous. There is a need to further investigate the reasoning underpinning 381 

researchers’ decisions about sample inclusion and the development of research protocols and procedures 382 

for participant recruitment. Similarity in the provisions made for those living with dementia, intellectual 383 

disability and aphasia implies some common ground for future developments (Fig 2 and S8. Including 384 

CCD in research). The use of these strategies may enable researchers to navigate better the recruitment 385 

and inclusion adults with CCD in research.   386 

 387 

Acknowledgments 388 

This paper is based on independent research funded by Nuffield Foundation (OSAP/43239). The views 389 

expressed are those of the authors and not necessarily those of Nuffield Foundation.  390 

We would like to thank Marcus Redley for his input into the PROSPERO protocol. 391 

 392 

References 393 

1.  Childress J, Beauchamp T. Principles of biomedical ethics. USA: Oxford University Press; 2013.  394 

2.  Mental Capacity Act [Internet]. 2005. Available from: 395 



18 
 

https://www.legislation.gov.uk/ukpga/2005/9/contents Accessed 12October 2020. 396 

3.  Wilson S. Mental capacity legistlation int the UK: systematic review fo the expeireinces of adults 397 

lacking capacity and their careers. BJPsych Bull. 2017;41:260–6.  398 

4.  Health Research Authority. Principles of consent: General principles and role of participant 399 

information sheets. [Internet]. 2017 [cited 2017 Feb 7]. Available from: http://www.hra-400 

decisiontools.org.uk/consent/principles-general.html 401 

5.  National Institute for Health Research. Good Clinical Practice (GCP) reference guide. Leeds: 402 

NIHR Clinical Research Network Coordinating Centre. [Internet]. 2016. Available from: 403 

http://www.nihr.ac.uk/our-faculty/documents/ GCP Reference Guide.pdf 404 

6.  World Health Organization. Handbook for good clinical research (GCP): Guidance for 405 

implementation. Geneva: World Health Organization. [Internet]. 2005. Available from: 406 

http://www.who.int/iris/handle/10665/43392 407 

7.  Alzheimer’s Society. Alzheimer’s Society’s view on demography [Internet]. 2020 [cited 2021 Jun 408 

18]. Available from: https://www.alzheimers.org.uk/about-us/policy-and-influencing/what-we-409 

think/demography#:~:text=Research conducted shows that%2C in,the current rate of 410 

prevalence%0A%0A 411 

8.  Prince M, Knapp M, Guerchet M, McCorone P, Prina P, Comas-Herrera, A Wittenberg R, et al. 412 

(2014). Dementia UK: Update. Alzheimer’s Society. 2nd ed. Alzheimer’s Society [Internet]. 2014 413 

[cited 2020 Dec 17]. Available from: 414 

https://www.alzheimers.org.uk/download/downloads/id/2323/dementia_uk_update.pdf 415 

9.  Townsend, N Wickramasinghe, K Bhatnagar P, Smolina K, Nichols M, Leal J, LuengoFernandez 416 

R, Rayner M. Coronary Heart Disease Statistics. London. United Kingdom: British Heart 417 

Foundation:;  418 

10.  Mental Health Network NHS Confederation. Factsheet (Online). 2016.  419 



19 
 

11.  Hatton C, Glover G, Emerson E, Brown I. People with Learning Disabilities in England 2015: 420 

Main Report. London: Public Health England. Available at: main_report_NB090517.pdf [Internet]. 421 

2016 [cited 2017 Jun 6]. Available from: 422 

https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/613182/PWLDIE_2423 

015_ 424 

12.  Emerson E. Estimating future numbers of adults with profound multiple learning disabilities in 425 

England. Tizard Learn Disabil Rev. 2009;14(4):49–55.  426 

13.  Allmark P. Should research samples reflect the diversity of the population? J Med Ethics. 427 

2004;30(2):185–9.  428 

14.  Shepherd V. Advances and challenges in conducting ethical trials involving populations lacking 429 

capacity to consent: A decade in review. Contemp Clin Trials [Internet]. 2020;95(March):106054. 430 

Available from: https://doi.org/10.1016/j.cct.2020.106054 431 

15.  Department for Constitutional Affairs. Mental Capacity Act 2005 Code of Practice [Internet]. 432 

London: The Stationary Office. 2007. p. 1–301. Available from: 433 

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/4434 

97253/Mental-capacity-act-code-of-practice.pdf 435 

16.  Department of Health. Medicines for Human Use (Clinical Trials) Regulations Act. HMSO. 2004;  436 

17.  MENCAP. Accessible Information Standard [Internet]. Available from: 437 

https://www.mencap.org.uk/accessible-information-standard 438 

18.  Dept of Health. Making written information easier to understand for people with learning 439 

disabilities Guidance for people who commission or produce Easy Read information – Revised 440 

Edition 2010 [Internet]. [cited 2020 Dec 12]. Available from: 441 

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/2442 

15923/dh_121927.pdf%0A 443 



20 
 

19.  Beukelman D, Light J. Augmentative & Alternative Communication: Supporting Children and 444 

Adults with Complex Communication Needs. 5th editio. London, UK: Blackwell Publishing Inc; 445 

2020.  446 

20.  Sperber D, Wilson D. Relevance: Communication and Cognition. 2nd Editio. Oxford: Blackwell 447 

Publishing Inc; 1986. 1995 p.  448 

21.  Fletcher J, Lee K, Snowden S. Uncertainties When Applying the Mental Capacity Act in Dementia 449 

Research: A Call for Researcher Experiences Ethics and Social Welfare, 13:2, 183-197,. 2019;  450 

22.  Scott J, Weatherhead S, Daker-White, G Manthorpe, Mawson M. Practitioners’ experiences of the 451 

mental capacity act: a systematic review. J ADULT Prot. 2020;22(4):227–44.  452 

23.  Taghizadeh Larsson A, Österholm JH. How are decisions on care services for people with 453 

dementia made and experienced? A  systematic review and qualitative synthesis of recent 454 

empirical findings. Int psychogeriatrics. 2014 Nov;26(11):1849–62.  455 

24.  Jepson M. Applying the Mental Capacity Act to research with people with learning disabilities. Br 456 

J Learn Disabil. 2015;43(2):128–34.  457 

25.  Lock D. Decision-making, mental capacity and undue influence: action by public bodies to explore 458 

the grey areas between capacity and incapacity. Judic Rev. 2015;20(142–47).  459 

26.  Rock P, Roiser J, Riedel W, Blackwell A. Cognitive impairment in depression: A systematic 460 

review and meta-analysis.,. Psychol Med. 2014;44(10):2029–40.  461 

27.  Darby RR, Dickerson BC. Dementia, Decision Making, and Capacity. Harv Rev Psychiatry. 462 

2017;25(6):270–8.  463 

28.  Hamilton J, Ingham B, McKinnon I, Parr JR, Tam LYC, Le Couteur A. Mental capacity to consent 464 

to research? Experiences of consenting adults with intellectual disabilities and/or autism to 465 

research. Br J Learn Disabil. 2017;45(4):230–7.  466 

29.  Hubbard G, Downs M, Tester S. Including older people with dementia in research: challenges and 467 



21 
 

strategies. Aging Ment Health. 2010;7(5):351–62.  468 

30.  Townend E, Brady M, McLaughlan M. Exclusion and inclusion criteria for people with aphasia in 469 

studies of depression after stroke: a systematic review and future recommendations. 470 

Neuroepidemiology. 2007;29:1–17.  471 

31.  Palmer BW, Harmell AL, Pinto LL, Dunn LB, Kim SYH, Golshan S, et al. Determinants of 472 

Capacity to Consent to Research on Alzheimer’s disease. Clin Gerontol. 2017;40(1):24–34.  473 

32.  Ganzini L, Volicer L, Nelson W, Derse A. Pitfalls inassessment of decision-making capacity. 474 

Psychosom 44. 2003;44(3):237–43.  475 

33.  Kim E, Suleman S, Hopper T. Decision Making by People With Aphasia: A Comparison of 476 

Linguistic and Nonlinguistic Measures. J Speech Lang Hear Res. 2020;63(6):1845–60.  477 

34.  Kagan A, Shumway E, MacDonald S. Assumptions about Decision-Making Capacity and Aphasia. 478 

Ethical Implic Impact Semin Speech Lang. 2020;41(3):221–31.  479 

35.  Mackenzie C, Rogers W. Autonomy, vulnerability and capacity: A philosophical appraisal of the 480 

Mental Capacity Act. Int J Law Context 9, 37-52. 2013;9:37–52.  481 

36.  British Psychological Society (2020). Conducting research with people not having the capacity to 482 

consent to their participation: A practical guide for researchers. Leicester: Author.; 2020.  483 

37.  Dobson C. “Conducting Research with People Not Having the Capacity to Consent to Their 484 

Participation: A Practical Guide for Researchers.” [Internet]. 2008 [cited 2018 Apr 11]. Available 485 

from: http://www.ed.ac.uk/ 486 

files/atoms/files/bps_guidelines_for_conducting_research_with_people_not_having_capacity_ 487 

to_consent.pdf. 488 

38.  Edwards S, Guest S. Vulnerable Adults in Research: From Consent to Assent? J Int Biotechnol 489 

law. 4(5).  490 

39.  Baumgart D, Brown L, Pumpian I, Nisbet J, Ford A, Sweet M, et al. Principle of partial 491 



22 
 

participation and individualized adaptaiions in educational programs for severely handicapped 492 

students. J Assoc People with Sev Handicap. 1982;7:17–27.  493 

40.  Rose J, Redsell S, Akister J. Do families with experience of mental ill health have a voice? 494 

Gatekeeping in health and social care research. Parent Ment Heal Child Welf Work. 2017;2:35–8.  495 

41.  Shepherd V, Griffith R, Sheehan M, Wood F, Hood K. Healthcare professionals’ understanding of 496 

the legislation governing research involving adults lacking mental capacity in England and Wales: 497 

a national survey. J Med Ethics. 2018;44(9):632–37. https://doi.org/10.1136/medethics-498 

2017104722. J Med Ethics. 2018;44(9):632–7.  499 

42.  Shepherd V. Research involving adults lacking capacity to consent: The impact of research 500 

regulation on “evidence biased” medicine. BMC Med Ethics [Internet]. 2016;17(1):1–8. Available 501 

from: http://dx.doi.org/10.1186/s12910-016-0138-9 502 

43.  Jayes M, Palmer R, Enderby P, Sutton A. How do health and social care professionals in England 503 

and Wales assess mental capacity? A literature review. Disabil Rehabil [Internet]. 504 

2020;42(19):2797–808. Available from: https://doi.org/10.1080/09638288.2019.1572793 505 

44.  Marshall H, Sprung S. The Mental Capacity Act: 10 years on &ndash; the key learning areas for 506 

healthcare professionals. Nurs Res Rev. 2018;Volume 8:29–38.  507 

45.  Heywood R, Ryan H, Killett A, Langdon P, Plenderleith Y, Shiggins C, et al. Lost Voices in 508 

Research: Exposing the Gaps in the Mental Capacity Act 2005. Med Law Int. 2019;19(2–3):81–509 

112.  510 

46.  Page M, McKenzie J, Bossuyt P, Boutron I, Hoffmann T, Mulrow C, et al. Updating guidance for 511 

reporting systematic reviews: development of the PRISMA 2020 statement. J Clin Epidemiol. 512 

2021;134:103–12.  513 

47.  Jimoh O, Bunning K, Ryan H, Killett A, Shiggins C, Langdon P, et al. The application of 514 

regulatory frameworks in research involving adults with communication and/or capacity 515 



23 
 

difficulties in England and Wales: a systematic review and narrative synthesis. PROSPERO 516 

[Internet]. 2020;CRD4202019. Available from: 517 

https://www.crd.york.ac.uk/prospero/display_record.php?ID=CRD42020195652 518 

48.  Chinnery F, Young A, Goodman J  et al. Time to publication for NIHR HTA programme-funded 519 

research: a cohort study. BMJ Open. 2013;3:e004121.  520 

49.  Hong Q, Pluye P, Fàbregues S, Bartlett G, Boardman F, Cargo M, et al. Mixed Methods Appraisal 521 

Tool (MMAT), version 2018. Registration of Copyright (#1148552), Canadian Intellectual 522 

Property Office, Industry Canada.  523 

50.  Pace R, Pluye P, Bartlett G, Macaulay A, Salsberg J, Jagosh J, et al. Testing the reliability and 524 

efficiency of the pilot Mixed Methods Appraisal Tool (MMAT) for systematic mixed studies 525 

review. Int J Nurs Stud J. 2012;49(1):Epub 2011 Aug 10. PMID: 21835406.  526 

51.  Souto R, Khanassov V, Hong Q, Bush P, Vedel I, Pluye P. Systematic mixed studies reviews: 527 

updating results on the reliability and efficiency of the mixed methods appraisal tool. Int J Nurs 528 

Stud. 2015;52:500–1.  529 

52.  O’Cathain A, Murphy E, Nicholl J. The quality of mixed methods studies in health services 530 

research. J Health Serv Res Policy. 2008;92-8.(2):92–8.  531 

53.  Barnett-Page E, Thomas J. Methods for the synthesis of qualitative research: A critical review. 532 

BMC Med Res Methodol. 2009;9(1).  533 

54.  McHugh M. Interrater reliability: the kappa statistic. Biochem Medica. 2012;22(3):276–82.  534 

55.  Popay J, Roberts H, Sowden A, Petticrew M, Arai L, Rodgers M, et al. Guidance on the conduct of 535 

narrative synthesis in systematic reviews. a product from the a product from the ESRC methods 536 

programme. ESRC [Internet]. 2006;version 1. Available from: 537 

http://www.lancaster.ac.uk/shm/research/nssr/research/dissemination/publications.php 538 

56.  Akers J, Agular-Ibanez R, Baba-Akbari A, Beynon S, Booth A, Burch J et al. Systematic Reviews: 539 



24 
 

CRD’s Guidance for Undertaking Reviews in Health Care. University of York, UK: Centre for 540 

Reviews & Dissemination. 2009;  541 

57.  Frighi V, Stephenson MT, Morovat A, Jolley IE, Trivella M, Dudley CA, et al. Safety of 542 

antipsychotics in people with intellectual disability. 2011;13:289–95.  543 

58.  Frighi V, Morovat A, Stephenson MT, White SJ, Hammond C V, Goodwin GM. Vitamin D 544 

deficiency in patients with intellectual disabilities : prevalence , risk factors and management 545 

strategies. 2014;458–64.  546 

59.  Frighi V, Morovat A, Andrews TM, Rana F, Stephenson MT, White SJ. Vitamin D , bone mineral 547 

density and risk of fracture in people with intellectual disabilities. 2019;d:357–67.  548 

60.  Feast ALRF, Hite NIW, Ord KAL, Upeli NUK, Ickerstaff VI V. Pain and delirium in people with 549 

dementia in the acute general hospital setting. 2018;(August):841–6.  550 

61.  Larson F V, Wagner AP, Jones PB, Tantam D, Lai M, Baron-cohen S, et al. Psychosis in autism : 551 

comparison of the features of both conditions in a dually affected cohort {. 2017;116:269–75.  552 

62.  Larson F V, Arrand JR, Tantam D, Jones PB, Holland AJ. European Journal of Medical Genetics 553 

Copy number variants in people with autism spectrum disorders and co- morbid psychosis. Eur J 554 

Med Genet [Internet]. 2018;61(4):230–4. Available from: 555 

https://doi.org/10.1016/j.ejmg.2017.12.005 556 

63.  Sampson EL, White N, Lord K, Leurent B, Vickerstaff V, Scott S. with dementia admitted to 557 

general hospital wards : a longitudinal cohort study. 2015;156(4).  558 

64.  Sheehan R, Hassiotis A, Strydom A, Morant N. Experiences of psychotropic medication making 559 

for adults with use and decision-  intellectual disability : a multistakeholder qualitative study in the 560 

UK. 2019;  561 

65.  Fish R, Morgan H. “ Moving on ” through the locked ward system for women with intellectual 562 

disabilities. 2019;(October 2017):932–41.  563 



25 
 

66.  Malik KJ, Unwin G, Larkin M, Kroese BS, Rose J. Research in Developmental Disabilities The 564 

complex role of social care services in supporting the development of sustainable identities : 565 

Insights from the experiences of British South Asian women with intellectual disabilities. Res Dev 566 

Disabil [Internet]. 2017;63:74–84. Available from: http://dx.doi.org/10.1016/j.ridd.2017.02.005 567 

67.  Goldsmith L, Woodward V, Jackson L, Skirton H. Informed consent for blood tests in people with 568 

a learning disability. J Adv Nurs. 2013;69(9):1966–76.  569 

68.  Hughes T, Romero MC. A processural consent methodology with people diagnosed with dementia. 570 

2015;16(4):222–34.  571 

69.  Stoner CR, Orrell M, Spector A, Stoner CR. The psychometric properties of the control , autonomy 572 

, self-realisation and pleasure scale ( CASP-19 ) for older adults with dementia scale ( CASP-19 ) 573 

for older adults with dementia. Aging Ment Health [Internet]. 2019;0(0):1–7. Available from: 574 

https://doi.org/10.1080/13607863.2018.1428940 575 

70.  Khalifeh H, Johnson S, Howard LM, Borschmann R, Osborn D, Dean K, et al. Violent and non-576 

violent crime against adults with severe mental illness. 2015;275–82.  577 

71.  Durling E, Chinn D. Family and community in the lives of UK Bangladeshi parents with 578 

intellectual disabilities. 2018;(May 2017):1133–44.  579 

72.  Kelley R, Godfrey M, Young J. International Journal of Nursing Studies The impacts of family 580 

involvement on general hospital care experiences for people living with dementia : An 581 

ethnographic study. Int J Nurs Stud [Internet]. 2019;96:72–81. Available from: 582 

https://doi.org/10.1016/j.ijnurstu.2019.04.004 583 

73.  Godwin B, Poland F. Bedlam or bliss ? Recognising the emotional self-experience of people with 584 

moderate to advanced dementia in residential and nursing care. 2015;16(4):235–48.  585 

74.  Hall A, Wilson CB, Stanmore E, Todd C. Moving beyond ‘ safety ’ versus ‘ autonomy ’ : a 586 

qualitative exploration of the ethics of using monitoring technologies in long-term dementia care. 587 



26 
 

2019;1–13.  588 

75.  Mccarthy J, Chaplin E, Underwood L, Forrester A, Hayward H, Sabet J, et al. Screening and 589 

diagnostic assessment of neurodevelopmental disorders in a male prison. 2015;6(2):102–11.  590 

76.  Wray F, Clarke D, Forster A. How do stroke survivors with communication difficulties manage 591 

life after stroke in the first year ? A qualitative study. 2019;814–27.  592 

77.  Inchley-mort S, Rantell K, Wahlich C, Hassiotis A. Complex Behaviour Service : enhanced model 593 

for challenging behaviour. 2014;8(4):219–27.  594 

78.  Jayes M, Palmer R. Initial evaluation of the Consent Support Tool: a structured procedure to 595 

facilitate  the inclusion and engagement of people with aphasia in the informed consent process. Int 596 

J Speech Lang Pathol. 2014 Apr;16(2):159–68.  597 

79.  Brugha TS, Spiers N, Bankart J, Cooper S, Mcmanus S, Scott FJ, et al. Epidemiology of autism in 598 

adults across age groups and ability levels *. 2016;498–503.  599 

80.  Hall A, Brown Wilson C, Stanmore E, Todd C. Moving beyond “safety” versus “autonomy”: a 600 

qualitative exploration of the ethics of  using monitoring technologies in long-term dementia care. 601 

BMC Geriatr. 2019 May;19(1):145.  602 

81.  Walter B, Spencer J, Gergel T, Hotopf M, Owen GS. Unwell in hospital but not incapable : cross- 603 

sectional study on the dissociation of decision- making capacity for treatment and research in in-604 

patients with schizophrenia and related psychoses. 2018;484–9.  605 

82.  Sampson EL, White N, Leurent B, Scott S, Lord K, Round J, et al. Behavioural and psychiatric 606 

symptoms in people with dementia admitted to the acute hospital : prospective cohort study. 607 

2014;10:189–96.  608 

83.  Inchley-mort S, Hassiotis A. Complex Behaviour Service : content analysis of stakeholder 609 

opinions. 2014;8(4):228–36.  610 

84.  Lloyd LC, Hemming C, Tracy DK. Service users ’ experiences , understanding and hopes about 611 



27 
 

care in an inpatient intellectual disability unit : a qualitative study. 2013;7(4):201–10.  612 

85.  Robotham D, Evans J, Watson A, Perdue I, Craig T, Rose D, et al. Linking a research register to 613 

clinical records in older adults ’ mental health services : a mixed-methods study. 2015;1–8.  614 

86.  Jayes M, Palmer R. Jayes , Mark and Palmer , Rebecca ( 2014 ) Initial evaluation of the Consent 615 

Support Tool : A structured procedure to facilitate the inclusion and engage- ment of people with 616 

aphasia in the informed consent process . International Downloaded from : http:/. 2014;16:159–68.  617 

87.  Sheehan R, Gandesha A, Hassiotis A, Gallagher P, Burnell M, Jones G, et al. An audit of the 618 

quality of inpatient care for adults with learning disability in the  UK. BMJ Open. 2016 619 

Apr;6(4):e010480.  620 

88.  Spencer BWJ, Gergel T, Hotopf M, Owen GS. Unwell in hospital but not incapable: Cross-621 

sectional study on the dissociation of decision-making capacity for treatment and research in in-622 

patients with schizophrenia and related psychoses. Br J Psychiatry. 2018;213(2):484–9.  623 

89.  Appelbaum P, Grisso T, MacCAT-CR. MacArthur Competence Assessment Tool for Clinical 624 

Research. Professional Resource Press; 2001.  625 

90.  Goldsmith L, Woodward V, Jackson L, Skirton H. Informed consent for blood tests in people with 626 

a learning disability. 2012;1966–76.  627 

91.  Taylor J, DeMers S, Vig E, Borson S. The disappearing subject: exclusion of people with cognitive 628 

impairment and dementia from geriatrics research. J Am Geriatr Soc. 2012;60:413–9.  629 

92.  Rose TA, Worrall LE, Hickson LM, Hoffmann TC. Aphasia friendly written health information: 630 

Content and design characteristics. Int J Speech Lang Pathol. 2011;13(4):335–47.  631 

93.  Rose T, Worrall L, McKenna K. The effectiveness of aphasia-friendly principles for printed health 632 

education materials for people with aphasia following stroke. Aphasiology. 2003;17:947–63.  633 

94.  Cairns R, Maddock C, Buchanan A. Reliability of mental capacity assessments in psychiatric in-634 

patients. Br J Psychiatry. 2005;187:372–8.  635 



28 
 

95.  Shepherd V. An under-represented and underserved population in trials: Methodological, 636 

structural, and systemic barriers to the inclusion of adults lacking capacity to consent. Trials. 637 

2020;21(1):1–8.  638 

96.  Shepherd V, Wood F, Griffith R et al. Protection by exclusion? The (lack of) inclusion of adults 639 

who lack capacity to consent to research in clinical trials in the UK. Trials. 2019;20:474.  640 

97.  United Nations. Convention on the Rights of Persons with Disabilities. Handbook for 641 

Parliamentarians. Chapter six: From provisions to practice: implementing the Convention – Legal 642 

capacity and supported decision-making. [Internet]. 2006 [cited 2017 Jun 24]. Available from: 643 

https://www.un.org/development/desa/disabilities/resources/handbook-forparliamentarians-on-the-644 

convention-on-the-rights-of-persons-with-disabilities/chapter-sixfrom-provisions-to-practice-645 

implementing-the-convention-5.html 646 

 Supporting information  647 

S1 File. PROSPERO protocol. Review protocol registered with PROSPERO (International 648 

prospective register of systematic reviews). (PDF) 649 

S2 File. Search strategy 650 

S3 Table. Data extraction table. Showing characteristics and findings of the 28 included 651 

papers. (XLSX) 652 

S4 Table. PRISMA checklist. Showing the page numbers on which Preferred Reporting Items 653 

for Systematic Reviews and Meta-Analyses (PRISMA) are reported. (DOC) 654 

S5 Table. Summary of the characteristics of included studies with focus on study outcomes. (DOC) 655 

S6 Table. Quality appraisal of studies using the Mixed Methods Appraisal Tool (MMAT). 656 

(XLSX) 657 

S7. Table. Summary table of study synopses (MMAT) 658 

S8 Table. Solutions to CCD recruitment 659 

S9 Fig 2. Including CCD in research.  660 



29 
 

S10 Table. Excluded studies (XLSX) 661 

662 



30 
 

 663 


