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Many individuals with intellectual disability (ID) have not learnt basic reading skills by the time that they reach 30 

adulthood, potentially limiting their access to critical information. READ-IT is an on-line reading programme 31 

developed from the Headsprout® Early Reading (HER®) intervention and supplemented by support strategies 32 

tailored for adults with ID. HER® has been successfully used to teach adults with ID to read in a forensic setting 33 

y trained staff. The aim of this study is to assess the feasibility of delivering READ-IT to adults with ID by family 34 

carers/support workers and will assess whether it would be feasible to conduct a later definitive randomised 35 

controlled trial (RCT) of the effectiveness of the programme. The study will aim to contribute to the evidence 36 

base on improving outcomes for adults with ID and their caregivers.  37 

Methods 38 

This study is a feasibility RCT, with embedded process evaluation. 48 adults with ID will be recruited and 39 

allocated to intervention: control on a 1:1 basis. Intervention families will be offered the READ-IT programme 40 

immediately, continuing to receive usual practice, and control participants will be offered the opportunity to 41 

receive READ-IT at the end of the trial follow-up period and will continue to receive usual practice. Data will be 42 

collected at baseline and 6 months post-randomisation.  43 

Discussion 44 

The results of this study will inform a potential future definitive trial, to evaluate the effectiveness of READ-IT 45 

to improve reading skills.  Such a trial would have significant scientific impact internationally in the intellectual 46 

disability field. 47 

Trial Registration 48 

ISRCTN11409097 49 

Keywords 50 

Intellectual disability, learning disability, reading, adult literacy, randomised controlled trial, feasibility study 51 
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Recruitment is ongoing and will commence end of March 2021.  53 
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Reading is an essential skill for daily life and a pre-requisite for independent living [1, 2]. Many individuals with 86 

ID (known as learning disability in UK health and social care services) have not learnt basic reading skills by the 87 

time that they are adults [3] and, as a cohort, have poor literacy skills [2]. An inability to read potentially limits 88 

a person’s access to critical information relevant to their daily lives and has been cited as a secondary impact 89 

of ID and the cause of significant additional limitations [4]. 90 

One of the ways of addressing a lack of reading skills is to make information more accessible using, for 91 

example, Easy Read formats. Whilst this may be effective for some, recent research suggests that this is not 92 

always the case [5]. Easy Read may be presented in a way that cannot be tailored to meet individual needs [6, 93 

7], and, critically it does not teach a person to read – a skill which may significantly improve that person’s 94 

independence, quality of life, and overall participation in society [2] with implications both for the person and 95 

for those who support them. It should also be noted that what is meant by ‘Easy Read’ is not standardised, 96 

including the inclusion or exclusion of text accompanying pictures. Research evidence indicates that young 97 

people with ID want the same things as anyone else – to be able to live independently if they so choose, to 98 

have friends, a family and to have a job [8]. However, the gap between aspirations and outcomes is much 99 

greater amongst people with ID than the wider population and, as they move into adulthood, that gap gets 100 

wider [8]. The ability to read is a key to achieving many of these aspirations.  101 

The relationship between levels of proficiency in literacy and employment outcomes for example is well 102 

established for the population as a whole [9], and poor literacy skills have been identified as a barrier to 103 

employment for people with ID [10]. Even if the ability to read is not a job requirement, it is needed to read 104 

job advertisements, complete application forms, and to be able to follow procedures and instructions at work. 105 

Making healthy lifestyle decisions is another example. A recently conducted study analysing primary health-106 

care data on 1,424,378 adults found, even when accounting for factors such as neighbourhood deprivation, 107 

increased co-morbidity with other health care issues and lower mortality rates in the cohort of adults with ID 108 

compared to the general population [11].Reducing this inequality requires initiatives tailored for adults with 109 

ID. One of the problems, however, is access to information that might directly empower adults with ID 110 

themselves which in turn depends upon health literacy [12]. Many policy initiatives directed at providing that 111 

information to the general population are unlikely to benefit people with ID and, as noted above, attempts to 112 

increase the accessibility of information are not always effective. This often places a responsibility on carers to 113 

mediate access to information.  114 
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There is also an emerging body of research that suggests that being able to read can increase the quality of life 115 

of individuals with ID helping with additional skills development such as problem-solving, making informed 116 

choices, and increasing access to the community [13, 2].  117 

There is relatively little research into the reading skills of adults with ID and even less on effective 118 

interventions. In part, this has been because of a non-evidence-based perception that it is not possible to 119 

teach people with ID to read, whatever their age [14] and more generally that the ability to learn plateaus in 120 

adults with ID [15, 16]. Furthermore, the focus of support as children with ID get older and transition to 121 

adulthood often moves away from an academic to more functional curricula with an emphasis on the 122 

communication, social and daily living skills deemed necessary for adult life [17]. More recently, these 123 

assumptions have been challenged. Studies have shown that it is possible with appropriate teaching and 124 

learning strategies, to teach people with ID reading skills [18, 19, 20] and, although learning may progress 125 

more slowly, that it is possible for adults with ID to continue to learn into adulthood, including learning to read 126 

[21, 22].   127 

There has been, however, no high-quality research evidence supported by a Randomised Controlled Trial (RCT) 128 

of the effectiveness of strategies to teach adults with ID to read. Much of the research into improved reading 129 

skills is with typically developing children. In the UK, the Education Endowment Foundation (EEF) recommends 130 

implementing a systematic phonics programme for children, and, because learning to read is not an innate 131 

ability, Gough and Hillinger (1980) recommended teaching strategies include repeated instruction and 132 

opportunities to practice learning to decode text. A systematic review of the literature of teaching strategies to 133 

improve reading skills in people with ID concluded that intense practice and instruction is needed and that it 134 

should be provided “explicitly, systematically, and consistently” and found no RCTs of reading interventions for 135 

adults with ID [24]. 136 

HER® is an online reading programme which incorporates sight reading and explicit systematic instruction on 137 

the three early reading skills involved in decoding that are part of five critical areas of learning to read: 138 

phonemic awareness,  phonics, and fluency (the other two areas being vocabulary and text comprehension). 139 

The ability to decode is an essential component to becoming a proficient reader. HER® [25] involves repeated 140 

opportunities to practice decoding and sounding out words, working at the pace of the individual and to suit 141 

their needs through 80 online episodes/sessions. HER® has been shown to be effective with typically 142 

developing children in large scale implementation studies, including a RCT in the USA [26]. A small UK-based 143 
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RCT also suggests positive outcomes for HER® versus the usual teaching of reading with children with mild to 144 

moderate intellectual disabilities in a mainstream school setting [27]. Our pilot research with small numbers of 145 

children in special schools and special resource units has suggested that, with the inclusion of some additional 146 

support strategies, HER® can also be effective for children with ID [27, 28, 29] especially (but not limited to) 147 

those children with the following pre-requisite skills: able to speak clearly, can verbally repeat words modelled 148 

to them, are capable of following simple instructions, and have basic computer/touch screen skills (i.e. are able 149 

to move and click a mouse appropriately – mouse skills can also be directly taught to increase access). 150 

Teaching that is delivered on-line rather than face-to-face may be easier for people of any age with ID to 151 

access, offers a learning experience tailored to their needs and may be more cost effective compared to one-152 

to-one instruction from trained professionals. Critically, it also offers access to more people than can be 153 

achieved through one-to-one or even small group instruction. 154 

In the first study to explore the use of HER® to teach basic reading skills to adults with a mild ID, the feasibility 155 

of running the intervention in a forensic setting was demonstrated and showed improved decoding skills 156 

critical to reading and self-concept scores for participants [3]. No adaptations were needed for the on-line 157 

programme, but trained staff were available to supervise the programme and it was easy to schedule it into 158 

the working day. However, working in a secure setting is not the same as typical community and social care 159 

settings for people with ID. 160 

A manual incorporating additional support strategies that can be used alongside the standard HER® online 161 

programme for anyone helping children with ID to read in home or school settings has been developed by the 162 

research team. It has been specifically developed for teachers, teaching assistants and parents mediating their 163 

pupil/child’s programme, but will be adapted for support workers and family carers working with adults with 164 

ID. 165 

There is a current gap in the availability of suitable reading programmes for adults with ID, in the evidence 166 

base around teaching adults with ID new skills and, critically, in the potential impact that teaching adults to 167 

read has on their ability to access information relevant to healthy lifestyles, independence, informed choice, 168 

and ultimately quality of life. READ-IT, and the current research proposal, directly address that gap. 169 

Methods/ Design 170 

Objectives/ Aim 171 
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The aim of this feasibility RCT is to assess the feasibility of delivering a reading intervention to adults with ID by 172 

family carers/support workers. The study will aim to contribute to the evidence base on improving outcomes 173 

for adults with ID and their caregivers. Importantly, the study will inform a potential, definitive RCT of the 174 

effectiveness and cost-effectiveness of the programme. The study primary objective is to examine whether 175 

READ-IT can be delivered successfully by community support workers/family carers. The study secondary 176 

objective is to assess whether it would be feasible to conduct a later definitive RCT of the effectiveness and 177 

cost effectiveness of READ-IT. 178 

Study design 179 

The study is a 2-arm, randomised controlled trial, with 1:1 randomisation using randomly permuted blocks, 180 

stratified by setting type (family home vs. other social care setting). 181 

The study will be composed of three stages: 182 

STAGE 1: Intervention Refinement and Development.  183 

A new intervention (READ-IT) will be developed by further adapting the HER® support manual specifically for 184 

use with support workers and family carers of adults and detailing a supervision/mentoring process during the 185 

intervention delivery. The intervention will be capable of being delivered in full remotely – a critical factor in 186 

study development in a COVID-19 environment. Stage 1 will also include the development of a protocol for 187 

obtaining informed consent and data collection remotely and an adaptation for on-line delivery of all 188 

measures used in data collection. These and the procedure for obtaining informed consent will be developed 189 

and piloted using Public and  Participant Involvement (PPI). 190 

STAGE 2: Feasibility study. 191 

The intervention arm participants will participate in an on-line reading programme (HER®) supplemented by 192 

additional support strategies tailored for adults with ID. Support workers and carers will receive a half-day 193 

training (delivered remotely) and be given a copy of the support manual. All support workers and family carers 194 

will in addition be offered bi-weekly ‘phone-in help sessions over the duration of the intervention. The control 195 

arm participants will experience usual practice in relation to the support of their reading and will have access 196 

to the (HER®) programme after 12 months, however HER® training or mentoring will not be available to the 197 

control arm participants. Baseline measures for all participants will be conducted remotely prior to 198 

randomisation and repeated 6 months post randomisation. Selected participants will be approached 6 months 199 
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post randomisation to take part in a qualitative study designed to address the progression criteria that will not 200 

otherwise be clear from other data collected. 201 

STAGE 3: Logic model/full trial protocol.  202 

The findings from the feasibility study will be used to review and refine a logic model and, subject to the 203 

progression criteria being met, will lead to the development of a protocol for a full trial. This will be achieved 204 

through additional PPI input and with the advisory group. 205 

Study setting 206 

Individuals will be recruited from family homes, independent living, and small group settings (e.g., supported 207 

living and residential homes). Settings for people likely to be eligible (those with mild to moderate ID) are most 208 

likely to be individual (with their family, or in independent living). This is a single site study. 209 

Site selection 210 

This is single site study and will be carried out at University of Warwick, under the supervision of the Chief 211 

Investigator.  212 

Participant selection 213 

Individuals will be recruited from family homes, independent living, and small group settings (e.g., supported 214 

living and residential homes). Families will be directed to the study team by service provider organisations in 215 

their local area following a flexible multi-point recruitment method including via targeted service provider 216 

organisations, practitioner fora, local and national charitable support organisations, local parent carer fora and 217 

self-referral. The strategy is aimed to be flexible and collaborative and information will be gathered regarding 218 

the most effective participant identification processes to inform a definitive trial. All potential participants will 219 

have been provided with a participant information sheet and will have confirmed interest in participating in 220 

the study either directly with the service provider organisation or by returning a completed reply slip to the 221 

study team. Potential participants will be contacted by study team researchers to arrange a short screening/ 222 

recruitment interview, via videoconferencing. Participants are eligible for the study if they meet all of the 223 

inclusion criteria and none of the exclusion criteria apply.  224 

Eligibility criteria 225 

Inclusion criteria 226 

Adults administratively defined as having an ID (i.e., through receipt of/being known to services) who: 227 

1. have the capacity to give informed consent 228 
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2. have a level of competence in understanding English suitable to access Headsprout® Early Reading 229 

program. This is assessed via a placement assessment that is provided by HER® to assess where within 230 

the intervention the individual is best advised to start and assesses upper-reading ability. 231 

3. can sound out words (although degree of articulation will not be a factor). (Sounding out words is a 232 

requirement of the HER® component of the intervention). 233 

4. have access to appropriate internet-enabled technology 234 

5. either have basic mouse skills, or the capacity to be taught basic mouse skills 235 

6. are living in a setting in which they are getting daily living skills support supported by a support 236 

worker/family carer  237 

7. have access to a supporter who is themselves able to read and willing to support the individual for the 238 

duration of the study. 239 

Exclusion criteria 240 

Adult with ID with visual impairments severe enough to limit their access to computer-based technology even 241 

with adaptations. Adults with ID whose reading skills are too proficient to benefit from the programme, this is 242 

assessed by a placement assessment that is provided by HER®. 243 

Intervention  244 

The intervention arm participants will participate in an on-line reading programme (HER®) supplemented by 245 

additional support strategies tailored for adults with ID: READ-IT. HER® has been successfully used to teach 246 

adults with ID to read. In a pilot study [3], no adaptations were needed to the on-line programme. However, 247 

the intervention was mediated by trained staff who provided additional support when necessary to the 248 

participants. HER® has also been successfully used to teach children with ID, again without any adjustments to 249 

the programme itself (which is a commercially available product) but using other additional supports and 250 

adaptations. These adaptations have been fully described in a manual, developed by our team, for teachers, 251 

teaching assistants and parents mediating the reading intervention. A new intervention (READ-IT) will be 252 

developed by further developing the adaptations/support manual specifically for support workers and family 253 

carers so that those supporting adults with ID are able, in turn to assist with the reading intervention; and 254 

detailing a supervision/mentoring process during the intervention delivery. The intervention will be provided 255 

remotely in the participant’s home or day care centre. The adaptation of the support manual will be achieved 256 

through a PPI model in collaboration with Mencap who is the social care and PPI partner. The research team 257 
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will also develop a fidelity framework to identify both the fidelity factors included in the HER® programme 258 

itself as well as any additional factors associated with adherence to the support manual and engagement with 259 

the supervision/mentoring process. 260 

The HER® programme consists of 80 online episodes delivered in sessions of approximately 20 – 25 minutes. 261 

HER® recommends between 3 and 6 sessions of 20 to 25 minutes per week. READ-IT will therefore be 262 

delivered on average 16-20 weeks. Following recruitment and randomisation support workers/family carers in 263 

the intervention group will be invited to attend a half-day remote training workshop. The purpose of training 264 

will be to demonstrate how the HER® online programme works and how the support manual can be used by 265 

support workers/family carers to help the person that they are supporting. Two options for training dates each 266 

month will be offered. Support workers and carers will be given a copy of the support manual and a unique 267 

code to access the HER® programme. All support workers and family carers will, in addition, be offered bi-268 

weekly phone-in help sessions over the duration of the intervention. The intervention for each participant will 269 

begin once their support worker/family carer has completed the training. 270 

Usual practice/ comparator 271 

The comparator intervention will be Usual Practice (UP) with waitlist READ-IT. However, no HER® training or 272 

support will be available to the control arm participants during the study period. 273 

Retention strategy 274 

To maintain engagement, encourage retention and to thank participants for their time, £20 per participant will 275 

be provided per adult during both the initial survey and again at the six month point. Support workers/family 276 

carers will also be offered £10 during both the initial survey and again at the six month point [30]. Participants 277 

taking part in qualitative interviews will also be provided with a £20 voucher to thank them for their time [30]. 278 

Contact details will be collected during recruitment and participants will be reminded by email and text 279 

message when a data collection follow-up is due.  280 

Sample size calculation 281 

A total of 48 individuals will be recruited (randomising 24 per arm). As this is a feasibility study, and the 282 

purpose is to provide estimates of key parameters for a future trial rather than to power the current study to 283 

detect statistically significant differences, a formal a priori power calculation will not be conducted [31]. 284 

However, recruiting 48 participants will provide a certain level of precision around a 95% confidence interval. 285 
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For example, if 80% of participants provide outcome data at follow-up, the 95% confidence interval around the 286 

percentage can be estimated within +/- 11% (i.e. 69 to 91%).  287 

Outcomes – spirit figure  288 

The study primary objective is to examine whether READ-IT can be delivered successfully by community 289 

support workers/family carers.  The feasibility of using a range of established outcome measures, proposed to 290 

test the intervention in a main trial, will be assessed:  291 

1. Dynamic Indicators of Basic Early Literacy Skills (DIBELS) which assesses the decoding skills involved in 292 

reading. 293 

2. A measure of reading self-efficacy (and carer efficacy in supporting the person to read), these will be 294 

designed as part of the Patient and Public Involvement (PPI) workshops. 295 

3. Quality of Life measures for the person with ID: EQ5D-3L (Health related quality of life), The Personal 296 

Well-Being Index Intellectual Disability version, completed by the person with ID and the family 297 

member/support staff member,  298 

4. The version of the Client Service Receipt Inventory (CSRI) used in recent ID trials will be used to 299 

examine the feasibility of collecting these data for a future health economics analysis, primarily from 300 

carers/support staff. 301 

The following will also be assessed: 302 

5. Adherence to the READ-IT intervention 303 

6. Fidelity of READ-IT intervention delivery and the most effective measure to assess fidelity. 304 

Please see Figure 1 for details and timings of all outcome measures (SPIRIT figure) and appendix 1 for SPIRIT 305 

checklist. 306 

• The study secondary objective is to assess whether it would be feasible to conduct a later 307 

definitive RCT of the effectiveness and cost effectiveness of READ-IT. The secondary objective will 308 

be assessed by reviewing: Recruitment rates and effectiveness of recruitment pathways and 309 

randomisation 310 

• Study retention rates 311 

• Assessment of the barriers and facilitating factors for recruitment, engagement and intervention 312 

delivery from the perspective of all stakeholders  313 

• Measurement of usual practice 314 

• Acceptability of the primary outcome measures 315 

Figure 1. Participant timeline (SPIRIT figure): schedule of enrolment, interventions and assessments 316 
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 STUDY PERIOD 

TIMEPOINT 

 

Screening Baseline 

 

Randomisation Follow-up 6 month post-randomisation 

ENROLMENT:     

Eligibility X    

Informed consent   X   

Contacts data X    

Randomisation allocation   X  

ASSESSMENTS:     

Demographic data  X  X 

Dynamic Indicators of Basic 

Early Literacy Skills (DIBELS) 

completed by  Study Research 

Assistant (S-RA) in response to 

answers given by participant 

 

X 

 

X 

Reading self-efficacy  

completed by S-RA in response 

to answers given by participant 

 

X 

 

X 

Carer supporting reading self-

efficacy  

 
X 

 
X 

EQ5D-3L completed by 

participant 

 
X 

 
X 

The Personal Well-Being Index 

Intellectual Disability 

completed by S-RA in response 

to answers given by participant 

 

X 

 

X 
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 317 

Participant flow/ procedure 318 

Figure 2 illustrates the study flowchart. 319 

 320 

 321 

 322 

 323 

 324 

 325 

Figure 2. Study Flow-chart. 326 

 327 

Client Service Receipt Inventory 

(CSRI) completed by family 

member/support worker 

 

X 

 

X 

Qualitative study – participants    X 

Qualitative study – support 

staff/family carers 

 
 

 
X 
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        328 

Data collection methods 329 

Participant identification  330 

Intervention arm (a) 
Supported living  

n=12 
16-20 week programme          
5  x 25 min sessions per 

week 

Usual practice arm (a) 

Supported living 
n=12  

 

 

Intervention arm (b) 
Living with family 

n=12  
16-20 week programme  
5 x 25 min sessions per 

week 

Usual practice arm (b) 

Living with family 
n=12  

6-month follow up (from randomisation) 

Assessments  

6-month follow up (from randomisation) 

Assessments  

Selected Qualitative interviews including support workers 

& family carers (to point of data saturation)  

Selected Qualitative interviews including support workers 

& family carers (to point of data saturation) 

Data analysis, update of logic model, review of progression criteria, develop protocol for full trial (if data suggest that this is 

feasible) 

RCT Research design (2 arm, individually randomised study) 

Recruit participants x 48 Adults with ID (Targeted, rolling recruitment 24 from supported living, 24 living with families)  

Informed consent, screening, baseline assessments 

Stratified Individual Randomisation at point of recruitment  

 

Intervention development 

PPI model including 2 workshops (focused presentations/discussion with support workers, family carers, and people with 
an ID) to adapt HER® manual for support worker & family carer mediated delivery to adults with ID within social care/family 

contexts, to outline supervision/mentoring process, to develop reading self-efficacy measures and to review and revise 
logic model draft logic model (including discussion of desired outcomes) for the study 
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The main strategy for recruitment is to contact those social care provider organisations. Social media 331 

advertising will be utilised. Local ID charity organisations and parent carer fora (through the National Parent 332 

Carer Forum will also be contacted. It is expected that settings for people likely to be eligible (those with mild 333 

to moderate ID) are most likely to be individual (with their family, or in independent living). Thus, a cluster 334 

randomised design is unlikely to be relevant. However, as there is a small risk of contamination in group 335 

settings using this design, only one adult with ID and their support worker per group setting will be recruited. 336 

During recruitment a record will be kept of the number of instances in which there is more than one person 337 

eligible and interested in taking part within the same setting. This issue will also be explored in the qualitative 338 

interviews with support staff working in group settings. These data will inform the choice of research design 339 

for a future definitive trial. 340 

Screening, recruitment and consent 341 

In order to detect any biases from differential recruitment, a log of all participants considered/ approached, 342 

including details of the recruitment pathway (via social media or via provider agencies) and whether they are 343 

ineligible or eligible will be completed. Provider agencies will be asked to complete a log of the number of 344 

potential participants they contact about the study. Both the adult with ID and their family carer/support 345 

worker will be consented into the study. There will be two versions of the Participant Information Sheet (PIS), 346 

one will be provided to the family carer/support worker and one will be a version utilising images to assist with 347 

understanding will be provided to the adult with ID (participant). The participant and family carer/support 348 

worker will have been sent the Participant Information Sheet and consent form prior completing any measures 349 

and given sufficient time to discuss the information with their support worker/family carer. The study will be 350 

explained in detail, including randomisation and consent for long-term follow-up.  A placement assessment 351 

that is provided by HER® to assess where within the intervention the individual is best advised to start will be 352 

used for eligibility screening across all participants prior to baseline data collection.  Consent will be gained for 353 

this eligibility assessment. If a participant is happy to take part, informed consent will be obtained. Consent 354 

will be taken either face-to-face or via videoconferencing. The Study Research Assistant (S-RA) will read aloud 355 

each statement of the consent form and ask the participant to agree to each statement and approve that each 356 

one is signed individually. The S-RA will then sign on the participants’ behalf if this process is completed 357 

virtually. Once consent is gained, the following will be completed: 358 
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• A contacts form will be completed for participants including multiple methods of contact (address, 359 

telephone, email address) to minimise loss to follow-up. 360 

• Baseline data collection completed (either at time of recruitment or at a suitable time for the 361 

participant). This will either be completed face-to-face or virtually via teleconferencing.  362 

The addition of the option of completing consent and data collection virtually was included as a result of 363 

COVID-19 restrictions.   364 

Randomisation 365 

Participants will be randomised following screening and completion of baseline assessments. Participants will 366 

be randomised in a 1:1 ratio using a block randomisation programme developed by the Centre for Trials 367 

Research (CTR). Allocations will be balanced by setting type (family home vs. other social care setting). 368 

Participants will be randomised to READ-IT in addition to usual practice or Usual Practice alone (i.e. for their 369 

reading from those within their care environment). The Research Assistant providing on-going intervention 370 

support (this must not be the S-RA collecting baseline and follow-up data as they should remain blind to 371 

allocation, the Intervention Research Assistant (I-RA)) will inform participants and their support workers/family 372 

carers of their allocation by telephone and will provide all details of starting the READ-IT programme to those 373 

allocated to the intervention arm. Randomisation will be performed by the Study Manager/Data Manager who 374 

will inform the I-RA of the allocation prior to their telephone call with the participant. Given that no more than 375 

one individual from a group setting will be recruited to the study, there is no danger of participants from the 376 

same setting being randomised into different trial arms, limiting the risk of contamination.  377 

Frequency and duration of follow-up  378 

Data will be collected at 6 months post-randomisation. Participants will be contacted by the S-RA to complete 379 

this face-to-face or via teleconferencing. To reduce the risk of bias, the S-RA will read questions from the 380 

questionnaire directly, remain blind to the participants’ allocation and will ask participants not to reveal their 381 

allocation. If allocation is revealed, this will be noted.  382 

Process evaluation 383 

A process evaluation will be based on the MRC framework [32] and will incorporate data from the interviews, 384 

recruitment pathways, and fidelity/adherence data to examine five key aspects of the feasibility of conducting 385 

a definitive trial of HER® for adults with ID: 1) intervention recruitment, adherence, and reach; 2) intervention 386 
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implementation; 3) intervention mechanisms, including receipt and acceptability; 4) the impact of COVID-19 387 

on service as usual, and 5) the feasibility of implementing HER® within a definitive RCT. 388 

Data management and security 389 

Study data will be entered on to paper Case Report Forms (CRFs) by the S-RA at the time of data collection and 390 

subsequently entered on to a MS Access Database directly by the S-RA. A sample of CRFs will be scanned and 391 

checked visually on receipt by the Study Administrator, Data Manager or Study Manager. RAs will be trained in 392 

Good Clinical Practice (GCP) and study specific processes. Hard copies of personally identifiable and research 393 

data will be held separately and securely in a locked cupboard, with access limited to essential research team 394 

members. CRFs will be pseudonymised and data entered manually onto a secure, password-protected 395 

Microsoft SQL database by the Study Administrator (SA) and data queries noted. 10% of all data will be quality 396 

checked and all data queries actioned by the Data Manager (DM). Any key data queries will be taken to the 397 

Study Management Group (SMG) or SSC as appropriate. Wherever possible data will be validated at point of 398 

entry, thereby reducing the opportunity for missing or unexpected data. All changes made to the data will be 399 

recorded and visible via an audit log within the database. Finally, data will be checked during data cleaning 400 

using SPSS syntax for validations and missing data. Qualitative interviews will be conducted remotely, recorded 401 

via the encrypted services offered by the platform used and stored on password protected computers at site. 402 

Recordings will be securely transferred to the study team at the CTR by Fastfile or courier. All files will be 403 

encrypted and transcripts will be fully pseudonymised prior to analysis. Data security and confidentiality will 404 

be ensured, in line with GDPR. A Data Management Plan will be completed and adhered to. Only the trial team 405 

will have access to the final study dataset. 406 

Statistical methods/ analysis plan 407 

The majority of outcome analysis will be descriptive in nature. Continuous data will be reported as means and 408 

standard deviations, or medians and interquartile ranges, as appropriate. Categorical data will be reported as 409 

frequencies and proportions. All data will be reported both overall, per arm, and by setting type. Outcomes 410 

will be estimated with their associated 95% confidence intervals. No formal hypothesis testing will take place. 411 

A detailed statistical analysis plan will be written and agreed by the study management team prior to any 412 

analysis taking place. The estimates obtained from the feasibility questions will be used to inform the design, 413 

sample size, randomisation strategy, and analytical approach for a definitive effectiveness study. The findings 414 

from the study will be reported in line with the CONSORT extension for pilot and feasibility studies [33]. 415 
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Cost effectiveness methods/ analysis plan 416 

Whilst no formal economic analysis will take place, consideration will be given to the practicalities and 417 

difficulties associated with collection of quality of life and CSRI data that would be needed in a future trial. 418 

Qualitative methods/analysis plan 419 

Semi-structured qualitative interviews will be conducted with a selection of adults with ID, support workers 420 

and family carers delivering READ-IT, after the 6-month follow up assessment. Sufficient interviews will be 421 

conducted to achieve “information power” [34] which focuses on the quantity and quality of information 422 

gathered relevant to the research question rather than sample size, but is likely to include 8 to 12 adults with 423 

ID with similar numbers of support workers and family carers. Thematic analysis as outlined by Braun and 424 

Clarke (2006) will be used to analyse the data, with a focus on identifying patterns of shared meaning.  425 

Progression criteria for a definitive trial 426 

Criteria will inform the decision to progress to a definitive trial, with consideration to issues that may have 427 

affected meeting any these criteria and steps that can be taken to overcome these issues within a full trial. 428 

These will be based on a traffic light system with green indicating “go without any modification necessary”; 429 

amber indicating “potential proceed to definitive trial, remedying early issues”; red indicating “stop”.  430 

• Participant recruitment: % of participants approached, and who are eligible, consent to the study 431 

(and thus are willing to be randomised) 432 

Green ≥50% 433 

Amber 30≥<50% 434 

Red <30% 435 

• Individual randomisation possible (% of total number of settings in which more than one participant 436 

is eligible and willing to take part) (NB. Amber/red here may lead to a proposal for a cluster 437 

randomised design) 438 

Green ≤20% 439 

Amber 20>≤40% 440 

Red >40% 441 

• Rate of recruitment: % of recruitment target (48 participants) are recruited within the study 442 

recruitment period 443 

Green 100% 444 

Amber 70≥<100% 445 

Red <70% 446 

• Participant retention: % of participants retained 6 month follow-up data collection timepoint 447 

Green 75<>100% 448 
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Amber 50≥<70% 449 

Red <50% 450 

• Usual practice: % of participants in the UP arm of the study who receive an alternative structured 451 

programme designed to teach them to read between baseline and 6 month follow-up 452 

Green ≤30% 453 

Amber 30>≤50% 454 

Red >50% 455 

• Fidelity: Self-rating forms indicate % of READ-IT manual components have been met both across and 456 

within sessions. 457 

Green 70<>100% 458 

Amber 50≥<70% 459 

Red <50% 460 

• Adherence: % of participants and their support workers/family carers who adhere to the READ-IT 461 

programme (attend training, complete 80 episodes within 20 weeks, meet adherence criteria built 462 

into HER® programme) 463 

Green >70% 464 

Amber 50≥<70% 465 

Red <50% 466 

• SSC consensus – considering all progression criteria, feasibility study findings, and evidence of 467 

whether progression criteria not met can be mitigated, a clear majority of the SSC independent 468 

members recommend progression to a definitive trial 469 

Adverse event reporting 470 

There are no expected adverse events related to the intervention or research procedures; the NHS Health 471 

Research Authority, London - Camberwell St Giles Research Ethics Committee have approved that adverse 472 

events should not be reported for this study. 473 

Auditing 474 

No independent audits are planned. 475 

Study governance 476 

Ethical approval for this study was given by the NHS Health Research Authority, London - Camberwell St Giles 477 

Research Ethics Committee on 3rd December 2019, reference number 19/LO/1784.  Any protocol amendments 478 

will be approved by the NHS Health Research Authority, London - Camberwell St Giles Research Ethics 479 

Committee.  A SSC will meet approximately two to three times over the course of the study to provide 480 

oversight. The SSC will consist of an independent chair with expertise in ID research and trials research, an 481 
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independent ID expert/clinician, independent statistician, and a family carer representative (family member of 482 

adult with ID).  483 

Confidentiality 484 

All data will be kept for 15 years in line with Cardiff University’s Research Governance Framework Regulations 485 

for clinical research. Electronic data will be stored confidentially on password protected servers maintained on 486 

University networks. All hard copy forms will be stored in locked filing cabinets. For participant interviews all 487 

audio files will be recorded on encrypted audio-recorders and securely held in password protected servers 488 

maintained on University networks. Audio files will be transcribed and pseudonymised using University-489 

approved transcription companies. No identifiable data will be published. 490 

Dissemination policy 491 

A publication plan and dissemination policy will be written. Outputs from the READ-IT Feasibility Study will 492 

include open access peer reviewed journal articles in international academic journals, at national and 493 

international academic conferences at University public engagement events and a lay summary of the results 494 

will be included on the CTR and University of Warwick websites. The results of the study will also be 495 

disseminated to all participants. The READ-IT team will work in partnership with Mencap for dissemination to 496 

stakeholders including commissioners and policy makers. Dissemination events will be arranged for key 497 

stakeholders and policy makers. Any data requests should be made to the CTR. The CTR is a signatory of 498 

AllTrials and aims to make its research data available wherever possible.  499 

Public involvement 500 

The adaptation of the support manual will be achieved through a PPI model in collaboration with Mencap who 501 

is the social care and PPI partner. This will involve two workshops with adults with ID and their support 502 

workers/family carers. The PPI workshops will be used to refine a logic model for the intervention and to 503 

develop a measure of reading self-efficacy for adults with ID which is grounded in everyday life. A mirror 504 

version of this measure will be provided for support workers/family carers. An advisory group with members 505 

recruited from the PPI workshops will be established to review the findings of the study, progression criteria, 506 

and key issues in the protocol for a full trial. The SSC will include an independent lay representative who is a 507 

family member of an adult with ID.  508 

Discussion 509 
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The current health/social care context suggests that research into skills development in adults with ID is 510 

timely. For example, the recently published NICE guidance Learning disabilities and behaviour that challenges: 511 

service design and delivery [36]reflects current policy in the support of people with ID in England with a focus 512 

on providing support services in the community. It continues to build upon the model of care outlined in the 513 

Mansell Report [18] as well as the transformation programme set out in Transforming care: A national 514 

response to ‘Winterbourne View Hospital’ [19]. The policy programme’s goal is to drive system-wide change 515 

and enable more people to live in the community, with the right support, and close to home with a specific 516 

aim to reduce the number of beds for people with a learning disability in mental health hospitals 35% to 50% 517 

by 2019. This requires not only a focus on developing enabling communities [20] but also on supporting 518 

individuals with ID to live in their communities, access services and teaching them the necessary skills to be 519 

active participants within these. The READ-IT logic model directly addresses this need by targeting reading – a 520 

critical skill. The results of this study will contribute to the evidence base on teaching adults with ID to read 521 

and will be used to inform a potential future definitive trial, to evaluate the effectiveness of READ-IT to 522 

improve reading skills.  Such a trial would have significant scientific impact internationally in the intellectual 523 

disability field. 524 

 525 

Current protocol: version 3.1 28/10/2020.  526 

 527 

List of abbreviations 528 

CRFs Case Report Forms  

CTR Centre for Trials Research  

CSRI Client Service Receipt Inventory 

DM Data Manager 

DIBELS Dynamic Indicators of Basic Early Literacy Skills 

EEF Education Endowment Foundation   

GCP Good Clinical Practice  

HER® Headsprout® Early Reading  

ID Intellectual Disability  

I-RA Intervention Research Assistant 

PPI Public and Participant Involvement 

RCT Randomised Controlled Trial 

SA Study Administrator 

SMG Study Management Group 

S-RA Study Research Assistant 

SSC Study Steering Committee 

UP Usual Practice  
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Appendix 1 SPIRIT Checklist 615 

 616 

 617 

 618 

Section/item Item 

No 

Description Addressed 

on page 

number 

Administrative information  

Title 1 Descriptive title identifying the study design, population, 

interventions, and, if applicable, trial acronym 

1 

Trial registration 2a Trial identifier and registry name. If not yet registered, name of 

intended registry 

2 

2b All items from the World Health Organization Trial Registration Data 

Set 

N/A 

Protocol version 3 Date and version identifier 19 

Funding 4 Sources and types of financial, material, and other support 2 

Roles and 

responsibilities 

5a Names, affiliations, and roles of protocol contributors Additional 

page 

5b Name and contact information for the trial sponsor 2 

 5c Role of study sponsor and funders, if any, in study design; collection, 

management, analysis, and interpretation of data; writing of the 

report; and the decision to submit the report for publication, including 

whether they will have ultimate authority over any of these activities 

 

2  
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 5d Composition, roles, and responsibilities of the coordinating centre, 

steering committee, endpoint adjudication committee, data 

management team, and other individuals or groups overseeing the 

trial, if applicable (see Item 21a for data monitoring committee) 

17 

Introduction    

Background and 

rationale 

6a Description of research question and justification for undertaking the 

trial, including summary of relevant studies (published and 

unpublished) examining benefits and harms for each intervention 

3 

 6b Explanation for choice of comparators 3 

Objectives 7 Specific objectives or hypotheses 5 

Trial design 8 Description of trial design including type of trial (eg, parallel group, 

crossover, factorial, single group), allocation ratio, and framework (eg, 

superiority, equivalence, noninferiority, exploratory) 

 

6 

Methods: Participants, interventions, and outcomes  

Study setting 9 Description of study settings (eg, community clinic, academic hospital) 

and list of countries where data will be collected. Reference to where 

list of study sites can be obtained 

7 

Eligibility criteria 10 Inclusion and exclusion criteria for participants. If applicable, eligibility 

criteria for study centres and individuals who will perform the 

interventions (eg, surgeons, psychotherapists) 

7 

Interventions 11a Interventions for each group with sufficient detail to allow replication, 

including how and when they will be administered 

8 

11b Criteria for discontinuing or modifying allocated interventions for a 

given trial participant (eg, drug dose change in response to harms, 

participant request, or improving/worsening disease) 

N/A 
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11c Strategies to improve adherence to intervention protocols, and any 

procedures for monitoring adherence (eg, drug tablet return, 

laboratory tests) 

9 

11d Relevant concomitant care and interventions that are permitted or 

prohibited during the trial 

N/A 

Outcomes 12 Primary, secondary, and other outcomes, including the specific 

measurement variable (eg, systolic blood pressure), analysis metric 

(eg, change from baseline, final value, time to event), method of 

aggregation (eg, median, proportion), and time point for each 

outcome. Explanation of the clinical relevance of chosen efficacy and 

harm outcomes is strongly recommended 

 

9 

Participant 

timeline 

13 Time schedule of enrolment, interventions (including any run-ins and 

washouts), assessments, and visits for participants. A schematic 

diagram is highly recommended (see Figure) 

10 

Sample size 14 Estimated number of participants needed to achieve study objectives 

and how it was determined, including clinical and statistical 

assumptions supporting any sample size calculations 

9 

Recruitment 15 Strategies for achieving adequate participant enrolment to reach 

target sample size 

13 

Methods: Assignment of interventions (for controlled trials)  

Allocation:    
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Sequence 

generation 

16a Method of generating the allocation sequence (eg, computer-

generated random numbers), and list of any factors for stratification. 

To reduce predictability of a random sequence, details of any planned 

restriction (eg, blocking) should be provided in a separate document 

that is unavailable to those who enrol participants or assign 

interventions 

14 

Allocation 

concealment 

mechanism 

16b Mechanism of implementing the allocation sequence (eg, central 

telephone; sequentially numbered, opaque, sealed envelopes), 

describing any steps to conceal the sequence until interventions are 

assigned 

14 

Implementation 16c Who will generate the allocation sequence, who will enrol 

participants, and who will assign participants to interventions 

14 

Blinding (masking) 17a Who will be blinded after assignment to interventions (eg, trial 

participants, care providers, outcome assessors, data analysts), and 

how 

14 

 17b If blinded, circumstances under which unblinding is permissible, and 

procedure for revealing a participant’s allocated intervention during 

the trial 

14 

Methods: Data collection, management, and analysis  

Data collection 

methods 

18a Plans for assessment and collection of outcome, baseline, and other 

trial data, including any related processes to promote data quality (eg, 

duplicate measurements, training of assessors) and a description of 

study instruments (eg, questionnaires, laboratory tests) along with 

their reliability and validity, if known. Reference to where data 

collection forms can be found, if not in the protocol 

15 
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 18b Plans to promote participant retention and complete follow-up, 

including list of any outcome data to be collected for participants who 

discontinue or deviate from intervention protocols 

14 

Data management 19 Plans for data entry, coding, security, and storage, including any 

related processes to promote data quality (eg, double data entry; 

range checks for data values). Reference to where details of data 

management procedures can be found, if not in the protocol 

15 

Statistical methods 20a Statistical methods for analysing primary and secondary outcomes. 

Reference to where other details of the statistical analysis plan can be 

found, if not in the protocol 

15 

 20b Methods for any additional analyses (eg, subgroup and adjusted 

analyses) 

N/A 

 20c Definition of analysis population relating to protocol non-adherence 

(eg, as randomised analysis), and any statistical methods to handle 

missing data (eg, multiple imputation) 

 

N/A 

Methods: Monitoring  

Data monitoring 21a Composition of data monitoring committee (DMC); summary of its 

role and reporting structure; statement of whether it is independent 

from the sponsor and competing interests; and reference to where 

further details about its charter can be found, if not in the protocol. 

Alternatively, an explanation of why a DMC is not needed 

N/A 

 21b Description of any interim analyses and stopping guidelines, including 

who will have access to these interim results and make the final 

decision to terminate the trial 

N/A 
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Harms 22 Plans for collecting, assessing, reporting, and managing solicited and 

spontaneously reported adverse events and other unintended effects 

of trial interventions or trial conduct 

17 

Auditing 23 Frequency and procedures for auditing trial conduct, if any, and 

whether the process will be independent from investigators and the 

sponsor 

17 

Ethics and dissemination  

Research ethics 

approval 

24 Plans for seeking research ethics committee/institutional review 

board (REC/IRB) approval 

18 

Protocol 

amendments 

25 Plans for communicating important protocol modifications (eg, 

changes to eligibility criteria, outcomes, analyses) to relevant parties 

(eg, investigators, REC/IRBs, trial participants, trial registries, journals, 

regulators) 

17 

Consent or assent 26a Who will obtain informed consent or assent from potential trial 

participants or authorised surrogates, and how (see Item 32) 

13 

 26b Additional consent provisions for collection and use of participant 

data and biological specimens in ancillary studies, if applicable 

N/A 

Confidentiality 27 How personal information about potential and enrolled participants 

will be collected, shared, and maintained in order to protect 

confidentiality before, during, and after the trial 

15 

Declaration of 

interests 

28 Financial and other competing interests for principal investigators for 

the overall trial and each study site 

2 

Access to data 29 Statement of who will have access to the final trial dataset, and 

disclosure of contractual agreements that limit such access for 

investigators 

N/A 
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Ancillary and post-

trial care 

30 Provisions, if any, for ancillary and post-trial care, and for 

compensation to those who suffer harm from trial participation 

N/A 

Dissemination 

policy 

31a Plans for investigators and sponsor to communicate trial results to 

participants, healthcare professionals, the public, and other relevant 

groups (eg, via publication, reporting in results databases, or other 

data sharing arrangements), including any publication restrictions 

18 

 31b Authorship eligibility guidelines and any intended use of professional 

writers 

N/A 

 31c Plans, if any, for granting public access to the full protocol, 

participant-level dataset, and statistical code 

N/A 

Appendices    

Informed consent 

materials 

32 Model consent form and other related documentation given to 

participants and authorised surrogates 

Not 

included 

Biological 

specimens 

33 Plans for collection, laboratory evaluation, and storage of biological 

specimens for genetic or molecular analysis in the current trial and for 

future use in ancillary studies, if applicable 

N/A  

SPIRIT 2013 Checklist: Recommended items to address in a clinical trial protocol and related documents* 619 

*It is strongly recommended that this checklist be read in conjunction with the SPIRIT 2013 Explanation & 620 

Elaboration for important clarification on the items. Amendments to the protocol should be tracked and 621 

dated. The SPIRIT checklist is copyrighted by the SPIRIT Group under the Creative Commons “Attribution-622 

NonCommercial-NoDerivs 3.0 Unported” license. 623 

 624 
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