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1 INTRODUCTION 

This study has been developed in response to a Commissioned Call by the National Institute for Health 

Research Health Technology Assessment Programme to develop an intervention based on Problem 

Adaptation Therapy (PATH) (1) to treat depression in people with mild and moderate dementia within 

the NHS, and to test the accessibility, acceptability and credibility of this in a development phase (Phase 

1) and its clinical and cost-effectiveness in a multicentre RCT (Phase 2). 

2 BACKGROUND  

Depression and depressive symptoms are common in people with dementia. Around 50% of patients 

with Alzheimer’s disease have clinically significant depressive symptoms (2, 3) and 20% meet criteria 

for major depressive disorder (4). Depression in dementia is important because it reduces quality of 

life (2), exacerbates cognitive and functional impairments (36), and increases mortality (37), risk of 

transition to a residential care or nursing home (5) and carer burden (6). 

Antidepressant medication is often prescribed to people with dementia (7) and an antidepressant 

withdrawal study in people with dementia reported subsequent worsening of depressive symptoms 

(8). However, the HTA-SADD (Sertraline or mirtazapine for depression in dementia) trial (10) and the 

DIADS-II trial (38) reported no superiority of antidepressants over placebo in this situation. 

Participants in HTA-SADD generally showed improvement in Cornell Scale for Depression in Dementia 

(CSDD) scores, regardless of treatment allocation. CSDD scores for those treated with mirtazapine fell 

by 4.9 points, with sertraline by 4.2 points and with placebo by 5.9 points, over 13 weeks. Two meta-

analyses, including one recently conducted by ourselves (9, 39), have also found no significant benefits 

of antidepressants over placebo in people with dementia and depression. The poor response of 

depression in dementia to antidepressants seen in the trials does not seem to be attributable to severity 

of depression in participants, the type of patients recruited or to reduced adherence with trial 

medication and it has been suggested that the neurobiology of depression in dementia might be 

different from that of depression in people without dementia.  

Conventional psychological therapies have also been generally disappointing in this situation. A 

Cochrane review of psychological therapies, including cognitive behavioural therapy, for depression in 
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dementia identified 6 RCTs involving a total of 439 participants and reported a small and non-

significant standardised mean difference with treatment of 0.22 [95% CI 0.41 to -0.03] (11), suggesting 

only very modest benefit at best. Variation between the individual Cochrane reviewed studies, in terms 

of both the modality of psychological intervention and treatment duration, makes it very difficult to 

draw conclusions regarding which therapies should be recommended for depression in dementia. 

Problem-solving therapy has been widely used with older people with depression and a systematic 

review and meta-analysis of 6 studies involving 569 participants aged over 60 reported a mean 

improvement in Hamilton Rating Scale for Depression scores of 6.94 points [95% CI 2.97 to 10.91, d = 

1.15] (40). Problem adaption therapy (PATH) is based on problem-solving therapy and has been largely 

developed for use with depressed and mildly cognitively impaired older people by the Cornell group (1, 

12-15). PATH is theoretically based in the process model of emotion regulation (18) and aims to reduce 

the negative impact of behavioural functional limitations through a problem-solving approach and use 

of strategies to compensate for identified deficits, pleasurable or distracting activities, breaking 

activities into manageable steps, caregiver participation and environmental adaptations. Specifically, 

PATH uses a range of emotional regulation techniques to increase positive emotions (e.g. pleasure) and 

decrease negative emotions (e.g. sadness, hopelessness, anxiety). These include: (1) situation selection 

(i.e. helping people with dementia to avoid situations that trigger negative emotions or inhibit positive 

emotions, and engage in situations that promote positive emotions), (2) situation modification (i.e. 

compensating for cognitive and physical health difficulties through the use of environmental 

adaptations and the support of others), (3) attentional deployment (i.e. helping people with dementia 

to re-direct their attention away from events that trigger negative emotions towards those that promote 

positive emotions), (4) cognitive change (e.g. helping people with dementia and carers to identify more 

hopeful thoughts), and (5) response modulation (i.e. emotional de-escalation). 

In their descriptions of PATH, the Cornell group have emphasized that the intervention is focussed on 

the patient’s “ecosystem”, which they take to include the patient, their caregiver and the home 

environment. PATH involves the teaching and use of problem-solving skills combined with 

environmental adaptation tools in order to reduce functional and behavioural limitations. Recognising 

that patients’ cognitive impairment could undermine their ability to use these problem-solving 

techniques and environmental manipulations unaided, caregiver participation in problem-solving, 

environmental manipulation and facilitation of the patient’s engagement in pleasurable activities is a 

crucial component of PATH (41). PATH environmental adaptation tools are designed to reduce patients’ 

functional and behavioural limitations and to take advantage of an individual’s retained cognitive 

strengths. Tools include calendars, checklists, notebooks, alarms, signs, diaries, timed and pre-recorded 

messages and the step-by-step breakdown of complex tasks into more easily accomplished components 

(42). 

The structure of PATH has been published (11) and consists of the following steps. (i) An Initial 

Assessment is conducted in the first two sessions during which the therapist gathers relevant clinical 
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and behavioural information to create a personalised treatment plan. (ii) Using a structured interview, 

the therapist assesses the patient’s home environment, the severity of depression and cognitive 

impairment, and physical and behavioural limitations, as well as areas of retained strength in cognitive 

function and activities of daily living. (iii) The therapist also assesses the caregiver’s physical and 

cognitive ability, their potential availability and their willingness and motivation to become involved as 

a co-therapist. By the end of the second session, the patient, caregiver and therapist will have created 

two lists. First, a list of the patient’s problems that contribute to their depression and impaired 

functioning, and second, a list of activities that are pleasurable for the patient and which he/she may or 

may not have been able to engage in during the current episode of depression. Problem-Solving and 

Adaptation Treatment Implementation occupies the next 8 sessions and involves solving the patient’s 

problems, identifying and using appropriate PATH tools, incorporating the assistance of the caregiver, 

and encouraging the patient’s participation in pleasurable activities. Identification and solving of each 

problem follows the established problem-solving therapy stages: identify the problem, define the 

problem, brainstorm possible solutions, evaluate potential solutions, choose the best solution, create a 

plan to implement the solution, implement it and evaluate how well it worked (43,44). During this 

phase, the therapist encourages the use of PATH tools to facilitate problem-solving as well as assessing 

whether the caregiver is able to help to solve a particular problem. Finally, the therapist encourages the 

patient’s weekly engagement with pleasurable activities that are designed to improve mood. In the 

Conclusion Phase, the therapist uses the last 2 sessions to review the solutions identified and 

summarises the most important components of the treatment plan. Problems that have been resolved 

are discussed and any obstacles that remain to finding a solution are identified and discussed. The 

therapist gives the patient and the caregiver a personalised booklet that describes the patient’s 

problems and the identified solutions and presents the list of PATH tools that were used during the 

sessions and that may be utilised in the future.  

Finally, further “top up” or booster sessions may be provided to support the longer-term benefits of 

PATH. This is an emerging feature of the PATH intervention as implemented in the US. For example, in 

the current Clinicaltrials.gov description of their current trial: Problem Adaptation Therapy for Mild 

Cognitive Impairment and Depression (PATH-MCI) (NCT 03043573), the Cornell-Johns Hopkins group 

detail the use of 3-monthly booster sessions once the initial 12 weeks of PATH has been completed. The 

primary outcome measure in the PATH-MCI trial, which will complete in July 2021, is improvement in 

global cognitive function at 52 weeks in patients with mild cognitive impairment. A potential criticism 

of the published PATH studies could be that they have only focussed on outcomes immediately 

following the completion of treatment and have not yet demonstrated medium or longer-term benefits. 

The use of booster sessions represents a potential but as yet formally untested method for extending 

the benefits of PATH beyond the 12 weeks of treatment and so we will include booster sessions in our 

adapted PATH intervention. 

In the study referenced in the HTA commissioned call, PATH was shown to be superior to supportive 

therapy in reducing depression (effect size = 0.60) and disability (effect size = 0.67) over 12 weeks in 
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people with very mild to moderate cognitive impairment (1). This promising result now needs to be 

investigated to determine the potential effectiveness of PATH for people with dementia and depression 

within the NHS.  

3 RATIONALE 

There are more than 850,000 people with dementia in the UK and, in the absence of disease-modifying 

agents, treatment within the NHS is directed to the improvement of symptoms. Specialist memory 

services, generally located within secondary care mental health services, have been developed to 

facilitate provision of early and high quality dementia diagnosis, access to cholinesterase inhibitors and 

memantine, signposting to appropriate advisory and support services and to provide access to 

evidence-based non-drug interventions such as cognitive stimulation therapy. Memory services and 

older people’s community mental health teams are also the specialist NHS services within which the 

non-cognitive symptoms of dementia are assessed and treated. These symptoms, which include 

agitation, aggression, psychosis and depression, cause distress for patients and their carers and are 

often the precipitant of institutionalisation. Although controversial and associated with increased risk 

of stroke and death, atypical antipsychotics are used in the treatment of psychosis and in cases of 

agitated and aggressive behaviour where the associated risks to the patient and others are considered 

to outweigh the potential risks of treatment and risperidone is licensed for the short-term (6 weeks) 

treatment of aggression in Alzheimer’s disease. Historically, sedating drugs such as antipsychotics have 

been over-prescribed in people with dementia and demonstration that educational and behavioural 

interventions can be effective in the management of agitation and aggression has done much to reduce 

unnecessary drug use. But we currently have little in the way of evidence-based interventions to offer 

as treatment for depression in dementia and the outcome of HTA-SADD, systematic reviews and meta-

analyses showing antidepressants are not superior to placebo and a Cochrane review concluding that 

it is hard to draw positive conclusions from trials of conventional psychological therapies, all highlight 

the importance of investigating the potential effectiveness of promising novel therapies such as PATH. 

4 OBJECTIVES 

Our principal aims are to develop an adapted PATH intervention, suitable for use with people with mild 

and moderate dementia for delivery within the NHS, and to design and conduct a trial to answer the 

question posed by the HTA’s commissioning brief: What is the clinical and cost-effectiveness of problem 

solving therapy for depression adapted for older adults with mild to moderate dementia?  

We aim to answer this question by developing a manualised problem-solving therapy intervention for 

depression specifically for people with mild and moderate dementia, examining accessibility, 

acceptability, credibility and feasibility with patients, carers and health professionals, and assessing its 

effectiveness within an RCT.  
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The specific objectives are to:   

(1) Adapt and manualise PATH so that it is accessible and acceptable to people with mild and 
moderate dementia and their carers and can be delivered by existing staff in NHS secondary care 
(memory services and older people’s community mental health teams) and IAPTs.  

(2) Obtain quantitative estimates of the accessibility, acceptability, credibility and feasibility of the 

PATH intervention.  

(3) Use qualitative approaches to explore the intervention’s acceptability to people with dementia 

and their caregivers, as well as therapists delivering the intervention.  

(4) Establish the clinical and cost-effectiveness of adapted PATH plus usual multidisciplinary care 

compared to usual multidisciplinary care alone in a multi-centre, single-blind, parallel, 2-arm RCT, 

with an internal pilot in the first 12 months to assess feasibility of recruitment and acceptability of 

randomisation. 

5 STUDY DESIGN 

This is a multicentre, single-blind, parallel, 2-arm randomised controlled trial to assess the clinical and 

cost-effectiveness of adapted PATH for depression in mild and moderate dementia with a 12-month 

internal pilot to assess feasibility of recruitment and acceptability of randomisation.  

This is a two phased trial. Phase one will conduct focus groups involving professionals with the 

experience of delivering interventions to people with dementia in order adapt and manualise the PATH 

intervention for use by the caregivers of people with mild to moderate dementia. Phase two is a full 

randomised control trial which includes an initial 12 month internal pilot to assess feasibility of 

recruitment and acceptability of randomisation.  

The primary outcome will be improvement in mood at 6 months post-randomisation, with assessments 

at 3 months to look for immediate post-intervention mood improvement and at 12 months to examine 

whether potential benefits are maintained. The internal pilot will provide a “Go” signal to proceed to 

the full RCT if 125 participants have been randomised after 12 months’ recruiting (75% of estimated 

number needed to hit full recruitment at 24 months, assuming recruitment numbers vs. time graph is 

linear), with >70% of intervention sessions attended.  

If clinical and cost-effectiveness of the intervention is demonstrated we will apply for training and 

implementation funding so that it can be fully disseminated and rolled out within the NHS.  
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6 ELIGIBILITY CRITERIA 

6.1  Inclusion Criteria 

Patients 

(1) Diagnosis of probable AD or mixed AD and vascular dementia using NIA-AA criteria (48),  

(2) Mild to moderate dementia severity, defined by an SMMSE score >10,  

(3) Clinically significant depression, defined by score of 8 or more on the Cornell Scale for Depression 

in Dementia,  

(4) Aged >50 years,  

(5) Sufficiently fluent in English to engage with the PATH intervention,  

(6) Identified family caregiver who spends >1 hour per day on at least 3 days per week with participant 

and agrees to act as co-therapist for intervention. 

(7) Living in own home (i.e. not in residential care) 

(8) Participant has been given feedback with regard to their diagnosis of AD or mixed AD and vascular 

dementia 

 

6.2  Exclusion Criteria 

Patients 

 (1) Diagnosis of other dementias, including dementia with Lewy bodies, Parkinson’s disease dementia 

and frontal-temporal dementia. This is because the needs of this patient group may be different. 

(2) Initiation of prescription or change in dose of antidepressant or other psychotropic medication in 

previous 4 weeks or plan to change treatment during the next 12 weeks,  

(3) Those currently engaged in formal psychological therapy,  

(4) Those requiring treatment for a severe psychiatric disorder such as schizophrenia or bipolar 

disorder, or 

(5) Are severely depressed and expressing suicidal ideation with active plans or suicidal behaviours 

and intent, as other forms of treatment and support would be indicated. 

7 RECRUITMENT 

Recruitment of therapists from NHS staff: Healthcare professionals who will act as therapists will be 

identified prior to the study starting and will be consented for involvement in the pre-orientation phase. 

They will be psychiatrists, nurses, assistant psychologists, clinical psychologists or allied health 

professionals who work primarily within the Memory Service or older people’s Community Mental 

Health Teams who agree to participate in the study within the centres that have agreed to support the 

trial.   

Recruitment from NHS and other services: Patient participants for the development phase and the full 

trial will be recruited from memory services and community mental health teams for older people 
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within secondary care mental health services, from primary care and IAPT services, and from third 

sector signposting services for people with dementia.  

Recruitment from patients’ place of residence: Most people with mild and moderate dementia live in their 

own homes. Only participants who are living in their own homes will be recruited, rather than those 

living in residential care settings. This is because the involvement of an individual caregiver (rather 

than a member of a professional care home team) and flexibility to make environmental manipulations 

are important principles of PATH. If participants who are living in care homes were included in the 

study, then this would require training of numerous care home staff members (as the person with 

dementia would be cared for by more than one staff member) and environmental adaptations would 

need to be implemented throughout the care home environment, which may be suitable for one person 

but not another.  

7.1 Participant Identification 

Potentially eligible patient participants (see 6.1) and their caregivers will be identified and approached 

about involvement in the trial in one of three ways: 

Firstly, clinicians will approach patients attending routine appointments at the memory service or with 

the Community Mental Health Team (CMHT) about the study using the patient information sheet. They 

will then seek verbal agreement for a member of the local research team or a research nurse from the 

CRN to contact the patient and caregiver to discuss the study further.  

 

Second, clinicians from the memory service or CMHT will identify potentially eligible participants from 

their clinic databases and patient lists. Clinicians will then contact patients and will ask for permission 

to give their details to a member of the research team if they are interested in learning more about 

participation in the study. If they are, a study invitation letter and patient information sheet will be sent 

to them by a member of the research team. This will include details of how the patient and caregiver 

can discuss the study further with a member of the local research team or a research nurse from the 

local Clinical Research Network (CRN).  

 

Third, potential participants who have previously provided consent for contact about ongoing research 

studies will be identified by members of the research team or the CRN (where this information is 

available). 

 
7.2 Consent 

It is the responsibility of the Investigator, or person delegated by the Investigator to obtain written 

informed consent from each participant (or assent from their personal consultee) prior to participation 

in the trial.  
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Once potential participants have been identified and agreement for contact has been obtained, a 

member of the research team will contact them to discuss the study further.  The informed consent 

process will be conducted by a member of the research team, who will be GCP trained, suitably qualified 

and experienced and will have been delegated this duty by the CI or PI on the delegation log. Patients 

and their caregivers will be given adequate time to consider the study and given the opportunity to ask 

any questions.  It will be explained to the participant that they are under no obligation to participate in 

the trial and that they can withdraw at any time during the trial without having to give a reason and 

that their treatment within the Service will not be affected if they decide not to participate. Those who 

are still interested in participation will be invited to attend an eligibility screening appointment (either 

in the patient’s home or in a clinical location, depending on patient preference). Where consent is in the 

patients home GDPR considerations are covered in the risk assessment. Once eligibility for inclusion 

has been determined, informed consent will be sought from patient participants who are deemed to 

have capacity. For potential patient participants who are assessed as not having capacity to give 

informed consent for inclusion, assent will be sought from their personal (or nominated) consultee who 

will usually be the main caregiver who lives with them and who will be involved in the study as co-

therapist. Potential patient participants with dementia will only be included in the study if they agree 

to this, even if they are assessed as not having the capacity to make this decision.  

 

Informed consent will also be sought from the identified caregiver for their own inclusion and 
participation in the study, as co-therapist. 
 
A copy of the signed informed consent form will be given to the participant. The original signed form 
will be retained in the trial file at the site and a copy in the medical/case notes/source documents. 
 
If the PIS and consent form are amended during the course of the trial, participants will be informed of 
the changes and will be re-consented as appropriate. 
 
 

8 TRIAL PROCEDURES 

8.1 Eligibility Screening 

Screening of participants for both the development phase and the full trial will take place after the 

potential patient participant has confirmed to their clinician that they are interested in learning more 

about the research and has given their permission to be contacted by a member of the research team. 

Medical records will then be accessed by a member of the responsible clinical team or a member of 

the research team and reviewed to check eligibility criteria (listed as bullet points below), which 

should have been be collected as part of routine clinical care. In cases where further eligibility 

screening is required (for example, if any of the measures have not been conducted and recorded in 

the medical records) this will take place either in the patient’s home or in a clinical location, 

depending on patient preference and will be conducted by a member of the research team or CRN and 
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participants will be asked to give consent before this is conducted. An Eligibility Checklist will be used 

to record this information and will be included within the case report form, anonymised with the 

participant’s study number. 

The eligibility screening will involve the accessing and collection of what would be routinely collected 

demographic and clinical data in a depressed patient with Alzheimer’s disease managed within a 

Memory Service, in order to determine eligibility for the study. This will include: 

 diagnosis using NIA-AA diagnostic criteria,  

 Standardised Mini-Mental State Examination (SMMSE)(20),  

 Assessment of depression using the Cornell Scale for Depression in Dementia (CSDD), 

 limited socio-demographic data specifically age, caregiver availability,  

 limited clinical data specifically medication use, engagement in current formal psychological 

therapy and comorbid psychiatric diagnoses.  

At the first face to face meeting, for all those who meet eligibility criteria, after consent to participate 

has been obtained, we will collect further socio-demographic and clinical data at baseline including sex, 

ethnicity, marital status, years of education, highest level of educational qualification and occupational 

attainment, ongoing medication use (dose and frequency), time since diagnosis and time since symptom 

onset, and risk of self-harm (e.g. suicidal ideation).  

8.2 Randomisation 

Once eligibility has been checked and confirmed, patient participants in the main RCT (but not in the 

development stage) will be randomised on a 1:1 basis between the PATH intervention and TAU. A 

member of the research team who is delegated to enrolling participants, will randomise the participant 

using a web-based secure randomisation service provided by the company Sealed Envelope. It will be 

set up, tested and validated following Priment CTU SOPs. The process to randomise participants will be 

done in accordance with the randomisation manual for the study. Randomisation will be stratified by 

baseline use of antidepressant medication. 

 

8.3 Phase 1 - Intervention Development (months 1-12): 

During Phase 1 we will develop and manualise an 8-session intervention for people with dementia who 

are depressed (months 1-6), and will test the acceptability and credibility of the intervention (months 

7-12) 

 
Phase 1(a) - Qualitative Interviews  (months 1 - 6) 

In-depth individual interviews with 10-15 depressed patients with mild to moderate dementia and 

their carers will be conducted to examine the situations or problems that trigger negative emotions or 

inhibit positive emotions; beginning with memory and functional losses, behavioural and functional 
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limitations, interpersonal difficulties (particularly in the relationship with the caregiver), social 

isolation and anhedonia.  Once consent has been gained, a time and location that is convenient for 

patients and caregivers to be interviewed together by a research worker will be determined within a 

fortnight. Interviews will last for a maximum of one hour but can be terminated at an earlier point if the 

patient or their caregiver request this. We anticipate that a single interview will be sufficient to gather 

the relevant information, but if it becomes clear that a further interview is necessary to do this and the 

patient and caregiver are prepared to meet again, a second interview will be arranged within a fortnight. 

Participants will be asked to reflect on issues around cognitive impairment and the effects of behaviour 

and functional limitations before exploring the perceived feasibility and acceptability of strategies that 

may reduce their negative impact. Interviews will also explore possible barriers and facilitators to 

engagement in PATH, how best to involve caregivers as co-therapists, how best to support them in the 

role, and how best to adapt the intervention to an individual’s circumstances and needs. All interviews 

will be audio recorded and transcribed for qualitative analyses. 

Sampling will be purposive and conducted on the basis of dementia diagnosis, severity of depression, 

physical and communication difficulties, caregiver’s relationship to the person with dementia and living 

arrangements to explore a range of perspectives. 

Phase 1(a) Focus Groups (months 1 – 6) 

Four focus groups will be conducted, comprising of up to 9 individuals and including professionals 

(clinical psychologists, psychological well-being practitioners, assistant psychologists, and psychiatric 

nurses) who have experience of delivering psychological interventions to people with dementia, 

members of the Alzheimer’s Society and other PPI partners. Discussion and activities, informed by the 

preceding interviews, will focus on developing accessible, acceptable and credible problem solving 

approaches and PATH tools. Participants will be asked to consider the feasibility of delivering the 

intervention both within the trial and as part of standard NHS care. Focus groups will be facilitated by 

either the Chief Investigator, Rebecca Gould or the Trial Manager. They will have a duration of up to 1 

hour and will take place at the Division of Psychiatry, 149 Tottenham Court Road, London W1T 7NF. All 

sessions will be audio-recorded for qualitative and thematic analyses.  

The manualised intervention will be developed from the individual interviews and workshops within 

the first 6 months of the project and testing of the acceptability and credibility of this intervention will 

take place in months 7-12.  

Phase 1(b) Test of the acceptability and credibility of the Intervention (months 7- 12) 

In order to assess the acceptability of the intervention to patients and their caregivers, we will take the 

manualised therapy intervention back to the patient-caregiver dyads who participated in Phase 1(a). 

We will test the acceptability of the first 2 to 3 sessions, which comprise the Initial Assessment Phase 

of the PATH intervention. Within this phase, the therapist gathers relevant clinical and behavioural 
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information in order to create a personalised treatment plan. This is based on a list of the depressed 

patient’s problems that are considered to have contributed to their depression and impaired 

functioning, and a list of activities that are known to be pleasurable to the patient and which he or she 

may not have been able to engage in during the current episode of depressed mood.  

In order to assess the acceptability and credibility of the Initial Assessment Phase of the PATH 

intervention, we will assess credibility of the rationale for therapy and treatment expectancy in patients 

and their caregivers and will use the Client Satisfaction Questionnaire as a measure of acceptability and 

as a tool to identify potentially modifiable problems with the intervention. 

Evaluation of Phase 1(b) will be through qualitative interviews and through quantitative measures; 

specifically with the Credibility/Expectancy Questionnaire (22) and the Client Satisfaction 

Questionnaire (35). It is important to evaluate treatment credibility/expectancy when developing a 

new intervention as this can have a significant impact on uptake and dropout rates. In addition, we will 

use rates of completion of the 3 sessions as a proxy for initial engagement.  

Credibility/Expectancy Questionnaire  

The Credibility/Expectancy Questionnaire is a 6-item self-report measure that assesses the credibility 

of the rationale for therapy and expectations about treatment, which has been adapted for people with 

dementia, and measured immediately after delivery of the first 3 sessions. Four items are rated on a 9-

point scale from 1 to 9 (lower scores are worse) and 2 items are scored on an 11-point scale from 0 to 

100% (refer to appendix 13). As the measure includes items rated on two scales, the items will be 

standardised and summed to form separate composite scores for credibility and expectancy. We will 

use patient, caregiver and therapist scores for credibility of the rationale for therapy and treatment 

expectancy and satisfaction with the intervention after delivery of the first 2 sessions as proxies for 

accessibility, engagement and adherence.  

If credibility and expectancy summed scores are >70%, if >70% participants complete 3 sessions, 

satisfactory ratings (a score of 7 or more) are achieved on the Client Satisfaction Questionnaire, and if 

5 or more potentially modifiable problems per participant can be identified in these sessions, we will 

proceed to the full RCT.  

Client Satisfaction Questionnaire  

The Client Satisfaction Questionnaire will be used after delivery of the first 2 or 3 sessions as a measure 

of acceptability, and identification of potentially modifiable problems as a measure of feasibility of the 

intervention.  

 

Intervention Development Phase Qualitative Interviews  

Patients, caregivers and therapists will all be interviewed once, for no more than 1 hour, after 

completion of the initial 2 or 3 sessions to assess their views on acceptability, likely engagement, utility 
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of component parts and delivery within the NHS. Therapists will be asked to identify any challenging 

aspects of delivering the intervention and strategies that could be used to assist them, as well as how 

prepared, confident and supported they feel. 

 

We will only judge acceptability and engagement to be sufficient at the end of the Development Phase 

to proceed to the Full RCT Phase if credibility and expectancy summed scores are higher than 70%, 

satisfactory ratings are achieved on the Client Satisfaction Questionnaire, and >70% participants 

complete 3 sessions 

 

8.4 Phase 2 - Full Randomised Controlled Trial (months 13 – 54) 

In Phase 2 (months 13-54), we will conduct a multicentre, single-blind, parallel, 2-arm RCT to assess 

the clinical and cost-effectiveness of the adapted PATH intervention for depression in mild and 

moderate dementia with a 12-month internal pilot to assess feasibility of recruitment and acceptability 

of randomisation. Our outcome measures will include measures of depression, health related quality of 

life for people with dementia, caregiver burden, cognitive function, anxiety and cost-effectiveness as 

specified in the brief. Our primary outcome will be improvement in mood at 6 months post-

randomisation, with assessments at 3 months to look for immediate post-intervention mood 

improvement and at 12 months to examine whether and how potential benefits are maintained. Our 

internal pilot will provide a “Go” signal to proceed to the full RCT if we have randomised 125 

participants after 12 months’ recruiting (75% of estimated number needed by 12 months if we are to 

hit full recruitment (334 participants) at 24 months, assuming recruitment numbers vs. time graph is 

linear), with >70% of intervention sessions attended.  

 

We will exclude the 10-15  patient-caregiver dyads who participated in the development of the 

intervention from participating in the RCT in order to avoid contamination bias. 

 

The Intervention  

It is anticipated (subject to change based on the results of Phase 1) that the intervention will: 

(1) Consist of up to 8 manualised, face-to-face sessions of PATH (as described above) and 

delivered over 12 weeks (delivered approximately weekly), each session lasting up to 1 hour, and 

comprising 2 assessment sessions, 5 sessions focused on problem solving using PATH tools, and 

1 review session. The intervention will be delivered at home or in a clinical setting with at least 2 

sessions being home based; 

(2) Be supplemented by a personalised therapy booklet for patients and caregivers, developed so 

that it addresses each person’s individual needs, and a detailed manual for therapists; 



 

25 

IRAS ID: 238724 REC REF: 18\WA\0209 The PATHFINDER Research Protocol Version 3.0 29OCT2019  Page 25 
Study SHORT Title: Problem Adaptation Therapy For Depression in Dementia 

(3) Be supplemented by booster 1 hour sessions at 6 and 9 months (i.e. 3 and 6 months post-

intervention), which will review key problem-solving and emotional regulation strategies used in 

PATH. 

All therapy sessions will be recorded using encrypted digital voice recorders and 10% of these will be 

reviewed in order to monitor adherence to the intervention manual. The transfer of recordings of 

sessions is considered in the risk assessment. 

 
An integral part of the PATH intervention developed by the Cornell group for use with depressed 

patients with mild to moderate cognitive impairment has been the involvement of the patient’s 

caregiver as a co-therapist in both the situational and environmental assessments and subsequent day-

to-day delivery of the active change components of PATH. The caregiver’s role as a co-therapist may 

involve any of the following: (1) helping to identify problems that are hypothesised to maintain the 

person with dementia’s depression, (2) helping to identify meaningful pleasurable activities that the 

person with dementia currently enjoys or has previously enjoyed, (3) helping to identify solutions to 

the problems, (4) helping the person with dementia to use PATH tools (e.g. environmental adaptations 

to help overcome physical and behavioural limitations) to overcome these problems and engage in 

pleasurable activities. The involvement of the caregiver will be adapted to each patient’s level of 

cognitive ability such that some people with dementia will require more input from their caregiver than 

others. The caregivers will participate in each therapy session. 

Measures of Quality of PATH Intervention delivery 

Intervention Adherence Checklist: This is a checklist of PATH components, techniques, and themes 

discussed in each session, together with any deviations from the manual, in order to monitor adherence 

to the intervention manual. This will be completed by therapists delivering the intervention at the end 

of each session, and will also be completed for 20% of randomly-selected audiotaped sessions by an 

independent clinical psychologist so that treatment fidelity can be assessed, and ratings can be 

compared with therapists’ self-reports.   For actual assessments see page 29. 

Phase 2 Follow Up Assessments:  Follow up assessments will take place via face-to-face interview in 

their own home or a clinical setting at 0, 3, and 6 (primary endpoint) and 12 months post-randomisation 

by a blind outcomes assessor. They will be administered to participants in each arm of the study. The 

transfer of data has been covered by the risk assessment.  

 
Phase 2 Qualitative Satisfaction Questionnaire: At 6 months post-randomisation, caregivers and 

therapists will complete an anonymous qualitative satisfaction questionnaire to further examine the 

acceptability and feasibility of the intervention (or usual multidisciplinary care for those in the TAU 

arm). Caregivers and therapists will be asked to complete the written questionnaire (see Appendix 16) 

via post or online, which will comprise a combination of open and closed questions. The caregiver 
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version will examine satisfaction with the PATH intervention and its suitability for people with 

dementia. Participants will be asked for their views on the strengths and limitations of PATH and 

methods of delivery, the perceived impact of the person with dementia’s condition and circumstance, 

difficulties in implementing the intervention in their everyday lives and any recommendations for 

revising the intervention. The therapist questionnaire will explore how PATH was delivered in practice 

(treatment fidelity, ease of delivery in people with dementia and therapist support needs). This data 

will provide insight into the context in which the implementation was delivered, thus supporting the 

interpretation of trial findings and helping to optimise implementation to the wider NHS. 

 
Training of Clinical Staff and Caregivers 

Professional therapists will be identified prior to the study starting and will be consented in the pre-

orientation phase. They will be nurses, assistant psychologists and clinical psychologists who work 

primarily within the Memory Service or older people’s Community Mental Health Teams who agree to 

support and participate in the study within the centres that have agreed to support the trial. All 

professional therapists will attend a 1-day training workshop on the use of PATH with people with 

dementia and their caregivers, supplemented by copies of our newly-developed patient workbook and 

therapist manual. Training will be developed and delivered by members of the core research team, and 

will also include two members of our PPI Group. After completing training, professional therapists will 

deliver PATH under fortnightly supervision from existing Band 7 clinical psychologists within IAPTs, 

memory services and community mental health teams for older people.  

 

Professional therapists and supervisors will also attend a 1-day top-up training course after 12 months 

to review and consolidate skills in delivering PATH to people with dementia, and to ensure that new 

staff can be trained to deliver the intervention (which will also accommodate any turnover in staff). It 

should be noted that 1-day training workshops will be developed in preference to longer training 

courses to ensure the feasibility of delivery of these training sessions. It is likely that anything longer 

than one day of training would be difficult to implement, in terms of staff being released to attend it, 

within the NHS should the intervention be rolled out beyond the course of the study. 

 

8.5 End of Study 

End of study is defined as completion of the 10 weeks of treatment and the last follow up visit, 12 
months post the end of treatment of the last participant enrolled. 

Post study activity involves data analysis and submission of the final report to the Funder on 

31/12/2022. 

9 METHOD OF DATA COLLECTION and DATA ANALYSIS 

Eligibility Screening Data 
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We will collect socio-demographic and clinical data at screening in order to determine eligibility for the 

study. This will include diagnosis using NIA-AA diagnostic criteria, SMMSE, depression using the CSDD, 

age, caregiver availability, medication use, engagement in current formal psychological therapy and 

comorbid psychiatric diagnoses. For all those who meet eligibility criteria, we will collect socio-

demographic and clinical data at baseline including sex, ethnicity, marital status, years of education, 

highest level of educational qualification and occupational attainment, ongoing medication use (dose 

and frequency), time since diagnosis and time since symptom onset, and risk of self-harm (e.g. suicidal 

ideation). We will also collect data on our primary and secondary outcome measures as outlined in 

Table 1. Data collection will be conducted via face-to-face interview at 0, 3, 6 (primary endpoint) and 

12 months post-randomisation by a blind outcomes assessor. 

 

Table 1: Assessment intervals for measures used in the RCT. 

Outcome measures, cost-effectiveness measures  
and measures of bias 

0 
months 

3 
months 

6 
months 

12 
months 

Primary outcome measure*     

Cornell Scale for Depression in Dementia *  *  

 

Secondary outcome measures     

DEMQOL and DEMQOL-proxy (for patients)     

EQ-5D-5L (for patients)     

Bristol Activities of Daily Living Scale (for patients)     

Standardised Mini-Mental State Examination (for patients)     

Rating Anxiety in Dementia scale (for patients)     

Zarit Burden Inventory (for caregivers)     
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GHQ-12 (for caregivers)     

Client Satisfaction Questionnaire (for patients and caregivers)1     

 

Cost-effectiveness-related measures     

Client Service Receipt Inventory (for patients)     

 

Measures of bias     

Credibility/Expectancy Questionnaire (for patients and 
caregivers)2 

    

Treatment preference (for patients and caregivers)2     

Checklist of PATH components, techniques, and themes At the end of each PATH session 

Assessment of blindness     

1 This will be administered after the delivery of PATH. 

2 This will be administered during the informed consent process (prior to randomisation) after participants are given 

a rationale for PATH. 

 

Interview and Focus Group Data 

Qualitative data from interviews and focus group discussions in Phase 1 will be transcribed verbatim 

and anonymised to maintain confidentiality. Data will then be analysed iteratively using a focussed 

thematic analysis (54). Three members of the research team will independently read through initial 

transcripts, separate the data into meaningful fragments and label emerging themes with codes. Coding 

strategies will be compared with instances of disagreement discussed until a provisional conceptual 

framework is developed around the situations or problems that trigger negative emotions, or inhibit 

positive emotions, and the acceptability, relevance, perceived value and feasibility of strategies that may 

reduce the negative impact of behavioural functional limitations among people with mild-moderate 
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dementia. Data from older adults and caregivers will be triangulated to obtain the most complete 

understanding of the priorities, needs and concerns of these groups in relation to the proposed 

intervention. The analytical framework will be applied to the remaining transcripts, with themes and 

subthemes refined as necessary. Ideas about themes and their relationships will be recorded in 

theoretical memos and discussed among our Patient/Caregiver Advisory Group, Project Steering Group 

and PPI groups. The computer programme QSR N-VIVO will be used to process the transcripts, enabling 

us to code and retrieve a large volume of narrative data. Data from focus groups and follow up in-depth 

interviews will be analysed using a similar strategy. 

 

Baseline and Follow-up Assessment Data 

The primary analysis will be by intention to treat using a generalised mixed model, including 

observations for baseline and follow-up, with patient identifier as a random intercept term. Models will 

include an identity link function and Gaussian mixed error structures. The denominator degrees of 

freedom for the model will be derived from the number of patients (rather than the number of 

observations which number two for each patient). Models will include baseline severity of cognitive 

impairment and depression, use of antidepressants, study phase (baseline or follow-up) and 

randomised treatment (during follow-up phase only) as patient level fixed effects. We will describe the 

effects in subscales of the CSSD as secondary outcomes. Secondary outcomes will be analysed using 

analogous models.  We will include a series of a priori defined supportive analyses including addressing 

clustering using GEE models, more conventional models in which the baseline value is used as a patient 

level covariate term, and examine any relevant transformations.  We will also examine patterns of 

missing data using multivariate joint models. 

9.1 Outcome measures 

The primary outcome measure will be the Cornell Scale for Depression in Dementia (CSDD) (26) 

score at 6 months post-randomisation. This is a 19-item scale on which each item is rated 0 (absent), 1 

(mild or intermittent) or 2 (severe) and a total score of 8 or more suggests significant depressive 

symptoms. The CSDD differs from rating scales for assessing depressed mood in people without 

dementia through inclusion of a combination of observed and informant-based questions rather than 

simply analysing differences in the phenomenology of depression in dementia. Taking up to 30 minutes 

to complete (20 minutes with the caregiver and 10 minutes with the patient), the scale covers 5 main 

areas of symptoms and signs of depression: (1) Mood-Related Signs (anxiety, sadness, lack of reactivity 

to pleasant events and irritability), (2) Behavioural Disturbance (agitation, retardation, multiple 

physical complaints, loss of interest in usual activities in last month), (3) Physical Signs (appetite loss, 

weight loss, lack of energy in last month), (4) Cyclic Functions (diurnal variation in mood, difficulty 

falling asleep, multiple awakenings during sleep, early morning awakening), (5) Ideational Disturbance 

(suicidal thoughts or attempts, poor self-esteem, pessimism, mood-congruent delusions). The CSDD 

was the primary outcome measure in HTA-SADD and we will use the same regimen of initial and 
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refresher training, together with regular group exercises to assess reliability of research workers that 

we developed for HTA-SADD. 

Secondary outcome measures  

Secondary outcome measures will be as follows: 

(1) CSDD score at 3 and 12 months post-randomisation. 

(2) Disease-specific health-related quality of life (HRQL) measured with the DEMQOL and 

DEMQOL-proxy (27) and generic quality of life with the EQ-5D (28). DEMQOL (28 items) and 

DEMQOL-Proxy (31 items) are interviewer-administered measures which obtain self and 

informant reports of the HRQL of people with dementia; items cover the feelings, memory, and 

everyday life of the person with dementia in the last week and Likert-scale responses (a lot/quite 

a bit/a little/not at all) are used with higher overall total scores reflecting better HRQL. The EQ-5D-

5L is a 5-item self-report measure of health-related quality of life used to calculate utility scores for 

use in economic evaluations. Each of the 5 items is rated on a 5-point scale from no problem to 

extreme problems. 

(3) Functional abilities with the Bristol Activities of Daily Living Scale (29), a 20-item scale 

completed with the caregiver and covering everyday daily living activities (food preparation, 

eating, drink preparation, drinking, dressing, personal hygiene, cleaning teeth, bathing/showering, 

toileting, transfers, mobility, orientation to time, orientation to place, communication, use of 

telephone, housework/gardening, shopping, finances, games/hobbies and transport) that has 

excellent psychometric properties across the mild to moderate dementia severity range. 

(4) General cognitive function with the SMMSE (20), a more objective and valid version of the 

traditional MMSE, that takes between 5 and 10 minutes to administer to a patient. 

(5) Anxiety, measured with the Rating Anxiety in Dementia scale (30), a 20-item scale assessing 

worry about physical health, cognitive performance, family problems, false beliefs, items 

considered trivial by others, level of frightfulness, noise sensitivity, sleep disturbance, irritability, 

trembling, motor tension, restlessness, fatigueability, palpitations, autonomic symptoms, 

hyperventilation, dizziness, sweating, phobia and panic attacks. Individual items are scored from 0 

(absent) to 3 (severe) and a total score of 11 or more indicates clinically significant anxiety. It takes 

20 minutes to complete; 10 minutes with the caregiver and 10 minutes with the patient. 

(6) Resource use collected using the Client Service Receipt Inventory (CSRI) for Health and Social 

Care Resource Use (31). This is a measure of service utilisation used to calculate patient and 

caregiver costs, which we will modify for the patient group with mild to moderate dementia, and 
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will use to record other forms of psychological therapy and pharmacotherapy received outside of 

the study. 

(7) Measures specifically collected from caregivers about their own burden and wellbeing will 

include the Zarit Burden Inventory (32), a well-validated 22-item self-report measure of caregiver 

burden, and caregiver mental health assessed with the GHQ-12 (33), a short version of the General 

Health Questionnaire that is sensitive in the detection of minor psychiatric disorder through 

assessment of a respondent’s current state and how this differs from their usual state. 

(8) Satisfaction with the PATH intervention in people with dementia and their caregivers, measured 

with the Client Satisfaction Questionnaire (35). This was used to assess satisfaction with PATH in 

the original study by the Cornell group, and so has been validated in this population. 

Cost effectiveness Analysis 

The primary analysis for the economic evaluation will be the incremental cost per QALY of PATH 

intervention compared to TAU over the duration of the trial conducted from the NHS and social services 

cost perspective, with a secondary analysis from the societal perspective that will include the cost 

impact on informal caregivers. 

Outcome assessment intervals 

Assessments will be carried out at baseline, 3 months (i.e. immediately following completion of 

intervention delivery), 6 months and 12 months post-randomisation. Satisfaction with the PATH 

intervention using the Client Satisfaction Questionnaire will only be completed at 3 months post-

randomisation (i.e. immediately following completion of intervention delivery). Our choice of 

depression rating at 6 months as the primary outcome is different from many earlier trials of 

psychological interventions that have often placed the primary outcome immediately following 

completion of intervention delivery. Our approach was initially recommended by our PPI member who 

was particularly concerned about the magnitude of benefit that caregivers would see in return for the 

significant investment that will be asked of them in their participation as co-therapists. She didn’t 

consider that anything less than an improvement that was sustained for 6 months would justify this 

investment and believed that this should be reflected in the trial’s design. If a PATH-based intervention 

is successful in teaching patients and caregivers to use problem-solving skills and make changes to their 

environment that reduce functional and behavioural limitations, this should translate into enduring 

improvements in mood. A positive trial result at 6 months would have clear implications for the 

management of depression in people with dementia in the NHS. 

 

Measures of bias and methods of controlling for potential sources of bias 

Expectations about treatment, patients' preferences for treatment, adherence to the intervention by 

therapists, use of other forms of treatment during the study and blindness of outcome assessors are all 
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potential sources of bias that can affect treatment outcomes. Consequently, we will include the 

following measures, which will also allow us to assess further the acceptability and feasibility of the 

intervention: 

(1) Expectations about treatment: As noted above, it is important to evaluate treatment 

credibility/expectancy when developing a new intervention as this can have a significant impact on 

uptake and dropout rates. This will be measured during the informed consent process (prior to 

randomisation), after participants are given a rationale for PATH, using the Credibility/Expectancy 

Questionnaire. 

(2) Treatment preference: We will include a measure of patients' and caregivers’ preferences for 

treatment (collected on a four point Likert scale from 0 to 3). This will also be administered during 

the informed consent process (prior to randomisation) after participants are given a rationale for 

PATH. 

(3) Intervention Adherence Checklist:  All selection of therapy sessions will be recorded using 

encrypted digital voice recorders in order to monitor adherence to the intervention manual. We 

will develop a checklist of PATH components, techniques, and themes discussed in each session 

during the development phase, together with any deviations from the manual, in order to monitor 

adherence to the intervention manual during the intervention phase. The developed adherence 

checklist will be used during the full RCT and completed by therapists delivering the intervention 

at the end of each session, and will also be completed for 20% of randomly-selected audiotaped 

sessions by an independent clinical psychologist so that treatment fidelity can be assessed, and 

ratings can be compared with therapists’ self-reports. The random selection of sessions will be 

stratified according to therapist, phase of the intervention (early, middle or late), and phase of study 

recruitment (early, middle or late), as previously recommended (53). 

(4) Assessment of blindness: Although outcome assessors will be blinded to treatment allocation at 

follow-up and at each of the visits participants will be asked beforehand not to reveal their 

allocation to outcome assessors. Some may accidentally reveal this and some outcome assessors 

may be able to guess this. Consequently, we will ask all outcome assessors to guess whether they 

think the participant was allocated to the intervention or control arm. 

In addition, we will control for potential sources of bias in a number of ways: 

(1) Contamination from booster sessions: We will conduct booster sessions at 6 months and after 

the outcome assessment has been completed in order to avoid biasing outcomes at this time point. 

(2) Contamination from those involved in developing the intervention: We will exclude the 15-20 

patient-caregiver dyads who participated in the development of the intervention from participating 
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in the RCT in order to avoid contamination bias. They will, however, be given access to the 

intervention materials. 

(3) Contamination in the control group: A final potential source of bias is contamination in the 

TAU/control group; that is, use of therapies (pharmacological or behavioural), including elements 

of the study intervention, which may in turn attenuate the apparent effect of PATH in the trial. We 

will use the Client Service Receipt Inventory, a measure of service utilisation, to record other forms 

of psychological therapy and pharmacotherapy for depression received outside of the study. We 

will undertake additional exploratory data analysis to assess the impact of these therapies on the 

effectiveness of PATH. Because of specific concerns about contamination of the TAU arm by 

elements of the PATH intervention we asked our statistician whether a cluster RCT design would 

be appropriate. His view was that potential contamination would have to be substantial to 

overwhelm the relative efficiencies of individual randomisation and that we should minimise 

contamination by other means. We will, for example, ensure that the trained PATH therapists 

cannot be the team keyworker for the participants within their clinical services who have been 

allocated to receive TAU. 

10 SAMPLE AND STATISTICAL METHODS 

The sample sizes for each of the activities in the development phase are given in the text describing 

each activity in 8.3. 

Our sample size calculation for the full RCT indicates that 334 participants would allow detection of a 

0.4 SD effect size (corresponding to a 2.0 point difference on the CSDD which is considered to be a 

minimum clinically important difference) with a 2-sided alpha of 5% and 90% power and assuming a 

20% loss to follow-up at 6 months. A 2-points difference on the CSDD was used as the minimum 

clinically important difference for the HTA-SADD trial (10). This is more conservative than the 3-points 

difference included in the published sample size calculation for the RAPID trial of cognitive bias 

modification in the treatment of depression in people with dementia (51), but we have adopted it to be 

consistent with a previous HTA study and to avoid being underpowered to detect a potentially 

significant difference. In HTA-SADD, standard deviations of the change in CSDD score at 13 weeks in the 

drug (sertraline and mirtazapine) and placebo groups ranged from 4.7 to 5.1 points and at 39 weeks 

from 5.2 to 6.0 points and we have estimated a SD of 5.0 points at 24 weeks for PATHFINDER. Our loss 

to follow-up rates are based on those reported in the psychological intervention arm of the DAISY trial, 

which was a large RCT of psychosocial counselling vs. psychosocial support for depression in people 

with mild AD (34). They reported rates of 12% at 6 months follow-up and 20% at 12 months. As the 

mean baseline MMSE score was 24.1 in this study, we anticipate that our loss to follow-up rates may be 

higher due to the inclusion of people with more severe dementia. Therefore, we have used 20% loss to 

follow-up at 6 months to be conservative in our sample size calculation. 
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We will conduct a range of sensitivity analyses based on any assumptions made in the analysis in 

particular the grade of staff delivering PATH and duration of the intervention. 

Baseline and Follow-up Assessment Data 

The primary analysis will be by intention to treat using a generalised mixed model, including 

observations for baseline and follow-up, with patient identifier as a random intercept term. Models will 

include an identity link function and Gaussian mixed error structures. The denominator degrees of 

freedom for the model will be derived from the number of patients (rather than the number of 

observations which number two for each patient). Models will include baseline severity of cognitive 

impairment and depression, use of antidepressants, study phase (baseline or follow-up) and 

randomised treatment (during follow-up phase only) as patient level fixed effects. We will describe the 

effects in subscales of the CSSD as secondary outcomes. Secondary outcomes will be analysed using 

analogous models.  We will include a series of a priori defined supportive analyses including addressing 

clustering using GEE models, more conventional models in which the baseline value is used as a patient 

level covariate term, and examine any relevant transformations.  We will also examine patterns of 

missing data using multivariate joint models. 

Cost effectiveness Analysis 

We will calculate the incremental cost per quality adjusted life year (QALY) gained with the PATH 

intervention compared to TAU over the 12-month duration of the trial. In the primary analysis costs 

will be from an NHS, social services cost perspective, and QALYs will be calculated based on patient and 

caregiver responses to the EQ-5D 5 level (EQ-5D-5L) and relevant UK tariff (54). Supporting analyses 

will include (i) costs from a societal perspective including cost impact on informal caregivers; (ii) QALYs 

calculated from responses to the DEMQOL. The cost of the intervention will include the cost of training, 

supervision and staff time to deliver PATH costed at the relevant staff grade. In both arms, we will 

collect health and social care resource use using an adapted version of the CSRI. The questionnaire will 

focus on other treatments for depression that patients’ access as well as other depression related health 

and social care service use. We will also collect information about caring activities of paid and unpaid 

caregivers for the patient. Resource use will be costed using the most recent nationally published 

sources (59 & 60). Informal caregivers will be costed at the rate of paid caregivers based on the 

assumption that in the absence of an informal caregiver a paid carer would be required to undertake 

the same role. QALYs will be calculated as the area under the curve adjusting for baseline differences.  

We will report means and 95% confidence intervals for all key results. These will be calculated using 

bootstrapping adjusting for baseline and including the same covariates as specified in the statistical 

analysis plan. For variables where there is greater than 85% missing data, missing values will be 

imputed using multiple imputation. Cost-effectiveness planes and cost-effectiveness acceptability 

curves for a range of values of willingness to pay for a QALY gained will be reported using the 

bootstrapped results. 
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11 PATIENT AND PUBLIC INVOLVEMENT (PPI) 

Tracey McDermott, Dementia Wellbeing Lead for Age UK Camden, and Gillian Harrison, Alzheimer’s 

Society Research Network Volunteer, informed the design of the study at the funder’s Expression of 

Interest stage through their contribution to a PPI workshop. For the study conduct and dissemination 

phases, Tracey and Gillian agreed to join the research team as co-applicants and the Alzheimer’s Society 

have agreed to add two further Research Network Volunteers with specific experience of caring for a 

family member with dementia who had additional difficulties with low mood, who will collectively 

constitute our Patient/Carer Advisory Group. PPI co-applicants Tracey and Gillian will be members of 

the Trial Management Group, will contribute expertise and input to the initial intervention development 

and will continue to advise on recruitment, liaison with local Alzheimer’s Society branches and 

membership at recruitment centres and will advise on the content of trial materials as well as ongoing 

trial conduct through to the analysis and interpretation of the findings. The two further Research 

Network Volunteers will provide a more independent PPI voice during the conduct of the trial through 

membership of the Trial Steering Committee. Our experience from previous trials is that it is important 

to have at least two PPI members of the Trial Steering Committee so that they can support each other, 

between and during meetings. Once data collection and analysis is completed, our PPI co-applicants and 

collaborators will work together with us to support dissemination of the results and potential 

implementation of the intervention within the NHS should it prove to be effective in the trial. The 

Alzheimer’s Society is an ideal partner to co-produce and drive a roll-out and implementation plan. 

12 FUNDING  

The research costs for the study have been supported by NIHR’s Health Technology Assessment 

Programme (Grant reference HTA 16/155/01). 

13 DATA HANDLING AND MANAGEMENT 

All data will be collected and handled in accordance with Priment SOP Data Handling and the trial 

specific arrangements will be detailed in the data management plan. This will ensure that all data will 

be handled in accordance with the UK Data Protection Act (2018), the advised applicable requirements 

of GDPR, and any subsequent updated Data Protection Act/Data Protection Bill(s). All research data will 

be fully anonymised using unique identification numbers and stored without contact details (names or 

addresses). Associations between participants' contact details and identification numbers will be 

stored in a separate encrypted electronic password-protected database. Access to this document will 

be restricted to the Chief Investigator and the trial manager. All data will be held on a secure database 

on an encrypted, password-protected computer, and access to it will be restricted to the research team. 

All research data will be retained for up to 25 years; data generated from the phase 1 Intervention 

Development will be retained a minimum of 10 years. Data generated from the RCT will be retained for 

up to 25 years.  



 

36 

IRAS ID: 238724 REC REF: 18\WA\0209 The PATHFINDER Research Protocol Version 3.0 29OCT2019  Page 36 
Study SHORT Title: Problem Adaptation Therapy For Depression in Dementia 

A data management plan will be created which will include details of the data collection tools, methods 

of completing case report forms, sign off of completed CRFs, source document identification and 

methods to maximise completeness of data collection. 

It will be the responsibility of the investigator to ensure the accuracy of all data entered in the CRFs. 

The delegation log will identify all those personnel with responsibilities for data collection and 

handling, including those who have access to the trial database. 

Data collected for the study will be entered in the medical/case notes/source documents in the first 

instance and then transcribed into the CRFs. The CRFs will be entered into a web-based clinical data 

management system, Red Pill, provided by Sealed Envelope through Priment. Sealed Envelope has been 

assessed by Priment to ensure that adequate processes are in place and are being followed for quality 

management, software development and security. There will be an agreement in place with Sealed 

Envelope to ensure compliance and agreement with clinical trial regulations and data protection laws. 

Audio files of qualitative interviews and therapy sessions recorded on encrypted digital voice recorders 

will be uploaded to a secure server using a system called Data Safe Haven, which satisfies the highest 

level security requirements of NHS trusts.  Audio files of the interviews and therapy sessions will be 

retained until they have been transcribed to written form. Transcriptions of workshops and qualitative 

interviews will be completed as soon as possible after collection and anonymised. Audio files of 

qualitative interviews and therapy sessions will be deleted from encrypted digital voice recorders as 

soon as confirmation is received from the research team that the files have been correctly uploaded to 

Data Safe Haven. Digital voice recorders will be securely stored in a locked desk or cabinet when not in 

use. 

Hardcopies of study consent forms held by the central research team will be kept in a locked cabinet in 

the Department of Psychiatry at University College London (UCL) and retained for 2 years post research 

data analysis, versions retained by host research sites will be retained in a secure facility with access 

limited to the site principal investigator and designated members of the research team. Please refer to 

risk assessment for full details. Consent forms may be converted to electronic versions and if so these 

will be stored on an encrypted server, on password protected computers, by the hosting research sites 

and at the C.I. and central research team’s administrative base at UCL.  Access to data will be restricted 

to the research team.  

Personal data will be kept for no longer than contact with research participants is required, no longer 

than 12 months from when participation in the study ends, or until the research results have been 

written up so that it can be sent to the participants that have requested this. 
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14 ETHICAL AND REGULATORY CONSIDERATIONS 

The study was externally expert peer reviewed as part of the HTA’s competitive funding application 

process. 

14.1 Ethics and Risk Considerations 

Physical and/or communication difficulty. As with cognitive impairment, we will investigate the effects 

of adapting the approach to PATH and the involvement of the caregiver during the development phase 

so that PATH can be accessible to people with dementia who have physical and/or communication 

difficulties, in addition to cognitive difficulties. The theoretical basis for such adaptations will be taken 

from the principles of person-centred care (23), cognitive rehabilitation (24) and Selective 

Optimisation and Compensation (25), which will supplement PATH tools (e.g. environmental 

adaptation tools). Principles of person-centred care and ‘positive person work’ include recognising the 

person with dementia as a person (rather than just seeing the dementia), enabling the person with 

dementia to collaboratively and actively engage in tasks (rather than being a passive recipient or 

disabling them), and validating the person with dementia’s experiences (rather than ignoring or 

invalidating them). Cognitive rehabilitation employs internal strategies aimed at enhancing learning 

and memory and external strategies aimed at compensating for cognitive deficits to help people achieve 

an optimal level of physical, psychological and social functioning given their cognitive impairment. 

Internal strategies include errorless learning and the use of cues to learn and remember information, 

and have been successfully demonstrated in people with mild to moderate AD (47). External strategies 

include the use of memory and communication aids, environmental adaptations (such as signs, reducing 

clutter, educating others, etc.), and assistive technology. Selective Optimisation with Compensation was 

originally developed to aid adaptation to the challenges of ageing. It involves helping people to choose 

the best functional domains to focus their resources on, engage in tasks that they perform best, and find 

ways of compensating for losses. All adaptations will be carefully implemented according to each 

person’s individual needs so as to promote optimal problem resolution and engagement in pleasurable 

activities, without causing excess disability (e.g. by over-compensating for cognitive, physical and/or 

communication difficulties). In addition to adapting PATH using these principles, standard therapeutic 

strategies will be used to compensate for cognitive difficulties such as providing a personalised booklet 

in which visual clutter is minimised, using language tailored to the level of cognitive difficulties, 

providing session summaries as a reminder of the content of the sessions, clarifying and repeating key 

concepts and skills within and between sessions (e.g. recapping on the previous session at the start of 

the next session), and working at a slower pace. 

 

Ongoing prescription medication. Although antidepressants have not shown significant superiority to 

placebo in the treatment of depression in people with dementia, apparent high rates of placebo 

response seen when they are used, as in the HTA-SADD trial, could potentially dilute the treatment 

effect of the PATH intervention in the trial. We will consequently not include participants who have 

started an antidepressant within the previous 4 weeks as a precaution against these potential placebo 
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effects. Long term antidepressant prescription is common in people with dementia and excluding all 

patients on these drugs would mean that our participant group was not representative of people with 

depression in dementia within NHS practice as well as representing a potential barrier to recruitment. 

We will therefore include participants who have been on a stable dose of antidepressant for longer than 

4 weeks but remain sufficiently severely depressed to meet study inclusion criteria. We will monitor 

use of all psychotropic treatment during the course of therapy using the Client Service Receipt 

Inventory, and undertake exploratory analyses to assess the impact of this on the difference between 

the randomised groups. 

 

Mobility of patients. Although the aim is to develop and evaluate a PATH-based intervention that can be 

used as widely as possible in people with mild to moderate dementia with depression in the NHS, there 

are some practical considerations involving participant mobility that could limit potential effectiveness 

of the PATH intervention. For example, people with dementia who are mostly confined to bed or have 

only very limited mobility within the home might find it more difficult to significantly improve their 

level of engagement with pleasurable activities. We will work to overcome these difficulties and find 

solutions in the therapy. We will offer the option of having PATH sessions delivered at home after 

completion of the first two sessions if the participant and caregiver request this, but we believe that 

with transport and support the large majority of participants will be able to come to the memory service 

or CMHT team base. If the PATH intervention is to be implemented into NHS practice it will have to be 

feasibly delivered within such NHS environments and we consider that the proven model from CST 

shows that this can work well for patients and their caregivers. We will collect information as to what 

proportion of this population need this accommodation. 

14.2 Regulatory Review Requirements 

This research is subject to review by the Health Research Authority for HRA Approval.  HRA review is 

required for all research involving NHS organisations in England where the NHS organisation has a duty 

of care to participants, either as patients/service users or NHS staff/volunteers. REC review and 

approval is applicable to all research taking place within the UK that involves an individual that an NHS 

organisation has a duty of care towards, in the capacity of service provider. 

This research will not commence until both REC Favourable Opinion and HRA Approval is received, and 

then not until each organisation where the research is to take place has confirmed that they can host 

the research. 

15 ASSESSMENT AND MANAGEMENT OF RISK 

Participants will remain under the care of their GP and care team for the duration of their involvement 

in the study. Risk of harm to self or others will be monitored throughout the study. If suicidal ideation 

without intent is expressed at any point then the participant's GP and care team will be contacted and 
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the participant will be monitored according to local clinical protocol. Decisions as to whether the 

participant will be withdrawn from the study will depend on the outcome of this assessment and in full 

discussion with the participant, their caregiver and their care team. Evidence of any adverse effects 

from the PATH intervention will be monitored throughout the study. Reasons for withdrawing 

participants from the intervention will be clarified with the Trial Management Group prior to the 

commencement of the feasibility study. Anyone experiencing an increase in distress will be assessed 

for risk, and standard operating procedures will ensure safety is respected. New reports of suicidal 

behaviour during the intervention will be reported as Serious Adverse Events. 
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16 RECORDING AND REPORTING OF EVENTS AND INCIDENTS 

16.1 Definitions of Adverse Events  

Term Definition 

Adverse Event (AE) Any untoward medical occurrence in a patient or study 
participant, which does not necessarily have a causal relationship 
with the procedure involved.  

Serious Adverse Event 
(SAE). 

Any adverse event that: 

 results in death, 

 is life-threatening*, 

 requires hospitalisation or prolongation of existing 
hospitalisation**, 

 results in persistent or significant disability or incapacity, 
or 

 consists of a congenital anomaly or birth defect 

*A life- threatening event, this refers to an event in which the participant was at risk of 
death at the time of the event; it does not refer to an event which hypothetically might have 
caused death if it were more severe. 
** Hospitalisation is defined as an in-patient admission, regardless of length of stay. 
Hospitalisation for pre-existing conditions, including elective procedures do not constitute 
an SAE. 

 

16.2 Causality 

The assessment of relationship of serious adverse events to the procedure is a clinical decision based 
on all available information at the time of the completion of the case report form.   

Causality assessments will be captured in the study specific SAE form.  

The following categories will be used to define the causality of the serious adverse event: 

Category Definition 

Definitely: There is clear evidence to suggest a causal relationship, and other possible 
contributing factors can be ruled out. 

Probably: There is evidence to suggest a causal relationship, and the influence of 
other factors is unlikely 

Possibly There is some evidence to suggest a causal relationship (e.g. the event 
occurred within a reasonable time after administration of the study 
procedure). However, the influence of other factors may have contributed 



 

41 

IRAS ID: 238724 REC REF: 18\WA\0209 The PATHFINDER Research Protocol Version 3.0 29OCT2019  Page 41 
Study SHORT Title: Problem Adaptation Therapy For Depression in Dementia 

to the event (e.g. the participant’s clinical condition, other concomitant 
events). 

Unlikely There is little evidence to suggest there is a causal relationship (e.g. the 
event did not occur within a reasonable time after administration of the 
study procedure). There is another reasonable explanation for the event 
(e.g. the participant’s clinical condition). 

Not related There is no evidence of any causal relationship. 

Not Assessable Unable to assess on information available. 

 

16.3 Expectedness 

Category Definition 

Expected An adverse event which is consistent with the information available about the 
modified PATH intervention. 

Unexpected An adverse event which is not consistent with the information available about 
the study intervention. 
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16.4 Procedures for recording and reporting Serious Adverse Events  

All SAEs will be recorded on a serious adverse event (SAE) form. The Principal Investigator or 
designated individual will complete an SAE form documenting events that occur at their site and the 
form will be preferably emailed to the Sponsor within 5 working days of becoming aware of the event. 
The Chief or Principal Investigator will respond to any SAE queries raised by the sponsor as soon as 
possible.  

Where the event is unexpected and thought to be related to the procedure this must be reported by the 
Investigator to the Health Research Authority within 15 days. 

16.5 Reporting Urgent Safety Measures  

If any urgent safety measures are taken the Chief Investigator will immediately and in any event no later 
than 3 days from the date the measures are taken, give written notice to the relevant REC and Sponsor 
of the measures taken and the circumstances giving rise to those measures. 

16.6 Protocol deviations and notification of protocol violations 

A deviation is usually an unintended departure from the expected conduct of the study protocol/SOPs, 
which does not need to be reported to the sponsor.   The CI will monitor protocol deviations. 
  

A protocol violation is a breach which is likely to effect to a significant degree – 

(a) the safety or physical or mental integrity of the participants of the study; or 

(b) the scientific value of the study. 

The CI and sponsor will be notified immediately of any case where the above definition applies during 
the study conduct phase.   

17 MONITORING AND AUDITING 

The Chief Investigator will oversee the research to ensure activities conducted by the study team adhere 

to the protocol, and good clinical practice.  The Chief Investigator will inform the sponsor should he/she 

have concerns which have arisen from monitoring activities, and/or if there are problems with 

oversight/monitoring procedures. 

The trial will be subject to monitoring, auditing and inspection by the sponsor or the sponsor’s 

delegated representatives, and the relevant authorities responsible for each of the sites where the 

research will take place. The purpose of the monitoring is to ensure that the study is conducted in 

accordance with the authorised study protocol, the principles of GCP and all applicable regulations. 

The sponsor/sponsor’s delegated representatives and regulators will require access to the study site 
for these inspections which will be supervised by the site investigator(s). The inspection activities apply 
to the following, and associated, areas in order to:  
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 review the trial master/site file (hard and soft copies); 

 review the study participant consent forms; 

 review research documents as approved by applicable regulatory body and those referenced in 

protocol; 

 review templates for participant facing material, current and superseded versions; 

 view the storage facilities/spaces for research documentation (paper and electronic); 

 review site delegation of duties log; 

 review trial amendment log. 

18 TRAINING 

The Chief Investigator will review and provide assurances of the training and experience of all staff working 
on this study.  Appropriate training records will be maintained in the study files. 

19 INDEMNITY ARRANGEMENTS 

Camden and Islington NHS Foundation Trust will provide NHS indemnity cover for negligent harm, as 

appropriate and is not in the position to indemnify for non-negligent harm. NHS indemnity 

arrangements do not extend to non-negligent harm and NHS bodies cannot purchase commercial 

insurance for this purpose; it cannot give advance undertaking to pay compensation when there is no 

negligence attributable to their vicarious liability. The Trust will only extend NHS indemnity cover for 

negligent harm to its employees, both substantive and honorary, conducting research studies that have 

been approved by the R&D Department. The Trust cannot accept liability for any activity that has not 

been properly registered and Trust approved.  

20 ARCHIVING 

Each participating site that will collect research data recognise that there is an obligation to archive 

study-related documents at the end of the study (as such end is defined within this protocol), and the 

principal investigator at each site will take responsibility for ensuring the site specific research data is 

accordingly archived. The study master file will be archived at UCL in accordance with the UCLH 

Standard Operating Procedure 10 Archiving of Investigator Site File (ISF).  It will be archived for a 

minimum of 10 years from the study end, and no longer than 30 years from study end.  

21 PUBLICATION AND DISSEMINATION POLICY 

We will disseminate our findings to the academic and clinical community, service users and their 

families and the wider public through: 
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(1) Peer-reviewed, high impact international open-access journals (e.g. New England Journal of 

Medicine and The Lancet). We will publish our protocol and report our findings in accordance with 

reporting guidelines for quantitative cohort studies (56) and qualitative research (57), as well as 

guidelines relevant to non-pharmacological treatment intervention such as the CONSORT 

guidelines (58). 

(2) National and international academic conferences, including specialist AD and dementia 

meetings as well as geriatric medicine, nursing and social care conferences. 

(3) Talks to local and national Alzheimer’s Society meetings and other organisations following 

guidance from our Patient/Carer Advisory Group and including an interested member of this group. 

(4) University and NIHR media releases, Twitter feeds and University websites. 

(5) Training and seminars delivered via the NHS Memory Service Networks and professional bodies 

such as the Old Age Faculty of the Royal College of Psychiatrists and British Psychological Society 

and associated conferences and meetings. In particular, we will work with the Memory Services 

National Accreditation Programme (MSNAP), who work to assure and improve the quality of 

memory services and who have been effective in promoting adoption of evidence-based 

interventions within dementia services. 
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23 APPENDICES 

Appendix 1: Flowchart 
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Months 1-6: Adapt PATH intervention for delivery in the NHS through interviews with 10-15 
patient-carer dyads and 4 workshops. 

Months 7-12: Assess acceptability of adapted PATH intervention in 10-15  patient-carer dyads.  
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Months 49-54: Final analysis, write up and 
dissemination 

Months 49-54: Final analysis, write up and 
dissemination 

n = 150 (10% loss to follow-up at 12 weeks 
post-randomisation) 

 

n = 149 (10% loss to follow-up at 12 weeks 
post-randomisation) 

 

n = 133 (20% loss to follow-up at 6 months 
post-randomisation [primary endpoint]) 

 

n = 134 (20% loss to follow-up at 6 months 
post-randomisation [primary endpoint]) 

 

Allocated to multidisciplinary TAU alone  
(n = 167) 

Allocated to PATH plus multidisciplinary 
TAU (n = 167) 

Consented and randomisede (n = 334) 

Months 13-48: Identified and approached about RCT (n = 668). Patients ineligible or potentially 
eligible but declined to participate (n = 334)  

 

n = 117 (30% loss to follow-up at 12 months 
post-randomisation) 

n = 116 (30% loss to follow-up at 12 months 
post-randomisation 
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Appendix 2: Timetable for the PATHFINDER study (01/05/2018-31/10/2022) 

 Dates Nov 
2017
-Apr 
2018 

May 
2018
-Jul 
2018 

Aug 
2018
-Oct 
2018 

Nov 
2018
-Jan 
2019 

Feb 
2019
-Apr 
2019 

May 
2019
-Jul 
2019 

Aug 
2019
-Oct 
2019 

Nov 
2019
-Jan 
2020 

Feb 
2020
-Apr 
2020 

May 
2020
-Jul 
2020 

Aug 
2020
-Oct 
2020 

Nov 
2020
-Jan 
2021 

Feb 
2021
-Apr 
2021 

May 
2021
-Jul 
2021 

Aug 
2021
-Oct 
2021 

Nov 
2021
-Jan 
2022 

Feb 
2022
-Apr 
2022 

May 
2022
-Jul 
2022 

Aug 
2022
-Oct 
2022 

 Months -6-0 1-3 4-6 7-9 10-
12 

13-
15 

16-
18 

19-
21 

22-
24 

25-
27 

28-
30 

31-
33 

34-
36 

37-
39 

40-
42 

43-
45 

46-
48 

49-
51 

52-
54 

Phas
e 

Activity                    

0 Apply for 
HRA 
approvals 

                   

0 Set up 
recruiting 
sites 

                   

1 Orientation                    

1 Adapt 
intervention 
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1 Assess 
intervention 
acceptabilit
y 

                   

1 Modify 
intervention 

                   

1 Data 
analysis 

                   

1 Train 
therapists 

                   

2 Recruitment 
for RCT 
(incl. 
internal 
pilot in 
months 13-
24) 

                   

2 Deliver 
PATH (incl. 
booster 
sessions) 
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2 Collect data                    

2 Database 
lock, data 
analysis 

                    

2 Write up & 
disseminati
on  

                   

2 Revise 
intervention 

                    

Note: Phase 0 = pre-orientation (prior to study start date); Phase 1 = adapt intervention and assess its acceptability; Phase 2 = RCT (assessments at 0, 3, 6 and 12 months). 

 



 

 

 

Appendix 3: Bristol Activities of Daily Living Scale: 

Date of assessment:  ............./ ............./........................ (DD/MMM/YYYY) 

This questionnaire is designed to reveal the everyday ability of people who have memory 
difficulties of one form or another. 
 
For each activity (No. 1 - 20), statements a - e refer to a different level of ability. 

Thinking of the last 2 weeks, tick the box that represents your relative’s/friend’s AVERAGE ability. 

(If in doubt about which box to tick, choose the level of ability which represents their average 

performance over the last 2 Weeks. Tick ‘Not applicable’ if your relative never did that activity 

when they were well). 

 

1. PREPARING FOOD 

  a) Selects and prepares food as required 

  b) Able to prepare food if ingredients set out 

  c) Can prepare food if prompted step by step 

  d) Unable to prepare food even with prompting and supervision 

  e) Not applicable 

2. EATING 

  a) Eats appropriately using correct cutlery 

  b) Eats appropriately if food made manageable and/or uses spoon 

  c) Uses fingers to eat food 

  d) Needs to be fed 

  e) Not applicable 

3. PREPARING DRINK 

  a) Selects and prepares drinks as required 

  b) Can prepare drinks if ingredients left available 

  c) Can prepare drinks if prompted step by step 

  d) Unable to make a drink even with prompting and supervision 

  e) Not applicable 

4. DRINKING 

  a) Drinks appropriately 

  b) Drinks appropriately with aids, beaker/straw etc. 

  c) Does not drink appropriately even with aids but attempts to 

  d) Has to have drinks administered (fed) 

  e) Not applicable 
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5. DRESSING 

  a) Selects appropriate clothing and dresses self 

  b) Puts clothes on in wrong order and/or back to front and/or dirty clothing 

  c) Unable to dress self but moves limbs to assist 

  d) Unable to assist and requires total dressing 

  e) Not applicable 

6. HYGIENE 

  a) Washes regularly and independently 

  b) Can wash self if given soap, flannel, towel, etc. 

  c) Can wash self if prompted and supervised 

  d) Unable to wash self and needs full assistance 

  e) Not applicable 

7. TEETH 

  a) Cleans own teeth/dentures regularly and independently 

  b) Cleans teeth/dentures if given appropriate items 

  c) Requires some assistance, toothpaste on brush, brush to mouth etc. 

  d) Full assistance given 

  
e) Not applicable 
 

8. BATH/SHOWER 

  a) Bathes regularly and independently 

  b) Needs bath to be drawn/shower turned on but washes independently 

  c) Needs supervision and prompting to wash 

  d) Totally dependent, needs full assistance 

  e) Not applicable 

9. TOILET/COMMODE 

  a) Uses toilet appropriately when required 

  b) Needs to be taken to the toilet and given assistance 

  c) Incontinent of urine or faeces 

  d) Incontinent of urine and faeces 

  e) Not applicable 

10. TRANSFERS 

  a) Can get in/out of chair unaided 

  b) Can get into a chair but needs help to get out 

  c) Needs help getting in and out of a chair 

  d) Totally dependent on being put into and lifted from chair 

  e) Not applicable 

11. MOBILITY 

  a) Walks independently 

  b) Walks with assistance i.e. furniture, arm for support 

  c) Uses aids to mobilise i.e. frame, sticks etc. 

  d) Unable to walk 

  

e) Not applicable 
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12. ORIENTATION – TIME 

  a) Fully orientated to time/day/date etc. 

  b) Unaware of time/day etc. but seems unconcerned 

  c) Repeatedly asks the time/day/date 

  d) Mixes up night and day 

  e) Not applicable 

13. ORIENTATION – 
SPACE 

  a) Fully orientated to surroundings 

  b) Orientated to familiar surroundings only 

  c) Gets lost in home, needs reminding where bathroom is, etc. 

  d) Does not recognise home as own and attempts to leave 

  e) Not applicable 

14. COMMUNICATION 

  a) Able to hold appropriate conversation 

  b) Shows understanding and attempts to respond verbally with gestures 

  c) Can make self understood but difficulty understanding others 

  d) Does not respond to, or communicate with others 

  e) Not applicable 

15. TELEPHONE   

  a) Uses telephone appropriately, including obtaining correct number 

  b) Uses telephone if number given verbally/visually or predialled 

  c) Answers telephone but does not make calls 

  d) Unable/unwilling to use telephone at all 

  e) Not applicable 

16. HOUSEWORK/ 
GARDENING 

  a) Able to do housework/gardening to previous standard 

  b) Able to do housework/gardening but not to previous standard 

  c) Limited participation with a lot of supervision 

  d) Unwilling/unable to participate in previous activities 

  e) Not applicable 

17. SHOPPING 
 

  a) Shops to previous standard 

  b) Only able to shop for 1 or 2 items with or without a list 

  c) Unable to shop alone, but participates when accompanied 

  d) Unable to participate in shopping even when accompanied 

  e) Not applicable 

18. FINANCES 
 
 
 

  a) Responsible for own finances at previous level 

  b) Unable to write cheque. Can sign name & recognises money values 

  c) Can sign name but unable to recognise money values 

  d) Unable to sign name or recognise money values 

  e) Not applicable 

19. GAMES/HOBBIES 

  a) Participates in pastimes/activities to previous standard 

  b) Participates but needs instruction/supervision 

  c) Reluctant to join in, very slow needs coaxing 

  d) No longer able or willing to join in 

  e) Not applicable 
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20. TRANSPORT 

  a) Able to drive, cycle or use public transport independently 

  b) Unable to drive but uses public transport or bike etc. 

  c) Unable to use public transport alone 

  d) Unable/unwilling to use transport even when accompanied 

  e) Not applicable 
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Appendix 4: The Zarit Burden Interview 

The Zarit Burden Interview for Caregivers 

Scoring system  0 : NEVER 

1 : RARELY 

2 : SOMETIMES 

3 : QUITE FREQUENTLY 

4 : NEARLY ALWAYS 

Please circle the response that best describes how you feel. Only one response should be circled per statement. 

Question Score 

1 Do you feel that your relative asks for more help than he/she needs? 0 1 2 3 4 

2 Do you feel that because of the time you spend with your relative that you don’t 

have enough time for yourself? 

0 1 2 3 4 

3 Do you feel stressed between caring for your relative and trying to meet other 

responsibilities for your family or work? 

0 1 2 3 4 

4 Do you feel embarrassed over your relative’s behaviour? 0 1 2 3 4 

5 Do you feel angry when you are around your relative? 0 1 2 3 4 

6 Do you feel that your relative currently affects our relationships with other 

family members or friends in a negative way? 

0 1 2 3 4 

7 Are you afraid what the future holds for your relative? 0 1 2 3 4 

8 Do you feel your relative is dependent on you? 0 1 2 3 4 

9 Do you feel strained when you are around your relative? 0 1 2 3 4 

10 Do you feel your health has suffered because of your involvement with your 

relative? 

0 1 2 3 4 

11 Do you feel that you don’t have as much privacy as you would like because of 

your relative? 

0 1 2 3 4 

12 Do you feel that your social life has suffered because you are caring for your 

relative? 

0 1 2 3 4 

13 Do you feel uncomfortable about having friends over because of your relative? 0 1 2 3 4 

14 Do you feel that your relative seems to expect you to take care of him/her as if 

you were the only one he/she could depend on? 

0 1 2 3 4 
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15 Do you feel that you don’t have enough money to take care of your relative in 

addition to the rest of your expenses? 

0 1 2 3 4 

16 Do you feel that you will be unable to take care of your relative much longer? 0 1 2 3 4 

17 Do you feel you have lost control of your life since your relative’s illness? 0 1 2 3 4 

18   Do you wish you could leave the care of your relative to someone else? 0 1 2 3 4 

19 Do you feel uncertain about what to do about your relative? 0 1 2 3 4 

20 Do you feel you should be doing more for your relative? 0 1 2 3 4 

21 Do you feel you could do a better job in caring for your relative? 0 1 2 3 4 

22 Overall, how burdened do you feel in caring for your relative? 0 1 2 3 4 

 

Interpretation of Score: 

0 - 21 little or no burden 

21 - 40 mild to moderate burden  

41 - 60 moderate to severe burden  

61 - 88 severe burden 
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Appendix 5: Cornell Scale for Depression in Dementia 

Cornell Scale for Depression in Dementia 

The Cornell Scale for Depression in Dementia (CSDD) was specifically developed to assess signs and 

symptoms of major depression in patients with dementia. Because some of these patients may give 

unreliable reports, the CSDD uses a comprehensive interviewing approach that derives information 

from the patient and the informant. Information is elicited through two semi-structured interviews; 

an interview with an informant and an interview with the patient. Based on these interviews, the 

interviewer can score the CSDD by assigning a preliminary score to each item of the scale on the basis 

of the informant’s report in the “Informant” column. The next step is for the rater to interview the 

patient using the Cornell scale items as a guide. The interviews focus on depressive symptoms and 

signs occurring during the week preceding the interview. Many of the items during the patient 

interview can be filled after direct observation of the patient. If there are discrepancies in ratings 

generated from the informant and the patient interviews, the rater should re-interview both the 

informant and the patient to resolve the discrepancies. The final ratings of the CSDD items represent 

the rater's clinical impression rather than the responses of the informant or the patient. The CSDD 

takes approximately 20 minutes to administer.  

 

Scoring System: A = unable to evaluate  0 = absent 1 = mild or intermittent 2 = severe 

No score (0) should be given if symptoms result from physical disability or illness.  
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 Caregiver  Patient Final score 

    

                     A. Mood-Related Signs  

1 Anxiety: anxious expression, ruminations, worrying     

2 Sadness: sad expression, sad voice, tearfulness    

3 Lack of reactivity to pleasant events    

4 Irritability: easily annoyed, short-tempered    

                   B. Behavioural disturbance 

5 Agitation: restlessness, handwringing, hairpulling    

6 Retardation: slow movement, slow speech, slow 
reactions 

   

7 Multiple physical complaints (score 0 if GI 
symptoms only) 

   

8 Loss of interest: less involved in usual activities ( 
score only if change occurred acutely, i.e. in less 
than 1 month 

   

                 C. Physical Signs 

9 Appetite loss: eating less than usual    

10 Weight loss (score 2 if greater than 5lb in 1 month)    

11 Lack of energy: fatigues easily, unable to sustain 
activities (score only if occurred acutely i.e. in less 
than 1 month) 

   

                D. Cyclical Functions  

12 Diurnal variation of mood: symptoms worse in the 
morning  

   

13 Difficulty falling asleep: later than usual for this 
individual 

   

14 Multiple awakenings during sleep    

15 Early morning awakening: earlier than usual for 
this individual 

   

                E. Ideational Disturbance 

16 Suicide: feels that life is not worth living, has 
suicidal wishes, or makes suicide attempt 

   

17 Poor self-esteem: self-blame, self- depreciation, 
feelings of failure 

   

18 Pessimism: anticipation of the worst    

19 Mood congruent delusions: delusions of poverty, 
illness or loss 

   

   Total   
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Appendix 6: DEMQOL  

DEMQOL  

Instructions: Read each of the following questions (in bold) verbatim and show the respondent the response 

card. 

I would like to ask you about your life. There are no right or wrong answers. Just give the answer that best 

describes how you have felt in the last week. Don’t worry if some questions appear not to apply to 

you. We have to ask the same questions of everybody. 

Before we start we’ll do a practice question; that’s one that doesn’t count. (Show the response card 

and ask respondent to say or point to the answer). In the last week how much have you enjoyed 

watching television? 

a lot quite a bit a little not at all 

Follow up with a prompt question: Why is that? or Tell me a bit more about that. 



 

 

For all of the questions I’m going to ask you, I want you to think about the last week. 

First I’m going to ask you about your feelings. In the last week, have you felt….. 

1. cheerful? ** □ a lot □ quite a bit □a little □ not at all 

2. worried or anxious? □ a lot □ quite a bit □ a little □   not at all 

3. that you are enjoying life? ** □ a lot □ quite a bit □ a little □ not at all 

4. frustrated? □ a lot □ quite a bit □ a little □   not at all 

5. confident? ** □ a lot □ quite a bit □ a little □  not at all 

6. full of energy? ** □ a lot □ quite a bit □ a little □  not at all 

7. sad? □ a lot □ quite a bit □ a little □  not at all 

8. lonely?  □ a lot □ quite a bit □ a little □  not at all 

9. distressed? □ a lot □ quite a bit □ a little □  not at all 

10. lively? ** □a lot □ quite a bit □ a little □  not at all 

11. irritable? □ a lot □ quite a bit □ a little □  not at all 

12. fed up? □ a lot □ quite a bit □ a little □  not at all 

13. that there are things that you  

wanted to do but couldn’t?  □ a lot □ quite a bit □ a little □  not at all 
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Next, I’m going to ask you about your memory. In the last week, how worried have you been about…. 

14. forgetting things that happened recently?  □ a lot □ quite a bit □ a little □ not at all 

15. forgetting who people are?                          □ a lot □ quite a bit □ a little □  not at all 

16. forgetting what day it is?  □ a lot □ quite a bit □ a little □  not at all 

17. your thoughts being muddled?  □ a lot □ quite a bit □ a little □  not at all 

18. difficulty making decisions?  □ a lot □ quite a bit □ a little □  not at all 

19. poor concentration?  □ a lot □ quite a bit □ a little □  not at all 

Now, I’m going to ask about your everyday life. In the last week, how worried have you been about…… 

20. not having enough company?        □ a lot □ quite a bit □ a little □ not at all 

21. how you get on with people close to you? □a lot □ quite a bit □ a little □ not at all 

22. getting the affection that you want?        □ a lot □ quite a bit □ a little □  not at all 

23. people not listening to you?        □ a lot □ quite a bit □ a little □ not at all 

24. making yourself understood?        □ a lot □ quite a bit □ a little □ not at all 

25. getting help when you need it?        □ a lot □ quite a bit □ a little □ not at all 

26. getting to the toilet in time?       □ a lot □quite a bit □ a little □ not at all 

27. how you feel in yourself?       □ a lot □quite a bit □ a little □ not at all 

28. your health overall?       □ a lot □ quite a bit □ a little □ not at all 
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We’ve already talked about lots of things: your feelings, memory and everyday life. Thinking about all of these things in the last week, how 

would you rate ….. 

29. your quality of life overall? ** □ very good □ good □ fair □ poor 

** items that need to be reversed before scoring 
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Appendix 7: DEMQOL (caregiver) 

DEMQOL - Caregiver  

Instructions: Read each of the following questions (in bold) verbatim and show the respondent the response card. 

I would like to ask you about__________________ (your relative’s) life, as you are the person who knows him/her best. There are no right or wrong 

answers. Just give the answer that best describes how__________________ (your relative) has felt in the last week. If possible try and give the 

answer that you think__________________ (your relative) would give. Don’t worry if some questions appear not to apply to(your relative). We 

have to ask the same questions of everybody. 

 

Before we start we’ll do a practice question; that’s one that doesn’t count. (Show the response card and ask respondent to say or point to 

the answer). In the last week how much has __________________(your relative) enjoyed watching television? 

a lot quite a bit a little not at all 

Follow up with a prompt question: Why is that? or Tell me a bit more about that. 



 

 

For all of the questions I’m going to ask you, I want you to think about the last week. 

First I’m going to ask you about _________________ (your relative’s) feelings. In the last week, would you say that 

(your relative) has felt: . 

1. cheerful? ** □ a lot □ quite a bit □a little □ not at all 

2. worried or anxious? □ a lot □ quite a bit □ a little □   not at all 

3. frustrated? □ a lot □ quite a bit □ a little □ not at all 

4. full of energy? ** □ a lot □ quite a bit □ a little □   not at all 

5. sad? □ a lot □ quite a bit □ a little □  not at all 

6. content? ** □ a lot □ quite a bit □ a little □  not at all 

7. distressed? □ a lot □ quite a bit □ a little □  not at all 

8. lively? ** □ a lot □ quite a bit □ a little □  not at all 

9. irritable? □ a lot □ quite a bit □ a little □  not at all 

10. fed-up □a lot □ quite a bit □ a little □  not at all 

11. that he/she has things to  

look forward to? ** □ a lot □ quite a bit □ a little □  not at all 

Next, I’m going to ask you about__________________ (your relative’s) memory. In the last week, how worried would you say 

 __________ (your relative) has been about: 
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12. his/her memory in general?   □ a lot □ quite a bit □ a little □ not at all 

13. forgetting things that happened  

a long time ago?                                                           □ a lot □ quite a bit □ a little □  not at all 

14. forgetting things that happened recently?  □ a lot □ quite a bit □ a little □  not at all 

15. forgetting people’s names?  □ a lot □ quite a bit □ a little □  not at all 

16. forgetting where he/she is?  □ a lot □ quite a bit □ a little □  not at all 

17. forgetting what day it is?  □ a lot □ quite a bit □ a little □  not at all 

18. his/her thoughts being muddled? □ a lot □ quite a bit □ a little □  not at all 

19. difficulty making decisions? □ a lot □quite a bit □ a little   □ not at all 

20. making him/herself understood? □ a lot □ quite a bit □a little □ not at all 

Now, I’m going to ask about __________________ (your relative’s) everyday life. In the last week, how worried would you say 

 _________ (your relative) has been about:  

21. keeping him/herself clean (eg washing and bathing)? □ a lot □ quite a bit □ a little □ not at all 

22. keeping him/herself looking nice? □a lot □ quite a bit □ a little □ not at all 

23. getting what he/she wants from the shops       □ a lot □ quite a bit □ a little □  not at all 

24. using money to pay for things?        □ a lot □ quite a bit □ a little □ not at all 
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25. looking after his/her finances?        □ a lot □ quite a bit □ a little □ not at all 

26. things taking longer than they used to?        □ a lot □ quite a bit □ a little □ not at all 

27. getting in touch with people?       □ a lot □quite a bit □ a little □ not at all 

28. not having enough company?       □ a lot □quite a bit □ a little □ not at all 

29. not being able to help other people?       □ a lot □ quite a bit □ a little □ not at all 

30. not playing a useful part in things?       □ a lot □ quite a bit □ a little □ not at all 

31. his/her physical health?       □ a lot □ quite a bit □ a little □ not at all 

We’ve already talked about lots of things: __________________ (your relative’s) feelings, memory and everyday life. Thinking 

about all of these things in the last week, how would you say _______________ (your relative) would rate .. 

32. his/her quality of life overall? ** □ very good □ good □ fair □ poor 

** items that need to be reversed before scoring 

 

 

 

 



 

 

Appendix 8: Rating Anxiety In Dementia   

Rating Anxiety In Dementia - RAID  

Scoring system: 

U. unable to evaluate. 0. absent. 1. mild or intermittent. 2. moderate. 3. severe 

Rating should be based on symptoms and signs occurring during two weeks prior to 
the interview. 

No score should be given if symptoms result from physical disability or illness. 

Total score is the sum of items 1-18. A score of 11 or more suggests significant clinical 
anxiety 
           Score 

Worry 1 Worry about physical health.  

2 Worry about cognitive performance (failing memory, getting 
lost when goes out, not able to following conversation). 

 

3 Worry over finances, family problems, physical health of 
relatives. 

 

4 Worry associated with false belief and/or perception.  

5 Worry over trifles (repeatedly calling for attention over 
trivial matters). 

 

Apprehension and 
vigilance 

6 Frightened and anxious (keyed up and on the edge).  

7 Sensitivity to noise (exaggerated startle response).  

8 Sleep disturbance (trouble falling or staying asleep).  

9 Irritability (more easily annoyed than usual, short tempered 
and angry outbursts). 

 

Motor tension 10 Trembling.  

11 Motor tension (complain of headache, other body aches and 
pains). 
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12 Restlessness (fidgeting, cannot sit still, pacing, wringing 
hands, picking clothes). 

 

13 Fatigueability, tiredness.  

Autonomic 
hypersensitivity 

14 Palpitations (complains of heart racing or thumping).  

15 Dry mouth (not due to medication), sinking feeling in the 
stomach. 

 

16 Hyperventilating, shortness of breath (even when not 
exerting). 

 

17 Dizziness or light-headedness (complains as if going to faint).  

18 Sweating, flushes or chills, tingling or numbness of fingers 
and toes. 

 

Phobias: (fears which are excessive, that do not make sense and tend to avoid-  like afraid 
of crowds, going out alone, being in a small room, or being frightened by some kind of 
animals, heights, etc.) Describe. 

 

Panic attacks: (Feelings of anxiety or dread that are so strong that think they are going to 
die or have a heart attack and they simply have to do something to stop them, like 
immediately leaving the place, phoning relatives, etc.) Describe. 
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Appendix 9: General Health Questionnaire (GHQ-12)  

General Health Questionnaire (GHQ-12) to be given to caregivers 

We want to know if you have any medical complaints and how your health has been in 

general, over the past few weeks, please answer all the questions simply by circling the 

response that best applies to you. Remember that we want to know about present and 

recent complaints not those you had in the more remote past.   

Have you recently: 

1. Been able to concentrate on what you are doing 

Better than usual same as usual       less than usual much less than usual 

(0)                                      (1)                                 (2)                           (3) 

 

2. Lost much sleep over worry 

Not at all     no more than usual          rather more than usual         much more than 

usual 

            (0)                             (1)                                           (2)                                           (3) 

 

3. Felt you were playing a useful part in things 

More so than usual       same as usual            less so than usual          much less than 

usual 

(0)                              (1)                                      (2)                                    (3)                                    

 

4. Felt capable of making decisions about things 

More so than usual       same as usual            less so than usual          much less than 

usual 

(0)                              (1)                                      (2)                                    (3)                                    

 

5. Felt constantly under strain 

Not at all   no more than usual          rather more than usual         much more 

than usual 

            (0)                             (1)                                           (2)                                           (3) 
 

6. Felt you couldn’t overcome your difficulties 

Not at all   no more than usual          rather more than usual         much more 

than usual 

            (0)                             (1)                                           (2)                                           (3) 
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7. Been able to enjoy your normal day-to-day activities 

More so than usual       same as usual            less so than usual          much less than 

usual 

             (0)                                (1)                                      (2)                                    (3)      

 

8. Been able to face up to your problems 

More so than usual       same as usual            less so than usual          much less than 

usual 

             (0)                                (1)                                      (2)                                    (3)      

 

 

9. Been feeling unhappy and depressed 

Not at all   no more than usual          rather more than usual         much more 

than usual 

            (0)                             (1)                                           (2)                                           (3) 

 

10. Been losing confidence in yourself 

Not at all   no more than usual          rather more than usual         much more 

than usual 

           (0)                             (1)                                           (2)                                           (3) 

 

11. Been thinking of yourself as a worthless person 

Not at all   no more than usual          rather more than usual         much more 

than usual 

            (0)                             (1)                                           (2)                                           (3) 

 

12. Been feeling reasonably happy, all things considered 

More so than usual       same as usual            less so than usual          much less than 

usual 

             (0)                                (1)                                      (2)                                    (3)   
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Appendix 10: Standardised Mini Mental State Examination  

STANDARDIZED MINI-MENTAL STATE EXAMINATION (SMMSE) 

 

Directions for the administration of the SMMSE 

 
1. Before the questionnaire is administered, try to get the person to sit down facing you. Assess the 

person’s ability to hear and understand very simple conversation, e.g. “what is your name?” If the 
person uses hearing or visual aids, provide these before starting. 

2. Introduce yourself and try to get the person’s confidence. Before you begin, get the person’s 
permission to ask questions, e.g. “would it be all right to ask you some questions about your 
memory?” This helps to avoid catastrophic reactions. 

3. Ask each question a maximum of three times. If the subject does not respond, score 0. 
4. If the person answers incorrectly, score 0. Accept that answer and do not ask the question again, 

hint, or provide any physical clues as head shaking, etc. 
5. The following equipment is required to administer the instrument: 

 A wristwatch 
 A pencil 
 Page 5 of this document (with CLOSE YOUR EYES written in large letters and two five sided 

figures intersecting to make a four sided figure) 
 Page 8 (a blank piece of paper) 

6. If the person answers “What did you say?”, do not explain or engage in conversation, merely repeat 
the same directions a maximum of three times. 

7. If the person interrupts (e.g. “what is this for?”), just reply “I will explain in a few minutes, when we 
are finished. Now if we could proceed please… we are almost finished.” 

 

Say: I am going to ask you some questions and give you some problems to solve. Please try to answer as 
best you can. 
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Appendix 11: EQ-5D  

EQ-5D 

Instructions for person with memory problems:  
Under each heading, please tick the ONE box that best describes your health TODAY. 
 
1. Mobility 
I have no problems in walking about  

I have slight problems in walking about  

I have moderate problems in walking about  

I have severe problems in walking about  

I am unable to walk about  

 
2. Self-Care 
I have no problems washing or dressing myself  

I have slight problems washing or dressing myself  

I have moderate problems washing or dressing myself  

I have severe problems washing or dressing myself  

I am unable to wash or dress myself  

 
3. Usual Activities (e.g. work, study, housework, family or leisure activities) 
I have no problems doing my usual activities  

I have slight problems doing my usual activities  

I have moderate problems doing my usual activities  

I have severe problems doing my usual activities 

I am unable to do my usual activities  

 
4. Pain / Discomfort 
I have no pain or discomfort  

I have slight pain or discomfort  

I have moderate pain or discomfort  

I have severe pain or discomfort  

I have extreme pain or discomfort  

 
5. Anxiety / Depression 
I am not anxious or depressed  

I am slightly anxious or depressed  

I am moderately anxious or depressed  

I am severely anxious or depressed  

I am extremely anxious or depressed  
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We would like to know how good or bad your health is TODAY. 

 
This scale is numbered from 0 to 100. 

 

100 means the best health you can imagine. 
0 means the worst health you can imagine. 

 
Mark an X on the scale to indicate how your health is TODAY. 

 
Now, please write the number you marked on the scale in the box 

below. 
 

 

 

 

 

YOUR HEALTH TODAY =  
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Appendix 12: CSRI   

Appendix 12a 3month version 

 (3 month version to be used at Baseline, 3month and 6 month follow up) 

Thinking about the past 3-months, please complete below for any community based 

services you have used because of your dementia or depression symptoms  

 

Primary care and community 
health  

 Tick if 
YES 

If yes, total number of 
contacts in the past 3-

months 

General practitioner 

At clinic   

By phone     

At home     

Practice Nurse 

At clinic     

By phone     

At home     

Community/district nurse 

At clinic     

By phone     

At home     

By phone     

At home     
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Memory Service/ Community 
Mental Health Team(CMHT)  

Doctor 

 

At clinic I   

By phone     

At home     

Memory Service /CMHT 

Nurse. Occupational Therapist or 
Social worker (please specify) 

 

 

At clinic   

By phone     

At home     

Memory Service/CMHT 
Psychologist 

 

At clinic   

By phone     

At home     

Memory Service/CMHT  

Assistant Practitioner 

 

 

At clinic   

By phone     

At home     

Other community Practitioner 
(please specify) 

 

 

At clinic   

By phone     

At home     
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Thinking about the past 3-months, have you had any psychological therapy 

(appointments with a psychologist, counsellor or therapist) because of your dementia or 

depression symptoms? (this includes any contacts with IAPT services) 

 

No      Please skip ahead to complete the secondary care services section below. 

 

Yes       Please give more details below. 

Was this group or individual therapy (please 
circle as appropriate) 

Individual  /  Group 

How many sessions of individual therapy (1 
to 1 with a therapist) have you received in 
the last 3 months? 

Please state number of sessions 
……………..…… 

How many sessions of group therapy have 
you received in the last 3 months? 

Please state number of sessions 
……………..…… 

Did you pay out of your own pocket for this 

therapy 

(or with assistance from family, etc.)? 

Yes    No  

If yes, please state the cost per 

session  

(£) ……………………… 

 

 

 

Thinking about the past 3-months, please complete below for any secondary care and 

emergency services you have used  
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Emergency services Tick if 

yes 

If yes, total number of 

contacts in the past 3-

months 

NHS direct or “Call 111”   

Emergency call (999)   

Paramedic only   

Paramedic and ambulance to hospital   

A&E attendance WITHOUT ambulance   

   

Overnight Inpatient stay Number of nights 

(please enter details 

separately for each 

inpatient admission) 

Reason for admission 

Unplanned (emergency) inpatient hospital 

stay for physical health reasons 

 

Stay 1 ……………..…… nights 

Stay 2 ……………..…… nights 

Stay 3 ……………..…… nights 

……………..…………………..…… 

……………..…………………..…… 

……………..…………………..…… 

Planned (elective) inpatient hospital stay 

for physical health reasons 

 

Stay 1 ……………..…… nights 

Stay 2 ……………..…… nights 

Stay 3 ……………..…… nights 

……………..…………………..…… 

……………..…………………..…… 

……………..…………………..…… 

Inpatient hospital stay for mental 

health reasons 

Stay 1 ……………..…… nights 

Stay 2……………..…… nights 

……………..…………………..…… 

……………..…………………..…… 
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Stay 3……………..…… nights ……………..…………………..…… 

 

Outpatient contacts 

 

Tick if YES 

 

 

Number of attendances 

in last  3 months 

General medical outpatient 

appointment 
 

 

Day patient procedure/test   

Hospital Memory clinic   

Psychiatric outpatient appointment   

Community Group Support Tick if YES 

Number of 

attendances in last 3 

months 

Memory Group  

   

 

Support Group provided for people 
with Dementia for example by 
AGEUK 

 

    

In the past 3 months, have you gone to a day centre? 

 

 No – please go to Adaptations section below 
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 Yes – please complete details below 

 

If yes, how many times do you go to the day centre per week? _____________visits per week. 

 

Do you pay out of pocket to attend the day centre? If yes, how much do you pay per visit? 

£____ per visit 

Adaptations 

Have you had any adaptations or changes to your home including memory aids and 

alarms in the past 3 months? If so, please complete below. 
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Did you pay out 

of pocket for 

this? 

Approximately 

how much did 

this cost in the 

last 3 months, if 

known? 

A.   
Adaptive 
equipme
nt 

 Shower chair 

 Bath board 

 Bath lift 

 Over toilet frame / 

raised seat 

 Kitchen/bathroom 

stool 

 Bed rail/lever 

 Hospital/electric bed 

 Riser recliner chair 

 Other, please specify: 

…………………..………………

………….. 

 No 

 

 Yes (if yes 

please specify if 

known) 

 

 

…………………………

.. 
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Did you pay out 

of pocket for 

this? 

Approximately 

how much did 

this cost in the 

last 3 months, if 

known? 

B.  Mobility 
and 
memory 
aids 

 Memory Aids 

 Care alarm 

 Walking stick 

 Crutches 

 Walking frame 

 Walker with wheels 

 Banana board/slide 

board 

 Mobility Scooter 

 Car adaptations 

 Other, please specify: 

…………………..………………

………….. 

 No 

 

 Yes (if yes 

please specify if 

known) 

 

 

………………………… 
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Did you pay out 

of pocket for 

this? 

Approximately 

how much did 

this cost in the 

last 3 months, if 

known? 

C.  Home 
adaptatio
ns 

 Ramps installed 

 Rails, grab-rails 

 Stair-lift 

 Furniture raisers 

 Other renovations, 

please describe  

…………………..………………

………….. 

 No 

 

 Yes (if yes 

please specify if 

known) 

 

 

…………………………

.. 

 

Medication 

Please complete for medications related to your depression or dementia taken in the last 

3 months. We are particularly interested in any medication for your mental health 

including antidepressants (for your mood), anti-anxiety medication to help you relax or 

keep calm, antipsychotics to reduce troubling thoughts or experiences  or  night time 

sleeping tablets you are prescribed. 

Drug name Dose 

 

Units of 

dose 

Frequency Duration of 

prescription 

1 
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2 

 

    

3 

 

    

4 

 

    

5 

 

    

6 

 

    

7 

 

    

8 
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We would like to know whether you have received help with any of the following activities. If you 

do receive help we would like to know how often you receive help and who pays for it.  

Please think about the help you have received over the past 3 months. 

Have you received any help for: 

1. Maintenance work and odd jobs?   

                                                                   No - go to question 2. 

                                                                   Yes  - please complete details below 

Who pays for the care?   

State funded help? Yes                           

 

                                  No   

If yes, approximately 

how often? 
If yes, how long is a typical visit? 

  Once a month  Less than 30 minutes 

  Once a fortnight  30 to 60 minutes 

  Once a week  One to two hours 

  A few times a week  More than two hours 

  Daily 
If more than two hours please 

specify ……. hours 

 

 
  

Privately funded (paid out of 

pocket) help?       Yes                           

 

                               No   

If yes, approximately 

how often? 
If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 

Daily

  

 

 

 

 

 

If more than two hours please 

specify ….. hours 
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Unpaid help (friends/family)?                 

 

                               Yes  

 

                                No   

If yes, approximately 

how often? 
If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week 
 More than two hours 

 

 Daily 
If more than two hours please 

specify ….. hours 

2. Cleaning the house, ironing and cooking?                     

                                                             No - go to question 3. 

                                                       Yes  - please complete details below 

Who pays for the care?   

State funded help? Yes                           

 

                                  No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

  Once a month  Less than 30 minutes 

  Once a fortnight  30 to 60 minutes 

  Once a week  One to two hours 

  A few times a week  More than two hours 

  Daily If more than two hours please 

specify ……. hours 

   

Privately funded (paid out of 

pocket) help?        Yes                           

 

                               No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 Daily If more than two hours please 

specify ….. hours 
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Unpaid help (friends/family)?     

 

                               Yes  

 

                                No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 Daily If more than two hours please 

specify ….. hours 

 

3. Personal Care (washing, dressing/undressing, shaving)  

                                                                     No – go to question 4 

                                                                     Yes  - please complete details below 

Who pays for the care?   

State funded help? Yes                           

 

                                  No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

  Once a month  Less than 30 minutes 

  Once a fortnight  30 to 60 minutes 

  Once a week  One to two hours 

  A few times a week  More than two hours 

  Daily If more than two hours please 

specify ……. hours 

   

Privately funded (paid out of 

pocket) help?  Yes                           

 

                         No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 Daily If more than two hours please 

specify ….. hours 
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Unpaid help (friends/family)?           

 

                                Yes  

 

                                 No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 Daily If more than two hours please 

specify ….. hours 

 

 

4. During the last 3 months have friends, family or close others stayed off work to 

help you? 

                    No   

                    

                    Yes 

 

If yes, approximately how many days did they take off work in the last 3 months?  
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Appendix 12b 12month version 

To be used at 12 month follow up capturing data over previous 6 months 

 

Thinking about the past 6-months, please complete below for any community based 

services you have used because of your dementia or depression symptoms  

 

Primary care and community 
health  

 Tick if 
YES 

If yes, total number of 
contacts in the past 6-

months 

General practitioner 

At clinic   

By phone     

At home     

Practice Nurse 

At clinic     

By phone     

At home     

Community/district nurse 

At clinic     

By phone     

At home     

By phone     
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At home     

Memory Service/ Community 
Mental Health Team(CMHT)  

Doctor 

 

At clinic I   

By phone     

At home     

Memory Service /CMHT 

Nurse. Occupational Therapist or 
Social worker (please specify) 

 

 

At clinic   

By phone     

At home     

Memory Service/CMHT 
Psychologist 

 

At clinic   

By phone     

At home     

Memory Service/CMHT  

Assistant Practitioner 

 

 

At clinic   

By phone     

At home     

Other community Practitioner 
(please specify) 

 

 

At clinic   

By phone     

At home     
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Thinking about the past 6-months, have you had any psychological therapy 

(appointments with a psychologist, counsellor or therapist) because of your dementia or 

depression symptoms? (this includes any contacts with IAPT services) 

 

No      Please skip ahead to complete the secondary care services section below. 

 

Yes       Please give more details below. 

Was this group or individual therapy (please 
circle as appropriate) 

Individual  /  Group 

How many sessions of individual therapy (1 
to 1 with a therapist) have you received in 
the last  6 months? 

Please state number of sessions 
……………..…… 

How many sessions of group therapy have 
you received in the last 3 months? 

Please state number of sessions 
……………..…… 

Did you pay out of your own pocket for this 

therapy 

(or with assistance from family, etc.)? 

Yes    No  

If yes, please state the cost per 

session  

(£) ……………………… 
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Thinking about the past 6-months, please complete below for any secondary care and 

emergency services you have used  

Emergency services Tick if 

yes 

If yes, total number of 

contacts in the past 6-

months 

NHS direct or “Call 111”   

Emergency call (999)   

Paramedic only   

Paramedic and ambulance to hospital   

A&E attendance WITHOUT ambulance   

   

Overnight Inpatient stay Number of nights 

(please enter details 

separately for each 

inpatient admission) 

Reason for admission 

Unplanned (emergency) inpatient hospital 

stay for physical health reasons 

 

Stay 1 ……………..…… nights 

Stay 2 ……………..…… nights 

Stay 3 ……………..…… nights 

……………..…………………..…… 

……………..…………………..…… 

……………..…………………..…… 

Planned (elective) inpatient hospital stay 

for physical health reasons 

 

Stay 1 ……………..…… nights 

Stay 2 ……………..…… nights 

Stay 3 ……………..…… nights 

……………..…………………..…… 

……………..…………………..…… 

……………..…………………..…… 
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Inpatient hospital stay for mental 

health reasons 

Stay 1 ……………..…… nights 

Stay 2……………..…… nights 

Stay 3……………..…… nights 

……………..…………………..…… 

……………..…………………..…… 

……………..…………………..…… 

 

Outpatient contacts 

 

Tick if YES 

 

 

Number of attendances 

in last  6 months 

General medical outpatient 

appointment 
 

 

Day patient procedure/test   

Hospital Memory clinic   

Psychiatric outpatient appointment   

Community Group Support Tick if YES 

Number of 

attendances in last 6 

months 

Memory Group  

   

 

Support Group provided for people 
with Dementia for example by 
AGEUK 

 

    

In the past 6 months, have you gone to a day centre? 
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 No – please go to Adaptations section below 

 Yes – please complete details below 

If yes, how many times do you go to the day centre per week? _____________visits per week. 

Do you pay out of pocket to attend the day centre? If yes, how much do you pay per visit? 

£____ per visit 

Adaptations 

Have you had any adaptations or changes to your home including memory aids and 

alarms in the past 6 months? If so, please complete below. 
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Did you pay out 

of pocket for 

this? 

Approximately 

how much did 

this cost in the 

last 6 months, if 

known? 

D.   
Adaptive 
equipme
nt 

 Shower chair 

 Bath board 

 Bath lift 

 Over toilet frame / 

raised seat 

 Kitchen/bathroom 

stool 

 Bed rail/lever 

 Hospital/electric bed 

 Riser recliner chair 

 Other, please specify: 

…………………..………………

………….. 

 No 

 

 Yes (if yes 

please specify if 

known) 

 

 

…………………………

.. 
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Did you pay out 

of pocket for 

this? 

Approximately 

how much did 

this cost in the 

last 6 months, if 

known? 

E.  Mobility 
and 
memory 
aids 

 Memory Aids 

 Care alarm 

 Walking stick 

 Crutches 

 Walking frame 

 Walker with wheels 

 Banana board/slide 

board 

 Mobility Scooter 

 Car adaptations 

 Other, please specify: 

…………………..………………

………….. 

 No 

 

 Yes (if yes 

please specify if 

known) 

 

 

………………………… 
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Did you pay out 

of pocket for 

this? 

Approximately 

how much did 

this cost in the 

last 6 months, if 

known? 

F.  Home 
adaptatio
ns 

 Ramps installed 

 Rails, grab-rails 

 Stair-lift 

 Furniture raisers 

 Other renovations, 

please describe  

…………………..………………

………….. 

 No 

 

 Yes (if yes 

please specify if 

known) 

 

 

 

 

Medication 

Please complete for medications related to your depression or dementia taken in the last 

6 months. We are particularly interested in any medication for your mental health 

including antidepressants (for your mood), anti-anxiety medication to help you relax or 

keep calm, antipsychotics to reduce troubling thoughts or experiences  or  night time 

sleeping tablets you are prescribed. 

Drug name Dose 

 

Units of 

dose 

Frequency Duration of 

prescription 

1 
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2 

 

    

3 

 

    

4 

 

    

5 

 

    

6 

 

    

7 

 

    

8 
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We would like to know whether you have received help with any of the following activities. If you 

do receive help we would like to know how often you receive help and who pays for it.  

Please think about the help you have received over the past 6 months. 

Have you received any help for: 

1. Maintenance work and odd jobs?   

                                                                   No - go to question 2. 

                                                                   Yes  - please complete details below 

Who pays for the care?   

State funded help? Yes                           

 

                                  No   

If yes, approximately 

how often? 
If yes, how long is a typical visit? 

  Once a month  Less than 30 minutes 

  Once a fortnight  30 to 60 minutes 

  Once a week  One to two hours 

  A few times a week  More than two hours 

  Daily 
If more than two hours please 

specify ……. hours 

 

 
  

Privately funded (paid out of 

pocket) help?       Yes                           

 

                               No   

If yes, approximately 

how often? 
If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 

Daily

  

 

 

 

 

 

If more than two hours please 

specify ….. hours 
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Unpaid help (friends/family)?                 

 

                               Yes  

 

                                No   

If yes, approximately 

how often? 
If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week 
 More than two hours 

 

 Daily 
If more than two hours please 

specify ….. hours 

2. Cleaning the house, ironing and cooking?                     

                                                             No - go to question 3. 

                                                       Yes  - please complete details below 

Who pays for the care?   

State funded help? Yes                           

 

                                  No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

  Once a month  Less than 30 minutes 

  Once a fortnight  30 to 60 minutes 

  Once a week  One to two hours 

  A few times a week  More than two hours 

  Daily If more than two hours please 

specify ……. hours 

   

Privately funded (paid out of 

pocket) help?        Yes                           

 

                               No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 Daily If more than two hours please 

specify ….. hours 
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Unpaid help (friends/family)?     

 

                               Yes  

 

                                No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 Daily If more than two hours please 

specify ….. hours 

 

3. Personal Care (washing, dressing/undressing, shaving)  

                                                                     No – go to question 4 

                                                                     Yes  - please complete details below 

Who pays for the care?   

State funded help? Yes                           

 

                                  No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

  Once a month  Less than 30 minutes 

  Once a fortnight  30 to 60 minutes 

  Once a week  One to two hours 

  A few times a week  More than two hours 

  Daily If more than two hours please 

specify ……. hours 

   

Privately funded (paid out of 

pocket) help?  Yes                           

 

                         No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 Daily If more than two hours please 

specify ….. hours 
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Unpaid help (friends/family)?           

 

                                Yes  

 

                                 No   

If yes, approximately 

how often? 

If yes, how long is a typical visit? 

 Once a month  Less than 30 minutes 

 Once a fortnight  30 to 60 minutes 

 Once a week  One to two hours 

 A few times a week  More than two hours 

 Daily If more than two hours please 

specify ….. hours 

 

 

4. During the last 6 months have friends, family or close others stayed off work to 

help you? 

                    No   

                    

                    Yes 

 

If yes, approximately how many days did they take off work in the last 6 months?  
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Appendix 13: Client Satisfaction Questionnaire - (CSQ-3) 

 

CSQ-3 

 

Please help us improve our programme by answering some questions about the services 
you have received. We are interested in your honest opinion, whether they are positive or 
negative.  Please answer all of the questions. We also value your comments and 
suggestions. Thank you very much. We appreciate your help. 

  

To what extent has our service/programme met your needs? 

 4= Almost all of my needs have been met 

 3= Most of my needs have been met 

 2= Only a few of my needs have been met 

 1= No needs have been met 

  

In an overall, general sense, how satisfied are you with the service you received? 

 4= Very satisfied 

 3= Mostly satisfied 

 2= Indifferent of mildly dissatisfied 

 1= Quite dissatisfied 

  

If you were to seek help again, would you come back to our programme? 

 4= Yes, definitely 

 3= Yes, I think so 

 2= No, I don’t think so 

 1= No, definitely not 
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Appendix 14: Credibility and Expectancy question -(CEQ) 

Therapy evaluation form 

We would like you to indicate below how much you believe, right now, that the therapy 

you may receive will help to reduce your symptoms of depression. Belief usually has two 

aspects to it: (1) what one thinks will happen and (2) what one feels will happen. 

Sometimes these are similar; sometimes they are different. Please answer the questions 

below. In the first set, answer in terms of what you think. In the second set answer in 

terms of what you really and truly feel.  

Set I 

1. At this point, how logical does the therapy offered to you seem? 

 1 2 3 4 5 6 7 8 9 

not at all logical  somewhat logical   very logical 

 

 

2. At this point, how successfully do you think this treatment will be in reducing your 
symptoms of depression? 

 1 2 3 4 5 6 7 8 9 

not at all useful  somewhat useful   very useful 

 

 

3. How confident would you be in recommending this treatment to a friend who 
experiences similar problems? 

 1 2 3 4 5 6 7 8 9 

not at all confident  somewhat confident   very confident 

 

 

4. By the end of the therapy period, how much improvement in your symptoms of 
depression do you think will occur? 

 

 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100% 
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Set II 

For this set, close your eyes for a few moments, and try to identify what you really feel 
about the therapy and its likely success. Then answer the following questions. 

 

1. At this point, how much do you really feel that therapy will help you to reduce your 
symptoms of depression? 

 1 2 3 4 5 6 7 8 9 

not at all         somewhat    very much 

 

2. By the end of the therapy period, how much improvement in your symptoms of 
depression do you really feel will occur? 

 

 

 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100% 

 

Therapy evaluation form- Caregiver version 

We would like you to indicate below how much you believe, right now, that the therapy 

the person you care for may receive will help to reduce their symptoms of depression. 

Belief usually has two aspects to it: (1) what one thinks will happen and (2) what one feels 

will happen. Sometimes these are similar; sometimes they are different. Please answer 

the questions below. In the first set, answer in terms of what you think. In the second set 

answer in terms of what you really and truly feel.  

Set I 

1. At this point, how logical does the therapy offered to you seem? 

 1 2 3 4 5 6 7 8 9 

not at all logical  somewhat logical   very logical 
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2. At this point, how successful do you think this treatment will be in reducing the 
symptoms of depression in the person you care for? 

 1 2 3 4 5 6 7 8 9 

not at all useful  somewhat useful   very useful 

 

 

3. How confident would you be in recommending this treatment to a friend who 
experiences similar problems? 

 1 2 3 4 5 6 7 8 9 

not at all confident  somewhat confident   very confident 

 

 

4. By the end of the therapy period, how much improvement in the symptoms of 
depression do you think will occur? 

 

 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100% 

             

                                                  

Set II 

For this set, close your eyes for a few moments, and try to identify what you really feel 
about the therapy and its likely success. Then answer the following questions. 

 

1. At this point, how much do you really feel that therapy will help you to reduce the 
symptoms of depression for the person you care for? 

 1 2 3 4 5 6 7 8 9 

not at all         somewhat    very much 

 

2. By the end of the therapy period, how much improvement in the symptoms of 
depression (for the person you care for) do you really feel will occur? 

 

 

 0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100% 
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Appendix 15: Treatment Preference Questions 

AFTER THE PATH RATIONALE HAS BEEN READ BY THE PATIENT and CAREGIVER, 

ASK TREATMENT PREFERENCE PRIOR TO RANDOMISATION 

 

Treatment Preference (patient) 

 

1. Although you will be chosen at random to have either Problem Adaptation Therapy 
or usual multidisciplinary care alone, if you could choose what treatment you 
received, how much would you hope to receive Problem Adaptation Therapy? Please 
rate this on a 4-point scale from 0 (not at all) to 3 (completely); circle one number. 
 
Rating:  0 (Not at all)  1 2 3 (Completely) 

 
2. How much would you hope to receive usual multidisciplinary care alone (i.e. without 

Problem Adaptation Therapy)? Please rate this on a 4-point scale from 0 (not at all) 
to 3 (completely) ; circle one number. 
 
Rating:  0 (Not at all)  1 2 3 (Completely) 

 

Treatment Preference (caregiver) 

 

3. Although you will be chosen at random to have either Problem Adaptation Therapy 
or usual multidisciplinary care alone, if you could choose what treatment you 
received, how much would you hope to receive Problem Adaptation Therapy? Please 
rate this on a 4-point scale from 0 (not at all) to 3 (completely); circle one number. 
 
Rating:  0 (Not at all)  1 2 3 (Completely) 

 
4. How much would you hope to receive usual multidisciplinary care alone (i.e. without 

Problem Adaptation Therapy)? Please rate this on a 4-point scale from 0 (not at all) 
to 3 (completely); circle one number. 
 
Rating:  0 (Not at all)  1 2 3 (Completely) 
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Appendix 16:  

Qualitative Satisfaction Questionnaire:  

Full RCT at 6 months post-randomisation, caregivers and therapists will complete 

an anonymous qualitative satisfaction questionnaire to further examine the 

acceptability and feasibility of the intervention (or usual multidisciplinary care for 

those in the TAU arm) 

(The questionnaire format will allow space for answers) 

a. Qualitative satisfaction questionnaire - therapists 

We would be very grateful if you could answer the following questions in relation 

to your experiences of delivering the intervention to people with depression and 

dementia. Please answer as many questions as you can – any information we 

receive from you, no matter how small, will be helpful. 

 

1. How many patient-carer dyads did you deliver the intervention to?  

   ___________ 

2. Overall, how satisfied were you with the intervention? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

3. Overall, how useful did you find the intervention? 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 
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4. Overall, how acceptable was the intervention to this client group? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

5. Overall, how feasible was it to deliver the intervention to this client group? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

We would now like to ask you some specific questions about your experiences of 

delivering the intervention to people with depression and dementia. 

 

6. Overall, how would you describe your experience of delivering the 

intervention? 

7. What did you like or dislike about delivering the intervention? Why? 

8. How easy was it to deliver the intervention? What was easier? What was 

more difficult? Why? 

9. How understandable was the intervention to the patient-carer dyads you 

were working with? What was understandable? What was confusing? 

10. How acceptable do you think your patient-carer dyads found the 

intervention? What seemed to be acceptable? What was less so? 
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11. What emotional, behavioural or cognitive changes did you see in the patient-

carer dyads that you worked with over the course of the intervention? 

12. What helped you deliver the intervention to this client group? What helped 

patient-carer dyads engage with the intervention? 

13. What got in the way of delivering the intervention to this client group? What 

barriers were there to patient-carer dyads engaging with the intervention? 

14. What did you think about the practical aspects of delivering the intervention 

(such as the number and frequency of sessions, or the setting in which the 

intervention was delivered)? 

15. Have you experienced any changes in your professional practice as a result 

of delivering the intervention? If yes, what? 

16. Would you recommend the intervention to other therapists for this client 

group? Why or why not? 

17. How did the intervention meet your expectations as a therapist? Did you 

achieve all that you had hoped to achieve as a therapist with the intervention? Why 

or why not? 

18. If you could, what would you change about the intervention? 

19. How could we optimise engagement with the intervention? How could we 

optimise delivery of the intervention? 

20. Would another form of psychological therapy have been more helpful for 

this client group? If yes, what? 

 

If you have any other comments about the intervention, then please write them in 

the box below: 
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b. Qualitative satisfaction questionnaire - carer (usual care group) 

We would be very grateful if you could answer the following questions about your 

experiences and the experiences of the person you care for in relation to how their 

mental health and emotional wellbeing is being managed within their usual care. 

If you are uncertain about the experiences of the person you care for then please 

just answer the questions from your perspective. Please answer as many questions 

as you can – any information we receive from you, no matter how small, will be 

helpful. 

 

1. Is the person you care for currently receiving any support with respect to 

their mental health and emotional wellbeing from the Memory Service, GP, or other 

services? If yes, what and who is it being provided by? 

2. Overall, how satisfied are you and the person you care for with how their 

mental health and emotional wellbeing is being supported within the Memory 

Service, GP, or other services? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

3. If the person you care for is receiving support with respect to their mental 

health and emotional wellbeing, how useful is this? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 
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4. If the person you care for is receiving support with respect to their mental 

health and emotional wellbeing, how suitable or acceptable is this to you both? 

How much is it meeting both of your needs? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

5. If the person you care for is receiving support with respect to their mental 

health and emotional wellbeing, how easy is it to receive this support from a 

practical point of view? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

6. If the person you care for is not receiving any support with respect to their 

mental health and emotional wellbeing, what kind of support would they or you 

like them to receive? What would that look like? 

 

If you have any other comments about how the mental health and emotional 

wellbeing of the person you care for is currently being supported or should be 

supported, then please write them in the box below: 

 

 

Thank you for sparing the time to answer these questions. It is greatly appreciated. 

Your responses will be extremely useful in helping us to modify and improve our 

care of people with dementia and depression. 
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c. Qualitative satisfaction questionnaire - carer (intervention group) 

We would be very grateful if you could answer the following questions about your 

experiences and the experiences of the person you care for in relation to receiving 

Problem Adaptation Therapy. If you are uncertain about the experiences of the 

person you care for then please just answer the questions from your perspective. 

Please answer as many questions as you can – any information we receive from 

you, no matter how small, will be helpful. 

 

1. How many sessions of therapy did you and the person you care for receive?

   ___________ 

 

2. Overall, how satisfied were you and the person you care for with the 

therapy? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

3. Overall, how useful did you and the person you care for find the therapy? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

4. Overall, how suitable or acceptable was the therapy to you and the person 

you care for? How much did it meet both of your needs? 
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Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

5. Overall, how easy was it for you and the person you care for to take part in 

the therapy from a practical point of view? 

 

Not at all         Extremely 

 1 2 3 4 5 6 7 8 9 10 

 

We would now like to ask you some specific questions about your experiences and 

the experiences of the person you care for of receiving the therapy. 

 

6. Overall, how would you and the person you care for describe your 

experience of receiving the therapy? 
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7. How helpful did you and the person you care for find the therapy? What was 

helpful? What was not helpful? 

 

 

 

 

 

 

 

8. What did you and the person you care for like about the therapy? What did 

you and the person you care for dislike about the therapy? 

 

 

 

 

 

 

 

9. Have you or the person you care for experienced any changes as a result of 

receiving the therapy (such as changes in how you think about things or feel about 

life, changes in your wellbeing or health, changes in your relationships with others, 

or changes in your day-to-day life, leisure activities or hobbies)? If yes, what? 

 



 

IRAS ID: 238724 The PATHFINDER Research Protocol Version 3.0_29OCT 2019  Page 122 
Study SHORT Title: Problem Adaptation Therapy For Depression in Dementia 

 

10. How easy to understand was the therapy? What made sense? What was 

confusing? 

 

 

 

 

11. To what extent do you think the therapy met your needs and the needs of the 

person you care for? How did it meet both of your needs? How did it not meet both 

of your needs? 

 

 

 

12. What did you and the person you care for think about the practical aspects 

of how the therapy was delivered (such as the number and frequency of sessions, 

or the setting in which the therapy was delivered)? 

 

 

 

13. What helped you and the person you care for to take part in the therapy or 

‘give it a go’? What got in the way of you and the person you care for taking part in 

the therapy or ‘giving it a go’? 
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14. Would you and the person you care for recommend the therapy to a friend 

who was experiencing similar difficulties to you? If yes, why? If no, why not? 

 

 

15. Is there anything you or the person you care for would like to change about 

the therapy? If yes, what? 

 

 

 

If you have any other comments about the therapy that you and the person you care 

for received, then please write them in the box below: 

 

 

 

Thank you for sparing the time to answer these questions. It is greatly appreciated. 

Your responses will be extremely useful in helping us to modify and improve our 

care of people with dementia and depression. 

 

 

 

 

 


