

[image: image1]
Feasibility, Acceptability, and Preliminary Efficacy of Dignity Therapy in Patients With Early Stage Dementia and Their Family. A Pilot Randomized Controlled Trial












	
	ORIGINAL RESEARCH
published: 24 December 2021
doi: 10.3389/fpsyt.2021.795813






[image: image2]

Feasibility, Acceptability, and Preliminary Efficacy of Dignity Therapy in Patients With Early Stage Dementia and Their Family. A Pilot Randomized Controlled Trial

Josef Jenewein1*, Hanspeter Moergeli2, Tatjana Meyer-Heim3, Peter Muijres2,4, Irene Bopp-Kistler3, Harvey M. Chochinov5 and Simon Peng-Keller4


1Department of Medical Psychology and Psychotherapy, Medical University of Graz, Graz, Austria

2Department of Consultation-Liaison Psychiatry and Psychosomatic Medicine, University Hospital of Zurich, University of Zurich, Zurich, Switzerland

3Waid City Hospital, University Geriatric Clinic, Zurich, Switzerland

4Faculty of Theology, Spiritual Care, University of Zurich, Zurich, Switzerland

5Cancer Care Manitoba Research Institute, University of Manitoba, Winnipeg, MB, Canada

Edited by:
Olusegun Baiyewu, University of Ibadan, Nigeria

Reviewed by:
Suzie Xu Wang, Leeds Beckett University, United Kingdom
 Alexandra Wuttke-Linnemann, Center for Mental Health in Old Age, Landeskrankenhaus, Germany
 Chung-Ying Lin, National Cheng Kung University, Taiwan

*Correspondence: Josef Jenewein, josef.jenewein@medunigraz.at

Specialty section: This article was submitted to Aging Psychiatry, a section of the journal Frontiers in Psychiatry

Received: 15 October 2021
 Accepted: 07 December 2021
 Published: 24 December 2021

Citation: Jenewein J, Moergeli H, Meyer-Heim T, Muijres P, Bopp-Kistler I, Chochinov HM and Peng-Keller S (2021) Feasibility, Acceptability, and Preliminary Efficacy of Dignity Therapy in Patients With Early Stage Dementia and Their Family. A Pilot Randomized Controlled Trial. Front. Psychiatry 12:795813. doi: 10.3389/fpsyt.2021.795813



Purpose: Dementia is the major cause for disability and dependence in older people and associated with considerable psychological burden. The aim of this study was to determine the feasibility, acceptability and preliminary efficacy of Dignity Therapy, a brief psychotherapeutic intervention to enhance dignity and reduce psychological burden, in patients with early stage dementia and in their families or close friends.

Materials and methods: In this randomized, waitinglist-controlled clinical trial a total of 54 patients with new diagnosis of early stage dementia and 54 study partners (spouses: n = 37; relatives: n = 14; close friends: n = 3) were randomly assigned to immediate treatment (n = 28) or delayed treatment (n = 26) after 3 months waiting. The main outcomes were feasibility: proportion of screened and invited patients who consented participation; Acceptability: number of drop-outs, and satisfaction with treatment; Efficacy: psychological burden (Hospital Anxiety and Depression Scale—HADS), quality of life (WHOQOL-Bref), and sense of dignity (Patient Dignity Inventory—PDI).

Results: In total 38.6% of all eligible patients (n = 140) consented and were enrolled. Along the study six participants (11.1%) dropped out. Patients' satisfaction with the treatment was high and with no significant difference between the groups. HADS scores were significantly lower in both groups at the 3-months follow-up (immediate group: mean difference = −2.69, SE = 0.85, P = 0.003; delayed group: mean difference = −1.97, SE = 0.89, P = 0.031). There was no significant group by time interaction effect (F = 0.71; df = 2, 70.3; P = 0.50). PDI scores only decreased significantly (i.e., improvement of dignity) in the immediate group (mean difference = −6.56, SE = 1.63, P < 0.001; delayed group: mean difference = −3.01, SE = 1.69, P = 0.081), but the group by time interaction effect was not statistically significant (F = 2.29; df = 1, 46.8; P = 0.14). Quality of life improved in some respects by the treatment, but the immediate and the delayed group did not differ significantly over time. After pooling patients' data of both groups, Dignity Therapy resulted in significant improvements in almost all outcome measures. Patients' family members/close friends reported high satisfaction with the intervention.

Conclusions: Our findings suggest that Dignity Therapy is feasible and highly accepted in patients with early stage dementia. Patients reported significant improvements, however, there was no significant effect of the intervention in the immediate treatment group compared to the delayed group.
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INTRODUCTION

Dementia is considered a global health concern, affecting over 50 million people worldwide and is estimated to increase to 131.5 million by 2050 (1). As dementia prevalence increases mainly with age, the number of individuals suffering from dementia will rise significantly in the future due to the aging population (2). Dementia is a clinical syndrome featuring a progressive decline in a variety of functions, including that of memory, language, and behavior (3). The cognitive deficits associated with dementia can interfere profoundly with daily activities and the management of everyday life, resulting in functional and social restrictions and a need for support in the completion of every day routine (2). Dementia, therefore, is one of the major causes for disability and dependence in older people (4). Additionally, in the absence of effective treatments, the diagnosis of dementia is frequently associated with considerable psychological burden in affected subjects as well as their family members. Dependence of care, physical and psychological impairments render individuals suffering from dementia vulnerable. Maintenance of dignity and quality of life by preserving physical and mental integrity, autonomy and social involvement are therefore key elements of care. Identifying methods that foster and retain the experience of dignity in patients living with dementia is of crucial importance.

Although patients with early stage dementia are not typically described as terminally ill, they are nevertheless, in their final phase of a consciously aware existence. While palliative and spiritual care are on the increase worldwide (5), less attention has so far been paid to the dignity-related concerns of elderly individuals who are not yet dying and are outside of palliative care settings (6). Being diagnosed with dementia can imply an incisive turning point in life, which might be associated with fear and loss of identity. Due to the high functional and social restrictions, patients with dementia frequently become dependent on support and therefore are at risk to lose autonomy and a sense of dignity. The loss of dignity in patients with early stage dementia is commonly associated with psychological and spiritual distress, despair, disability and loss of the will to live (7). These stressors might also affect well-being of partners and relatives. However, research on spiritual and dignity related issues for people with dementia and/or their partners is sparse. During the current demographic changes, dignified care in this context is becoming more urgent than ever. Enhancing the dignity of persons with dementia has been named as one of the WHO's top priorities (8, 9).

Dignity Therapy is a structured, individualized psychosocial intervention, developed to help patients with terminal illnesses to cope with the imminent end of their lives. Dignity Therapy was originally developed to reduce psychosocial and spiritual or existential distress in terminally ill cancer patients (10) by means of strengthening feelings of dignity, addressing existential and spiritual concerns, and preserving quality of life. Psychological and existential distress is addressed by discussing the themes most meaningful to patients and documenting their legacy in the form of a “generativity document.” “Generativity” refers to the notion that something meaningful, related to oneself, will survive, or transcend death. The “generativity document” may represent an attractive tool for patients with early stage dementia to share life experience, give insight into their life and express their own sense of self, meaning and purpose in life while they can, in the form of a lasting written legacy.

Research on Dignity Therapy in terminally-ill cancer patients started a decade ago and has since been conducted in several countries, including Canada (11), Australia (12), the United States (13), the United Kingdom (14), Denmark (15), Portugal (16), and Japan (17). Dignity Therapy has been shown to be highly feasible, to significantly improve quality of life, and to increase sense of dignity in patients with advanced cancer (10, 11, 15). Moreover, multiple studies reported a clear and consistently high rate of acceptance as well as high satisfaction and benefits including an enhanced sense of meaning and purpose among those who have experienced Dignity Therapy (18).

Dignity Therapy has also been carried out with patients suffering from a motor neuron disease (12), and with nursing home residents without cognitive impairment (6, 19). Furthermore, it has been tested in a feasibility study for people with early stage dementia demonstrating that Dignity Therapy is feasible, acceptable, and potentially effective for elderly people with dementia (20).

Like the terminally ill individuals, patients with early stage dementia often face existential and spiritual issues related to loss, disability, and death (6). Dignity Therapy, therefore, might also benefit patients with dementia (6, 20, 21). Related literature supports the assumption that Dignity Therapy may provide a powerful tool to mitigate end-of-life distress, maintain and heighten a sense of self, meaning and purpose as well as lessen suffering in patients with early stage dementia, prepare them for the future, and provide long term support to family members (6).

The aim of this study was firstly to determine the feasibility and acceptability of the intervention, and secondly—for the first time—to detect the preliminary efficacy of Dignity Therapy in patients with early stage dementia in a randomized, waitinglist-controlled clinical trial (RCT). The third aim of this study was to test whether Dignity Therapy might have a beneficial effect on family members (partner, relative) or close friend in terms of psychological burden and quality of life. Based on prior research (19), which applied Dignity Therapy to older people in care homes and which achieved a participation rate of 40%, we hypothesized that at least 40% of all eligible subjects would agree to participate, and secondly, that the drop-out rate would be lower than 25%. In terms of efficacy, we hypothesized a statistically significant improvement of psychological burden (HADS), sense of dignity (PDI), quality of life (WHOQOL-BREF), and spiritual well-being (FACIT-Sp-12).



MATERIALS AND METHODS


Study Design and Participants

Because this study primarily focussed on feasibility and acceptability of Dignity Therapy in patients with early stage dementia, we chose a randomized, waiting list controlled design to achieve a large group of participants who received the intervention. The study was funded by Porticus foundation that did not have any role in the design or conduct of the study, analysis of the data, or preparation of the manuscript. The trial was registered at ClinicalTrials.gov (NCT03692988).



Participants

Patients were recruited at the University Geriatric Outpatient-Center Waid, Switzerland, between March 2019 and March 2021. Patients (all of them outpatients) were eligible for participation in the trial if they were aged 18 years or older, had been diagnosed with early stage dementia according to the Clinical Dementia Rating instrument (CDR® score between ≥0.5 and ≤ 1.5), language proficiency, and had a study partner (romantic partner, relative or close friend) willing to participate in the study. Family members, who had not necessarily to be an informal caregiver, were present during the intervention and were integrated into the therapeutic process. They were allowed to answer questions as well and to assist patients if required. All patients and family members provided written informed consent (IC). The study protocol was approved by the local ethics committee (BASEC-Nr. 2018-01097).



Procedures

Physicians at the study site consecutively made patients, diagnosed with (very) mild dementia as indicated by a score on the Clinical Dementia Rating (CDR) (22) of ≥0.5 and ≤ 1.5, aware of the study and handed out study information for them to take home. CDR was obtained by experienced clinicians using a standard scoring algorithm based on scores in six domains indicating the severity of dementia (CDR 0 = cognitively normal, CDR 0.5 = very mild, CDR 1 = mild, CDR 2 = moderate, and CDR 3 = severe dementia).

The interested patients were then contacted by the study coordinator within a few days for a screening visit. In the screening visit the study coordinator reassured for accuracy of the inclusion/exclusion criteria and ensured that invited patients and family members were fully informed about the purpose, procedure, potential risks, and benefits of participating in the study, including not receiving any remuneration for study participation. After a further period of at least 24 h to consider and discuss their participation, the IC forms were dated and signed by both participants. Finally, participants were scheduled for the baseline assessment and thereafter randomly assigned to one of two study conditions (Figure 1). Randomization was performed by the data-management program secuTrial® in a 1:1 ratio. Baseline assessments included questionnaires to measure psychological burden (Hospital Anxiety and Depression Scale -HADS), quality of life (WHOQOL-BREF), sense of dignity (Patient Dignity Inventory- PDI), and spiritual well-being (FACIT-Sp-12).
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FIGURE 1. Study timeline from baseline assessment to the 1-week post-treatment and 3-months follow-up. T0, Baseline; T1, post-treatment; T2, 3-months follow-up; T3, post-treatment delayed group; T4, 3-months follow-up delayed group; CDR, Clinical Dementia Rating; HADS, Hospital Anxiety and Depression Scale.




Immediate Treatment Condition

The week after the baseline assessment (T0), the first Dignity Therapy session followed. The patient was accompanied by the study partner during the interview. The intervention was conducted by health care personnel trained in Dignity Therapy, who were neither involved in the study organization nor data management.

Dignity Therapy is conceptualized as multi-dimensional psychosocial intervention for patient-centered care, including 10 core questions that guide an interview. The questions invite a discussion of meaningful events, achievements, and social roles. The questions also encourage patients to express things that remained unsaid and pass on life's lessons and personal wishes to next of kin. For this study the core questions developed by Chochinov (10) were slightly adapted for the needs of the patients (see Supplementary Appendix). Dignity Therapy consists of two sessions: an interview session, including an initial framing interview (about 60′ in total), and a session to review the draft generativity document (30′). The interview session was audio-taped, transcribed verbatim, edited, and read out as a draft to the participants by the dignity therapist. The final generativity document, corrected and approved by participants, was sent to the participants by post.

After the second session, participants (patients and family members) again received the brief 14-item questionnaire designed to assess states of anxiety and depression (HADS), as well as an Dignity Therapy Evaluation Questionnaire (DTEQ) to assess satisfaction with the intervention (see Supplementary Appendix), which had to be returned within a week post-treatment (T1, post-treatment assessment). Meanwhile, the edited, final version of the generativity document was produced, attractively packaged, and sent to the participant by post. About 3 months (week 15) after randomization (day 0), the participants were contacted again with the request to fill out the follow-up questionnaire (T2) and the DTEQ. The follow-up questionnaire was identical to the baseline questionnaire, although demographic questions were excluded.



Delayed Treatment Condition

Patients in the delayed treatment group completed the standard assessments (T0, T1, and T2), but received no Dignity Therapy in addition to counseling provided as usual. They constituted a control condition enabling the comparison of data with the intervention group. After the waiting period and a completed follow-up assessment (T2, week 15) the delayed treatment group participants received the same intervention as the immediate group. The follow-up assessment in this group simultaneously served as the baseline assessment of the delayed intervention. To also determine the effect of the Dignity intervention, participants of the delayed condition were asked to once more complete a post-treatment (T3) in week 19, and a follow-up assessment (T4) 3 months (week 30) after the intervention.

Family members/close friends of both groups also completed assessments at T0 to T4, however they did not receive the PDI and the FACIT-Sp-12.



Study Outcomes

The primary outcome of this trial was the feasibility and acceptance of Dignity Therapy provided to a sample of patients with early stage dementia and their partners/relatives in Switzerland. Feasibility was defined by the number of participants who signed ICs in proportion to the number of eligible subjects who were invited to participate in the study. Because this was the first time to apply this intervention in this specific clinical population, we considered Dignity Therapy as feasible if at least 40% of all eligible subjects consented. Acceptability was defined as the number of drop-outs occurring after enrollment and signing the IC. If the drop-out rate was 25% at most, we considered Dignity Therapy as well-accepted. Furthermore, to assess an additional aspect of acceptance we developed a nine items (Likert scale 1–5) comprising questionnaire for overall treatment satisfaction (DTEQ) with a minimum score of nine and maximum score of 45. In such a range a mean score of 36 (quite a bit satisfied) can be regarded as typical in health care (23). Internal consistency of the DTEQ was high at post-treatment as well as at follow-up (Cronbach's alpha = 0.92 and 0.87, respectively).

For the secondary outcomes we used standardized and validated self-report measures to determine the efficacy of Dignity Therapy in the immediate treatment group compared to the delayed condition in terms of psychological burden (HADS), sense of dignity (PDI), quality of life (WHOQOL-BREF), and spiritual well-being (FACIT-Sp-12). PDI and FACIT-Sp-12 were used only in patients and not in family members. All questionnaires have been used in comparable samples in prior research with limited (HADS) (24) to very good validity [PDI (25), WHOQOL-BREF (26), FACIT-Sp-12) (27).



Measurements

The Hospital Anxiety and Depression Scale (HADS) is a 14-item questionnaire that was originally developed for use with patients in non-psychiatric hospitals (28). It is a validated and widely-used self-report measure that assesses individuals' self-perceived levels of depression and anxiety (29). It can be used to identify patients with elevated levels of symptoms that may be clinically relevant (probable anxiety: HADS anxiety score >7/HADS; probably depression: HADS depression score >7) (30). At baseline, Cronbach's alpha for the HADS total score was 0.87 and 0.82 at follow-up (T2/T4).

The Patient Dignity Inventory - German Version (PDI-G) is a valid and reliable 25-item questionnaire that specifically assesses dignity-related issues and identifies end-of-life dignity-related distress (31). The questionnaire was recently translated into German by Sautier et al. (32) and includes the factors: physical symptom distress, loss of sense of worth and meaning, loss of autonomy, anxiety, and uncertainty. We used only total scores ranging from 25 (not at all) to 125 (very much) in this study. Cronbach's alpha for the PDI total score was 0.95 at baseline (T0) and 0.92 at follow-up (T2/T4).

WHO Quality of Life Questionnaire (WHOQOL-BREF): The quality of life of partners/family members was assessed with the WHOQOL-BREF, which is not specific to any illness. The 26-item questionnaire encompasses the domains of physical and psychological health, social relationships, and environment, as well as overall quality of life and general health (33). At baseline, Cronbach's alpha ranged from 0.58 (social domain) to 0.81 (psychological domain) and from 0.48 (social domain) to 0.83 (psychological domain) at follow-up (T2/T4).

Functional Assessment of Chronic Illness Therapy Spiritual Wellbeing Scale (FACIT-Sp-12): The FACIT-Sp-12 (34) is a short, validated tool that specifically assesses spiritual components of quality of life. Response options include a five-point Likert scale ranging from 0 (not at all) to 4 (very much). The total spiritual well-being score ranges from 0 to 48. Cronbach's alpha for the FACIT-Sp-12 total score was 0.82 at baseline (T0) and 0.81 at follow-up (T2/T4).



Sample Size Calculation

To determine the sample size in advance a power analysis was performed considering hypotheses regarding feasibility, acceptance, and treatment satisfaction in the whole sample of patients as well as symptom reduction in the RCT condition. About feasibility a minimum of 38 screened patients would have to be invited for participation to conclude that an expected preferable rate of 60% consenting patients is significantly higher than a minimal rate of 40% with a power = 0.8 (type I error = 0.05, one-sided). As to acceptability we expected a drop-out rate after informed consent of 10%. Should the drop-out rate be 25% or more, Dignity Therapy would be considered as badly accepted. With a minimum of 42 patients entered the study (signed informed consent) it would be possible to conclude that the expected drop-out rate is significantly lower than 25% with 80% power (type I error = 0.05, one-sided). Additionally, we expected the overall satisfaction with Dignity Therapy not to be significantly lower than a reference value (reference = 36, SD = 6.0, scale ranging from 9 to 45). At most, the difference should correspond to an effect size of Cohen's d = 0.5. For the given effect size with a power of 80% and a type I error = 0.05 (one-sided), a total sample size of 27 patients would be required. Presuming a moderate symptom reduction (HADS) an effect size of Cohen's d = 0.5 in the intervention group, compared to no effect in the waiting list group, a sample size of 64 patients per group (128 patients in total) would be needed to generate a significant interaction effect between group and time with a power = 0.8 and type I error = 0.05. Given that the waiting list controlled design was secondary and the sample size calculations further above, we reduced the sample size to 24 patients per group (48 patients in total) which halved the power to 40% in the RCT condition. However, in a combined group consisting of both arms (single-armed intervention study), a significant decrease in symptom load after intervention could be determined with a power of 92% (expected effect: Cohen's d = 0.5, type I error = 0.05). Because we expected 10% of participants to drop out, recruiting 54 patients in total (27 per group) was necessary. Power and sample-size analyses were calculated with Stata 16.1 (one-sample proportion test, one-sample mean test, repeated-measures analysis of variance).



Statistical Analyses

Descriptive statistics of demographic, clinical and psychological variables were calculated with mean, standard deviation (SD), and percentage (%) as appropriate. To calculate the 95% confidence intervals (CI95%) for the proportions of patients consenting to participate (feasibility) and dropping out after informed consent (acceptance) bootstrapping based on 1,000 bootstrap samples was performed. Overall satisfaction with Dignity Therapy was tested against the expected reference score using one-sample t-test.

Under the condition of a randomized controlled trial (RCT) linear mixed model analyses for all available outcome data were used to test the effect of group (i.e., immediate vs. delayed condition), time (baseline, post-treatment, 3-months follow-up) and group*time interaction on outcome measures. Based on estimated marginal means post-hoc comparisons of time points within the groups as well as comparisons of groups at different times were performed. The interaction effect between group and time was relevant to evaluate for different improvement depending on group membership. Performing linear mixed model analyses with all available outcome data corresponds to a consideration of all patients with intention to be treated at baseline (intention-to-treat-analyses: ITT). For further analyses the data from both groups were combined by merging the T2, T3, and T4 assessments of the delayed treatment group with the T0, T1, and T2 assessments of the immediate treatment group. The same procedure was applied to the data from the study partners, and it resulted in a data set including the whole sample of patients and study partners with assessments before and after treatment. Again, linear mixed model analyses for all available outcome data were used including post-hoc comparisons based on estimated marginal means. The Statistical Package for the Social Sciences (SPSS, version 26) was used to perform the statistical analyses, with a probability value of 0.05 considered to be statistically significant.




RESULTS


Feasibility, Acceptability, and Overall Treatment Satisfaction

Between March 2019 and March 2021, a total of 86 eligible patients were registered and afterwards contacted by the study coordinator. Due to some changes in the team of recruiting physicians and a recruiting stop from March 2020 to May 2020 because of the pandemic, we had to retrospectively estimate the exact number of invited participants. The main recruiting physician invited a total of 65 suitable patients, of whom 40 (61.5%) agreed to participate (i.e., willingness to be contacted by the study coordinator for full information). To estimate all eligible participants, we used the exact numbers of the main recruiting physician who invited a total of 65 eligible patients, of whom 40 (61.5%) agreed to participate. Based on the final registered participants (N = 86) and the recruiting rate of the main recruiting physician (61.5%) we estimated a total of 140 (86/61.5 × 100 = 139.8) eligible patients for all recruiting physicians (Figure 2). Of the finally registered 86 patients 54 (62.8%) consented and were enrolled after full face to face information about the study. Combining the recruiting rate and the consenting rate after full information a final participation rate of 38.6% (CI95%: 30.7–47.1%) was calculated. Main reasons for refusal after full information were related to study requirements such as questionnaires, appointments etc. (n = 20), not wanting the intervention (n = 6), and physical or mental problems (n = 6). At the beginning of the first lock-down on March 16th, 2020, already 42 of the intended 54 participants were included. During the lock-down, recruiting was fully stopped and scheduled face-to-face interventions were postponed, which was not associated with a higher drop-out rate (all drop-outs occurred before the lock-down). After the lock-down recruiting and interventions were continued using the same procedure as before. However, recruiting was significantly slowed because of the new organizational requirements at the hospital. Overall, we did not ascertain a lower acceptance of the invited patients after the begin of the pandemic.
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FIGURE 2. CONSORT diagram of participant flow. aDue to changes in study personnel and pandemic problems the number of screened patients had to be estimated retrospectively from exact numbers of the main recruiting physician. bRefused after detailed information by phone about study. Reasons for refusal: study requirements such as filling in questionnaires (n = 18); not wanting the intervention (n = 6); mental or physical problems (n = 4). cRefused after detailed face to face information: study requirements (n=2); mental or physical problems (n = 2).


Table 1 shows the sociodemographic characteristics of the 54 patients, among whom 28 (51.9%) were women and 26 (48.1%) men, with a mean (SD) age of 79.6 (6.3) years. We found no significant differences in sociodemographic characteristics between both treatment groups. Sociodemographic characteristics of study partners (spouses: n =37; relatives: n = 14; close friends: n = 3) are also reported in Table 1.


Table 1. Demographic and clinical characteristics of subjects with early stage dementia (N = 54) and family members/close friends (N = 54).
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Along the study six participants (11.1%; CI95%: 3.7–20.4%) dropped out, one in the immediate (before the intervention, felt overstrained by questionnaires) and five in the delayed treatment group (all before intervention: one patient died, three felt overstrained by study requirements, one reconsidered participation).

Overall treatment satisfaction, assessed by our nine items comprising questionnaire (DTEQ) with a minimum score of nine and maximum score of 45, was high (Table 3). Patients reported a mean satisfaction after the intervention of 37.8 (CI95%: 35.7–39.8) and 40.4 (CI95%: 39.1–41.6) at the 3-months follow-up. Thus, it was near or above the expected reference score (36.0). Study partners reported a similar satisfaction post-treatment of 36.3 (CI95%: 34.4–38.2) but were somewhat less satisfied at the 3-months follow-up (34.9; CI95%: 33.0–36.9).



Treatment Outcome in RCT Condition

Results for all secondary outcomes are presented in Table 2. In the immediate treatment group, we found a statistically significant reduction of the HADS scores (Mean difference = −2.69, SE = 0.85, P = 0.003) as well as the PDI scores (Mean difference = −6.56, SE = 1.63, P < 0.001) at the 3-months follow-up. We further found a significant improvement in the physical, social, and environment domains of quality of life as well as in spiritual well-being. Post-hoc analyses also revealed a significant reduction of HADS scores in the delayed condition group (Mean difference = −1.97, SE = 0.89, P = 0.031), but no significant differences in all other measures. However, and maybe because of the limited power of the study, we found no statistically significant group by time interaction effect on all outcome measures (e.g., HADS: F = 0.71; df = 2, 70.3; P = 0.50; PDI: F = 2.29; df = 1, 46.8; P = 0.14; Qol-social: F = 2.39; df = 1, 49.7; P = 0.13; FACIT-Sp-12: F = 1.41; df = 1, 49.0; P = 0.24). The effect size for HADS scores (calculated in per protocol patients) at the 3-months follow-up was small (Cohen's d = 0.1; between groups effect corrected for baseline scores).


Table 2. Secondary outcomes in RCT condition (immediate treatment compared to delayed treatment group).
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Treatment Outcome in the Combined Sample

To further analyze the effect of the intervention the data from both groups were combined by merging the T2, T3, and T4 assessments of the delayed treatment group with the T0, T1, and T2 assessments of the immediate treatment group. The results are displayed in Table 3. We found significant differences between the baseline and 3-months follow-up scores in all measures, except Qol-overall.


Table 3. Treatment satisfaction and secondary outcomes in the whole sample of patients complemented by a comparison in study partners.
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Comparison in Study Partners (Family Members and Close Friends)

We finally tested whether Dignity Therapy had any effects on outcome measures in family members/close friends. As displayed in Table 3, we did not find any significant differences between the baseline and 3-months follow-up scores in all measures (HADS, WHOQOL-Bref).




DISCUSSION

Our main finding was that Dignity Therapy, a short psychotherapeutic intervention to enhance the sense of dignity, was feasible and highly accepted in a sample of patients with early stage dementia and in their family members. Despite SARS-Cov2-Pandemic problems (recruiting stop of more than 2 months) we successfully enrolled enough patients over a period of 2 years and the final participation rate of 38.6% of all screened and invited individuals was almost as high as at least expected and comparable to other studies (19). This is an important finding, because one could expect that the inclusion of patients with early stage dementia in such a study could be too demanding and therefore not feasible. In fact, the most frequent reason for refusal of participation were study related requirements such as filling in questionnaires and to keep appointments. A further reason for non-participation were physical or mental problems (n = 6), which, however, was lower than expected in this sample of older participants (mean age = 79.5 years).

Acceptability was high with a drop-out rate of 11.1%, which was significantly lower than expected at worst and also much lower than reported in other psychotherapy studies, ranging between 10 and 70% (35). Importantly, the majority (five out of six participants) of drop-outs was related to the waiting list condition. Additionally, treatment satisfaction was very high, both in patients and study partners. In patients, treatment satisfaction even increased from post-treatment to the 3-months follow-up. In response to open-ended questions, most of the patients reported that the discussion of meaningful events and achievements in their lives as well as the generativity document were the most helpful parts of the intervention.

In terms of the secondary outcomes, we found significant improvements between baseline and 3-months follow-up in almost all measures (HADS, PDI, physical, social, and environment domains of quality of life as well as in spiritual well-being) in the immediate treatment group. This effect was confirmed and even stronger after we pooled the treatment data of the two groups. However, this study was not able to demonstrate a significant group by time effect for any of the outcome measures. This finding was not entirely surprising, because this study was not primarily designed to detect such an effect as argued in our power analysis. Further studies with larger sample sizes and enough power are therefore needed. Furthermore, in our study the effect size for HADS scores between the groups was small (Cohen's d = 0.1), which might be explained by a floor effect: the mean HADS totals scores were very low and with no serious evidence for a clinically relevant depression or anxiety disorder. In the absence of such clinical symptoms, there is little room for improvement. Future studies, therefore, should consider screenings for psychological distress before enrollment to improve the likelihood of detecting differences.

In this study we also invited family members or close friends to accompany the patients during the intervention. The main reason for this setting was that family members or close friends who are known to be distressed by the diagnosis of dementia (36, 37), would benefit from Dignity Therapy. Although study partners were higher distressed and like patients reported high treatment satisfaction, we did not find any effect on psychological burden and quality of life. Probably, such effects would be more visible and detectable in the long-term, when affected patients turn to more severe dementia.


Strengths and Limitations of Study

This is the first randomized, waitlist controlled study to determine feasibility, acceptability, and potential efficacy of Dignity Therapy in patients with early stage dementia and their family members. The present trial showed that Dignity Therapy was feasible, highly accepted and potential effective. However, because of the primary aim of the study and the accordingly study design this study was underpowered to demonstrate significant differences between the immediate and delayed treatment group in the RCT condition. Further research with larger samples and probably inclusion of only pre-screened patients with moderate psychological distress is needed to better ascertain the efficacy of this intervention among patients with early stage dementia. This study has some other limitations. It had a short-term follow-up and as a potential selection bias included patients and study partners with very low psychological burden. The included study partners were rather heterogeneous and future studies need to examine whether feasibility and acceptance varies among different caregiver constellations. Further, according to the study design using a waiting list control instead of a control group without intervention, there might have been an optimistic expectation in waiting list participants too. Another limitation is that we did not assess fidelity of the intervention systematically, for instance, by analyzing the audio-taped interviews or the transcribed generativity documents. However, all therapists were thoroughly trained and regularly supervised by the study coordinator and first author. Finally, the study coordinator who was responsible for the assessments was not blinded for the randomization. However, in this trial we used exclusively self-report instruments which reduces the probability of a potential detection bias (38).




CONCLUSIONS

Results of this randomized clinical trial demonstrated the feasibility, acceptability, and potential efficacy of Dignity Therapy among patients with early stage dementia. Dignity Therapy might be a promising intervention to enhance dignity among those patients and their family members or close friends. It, therefore, might have the potential to close an existing gap in the holistic treatment of dementia. Further studies are needed in larger and more distressed populations.
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