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Summary
	Study

	RCT of Meaning & Purpose Therapy in advanced cancer

	
	

	Objectives 
	Primary: To conduct a 2-arm, randomised controlled trial to examine the efficacy of Meaning and Purpose Therapy in promoting psychological wellbeing and alleviating psychological and existential distress in people living with advanced cancer. Primary outcome – posttraumatic growth; Secondary outcomes – Life Attitudes, Spiritual Wellbeing, Existential quality of life, demoralisation, depression, and death anxiety.

	Study design 
	RCT  psychotherapy research: MaP Intervention v Usual Care

	Planned sample size 
	300, 150 per arm; 150 from Cabrini Health, 150 from St Vincent’s

	Selection criteria 
	Advanced cancer

	Study procedures: 

	Recruitment and baseline questionnaires; Blinded randomisation to I/v v SC; Psychological intervention v Standard care; Weekly supervision and fidelity appraisal of 6x1-hour sessions; Follow-up questionnaires post i/v & 3month measures; Analysis and Write-up. 

	Statistical considerations
	Sample size calculation: Assuming 15% attrition, we will recruit 300 patients (150 in each arm) to achieve a final sample of 255, yielding 80% power to detect effect sizes of 0.5 at a significance level of 0.002 (using p = .05 with a Bonferroni adjustment for multiple outcomes and 2 arms).  
Analysis plan: Intention to treat analysis will be employed.  Outcome differences between the 2 trial arms at post-intervention and 3 months follow-up will be tested with analysis of covariance, controlling for baseline scores. To test for group differences over time from baseline to 3-month follow up, linear mixed effects modelling will be used.

	Study duration
	3 years
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1. 
BACKGROUND
1.1 Disease Background*
Our understanding of how people cope with the diagnosis of cancer matured with recognition of the importance of meaning-based coping, alongside problem-based and emotion-based approaches Folkman & Moskowitz, 2000()
. The meaning of life is established through the value and significance of each person’s roles, accomplishments, sources of fulfilment and connection to others 
 ADDIN EN.CITE 

(Lethborg, Aranda, Bloch, & Kissane, 2006; Lethborg, Aranda, Cox, & Kissane, 2007)
. Cancer, like other life-threatening illnesses, creates an existential crisis that can challenge the meaning and value of any time that remains.  Meaning and Purpose (MaP) therapy was theoretically designed to bring together concepts of meaning-based coping with the sense of coherence that a person can make of their life, so that they can be empowered to live fully with true value, purpose and determination 
 ADDIN EN.CITE 

(Lethborg, Schofield, & Kissane, 2012)
.

Early models of meaning-centred therapy (MCT) were grounded in existential psychotherapy, well exemplified by logotherapy Frankl, 1963()
 and supportive-expressive therapy (SET) Spiegel, 1993()
. Later, psycho-educational models of meaning-centered interventions showed the value of a more structured mode of delivery Breitbart & Poppito, 2014()
. Other researchers blended MCT with active symptom management, with the Managing Cancer and Living Meaningfully program becoming known as CALM therapy 
 ADDIN EN.CITE 

(Lo et al., 2015)
. Our group has worked steadily on the development of a brief, focused model of MCT, which began from a person-centred orientation, developed personalised goals and built a patient’s sense of their coherent story of strengths, accomplishments, purpose and meaning in life. In contrast with Breitbart et al.’s Meaning-Centered Group Psychotherapy (MCGP), which is more psycho-educational in style Breitbart, 2015()
, our focus on patient goals, strengths and appreciation of life was intended for a more emotionally and psychiatrically distressed population. We hoped that the person-centred approach would impact engagement, where 32% of MCGP enrolees did not attend any group and only 73.8% completed the intervention Breitbart, 2015()
. We initially piloted a 4-session intervention of MaP therapy, brief to respond to patients’ needs at the end-of-life, which was qualitatively appreciated by participants, but failed to generate significant effect sizes Lethborg, Schofield, & Kissane, 2018()
.  We therefore strengthened the dose of our MaP intervention to a 6-session model in our pilot work (Kissane, Lethborg, et al, 2018).  

We recently completed the pilot, wait-listed, randomised controlled trial of this 6-week session model in 59 participants.  This work established the feasibility and acceptability of the intervention, as evidenced through an 89% retention rate through to completion of the intervention.  In addition, outcome measures revealed clear benefits for the intervention group, including: 

· an improved perception of new possibilities for life, 

· a deeper appreciation of life, 

· a greater sense of personal strength, 

· an awareness of new choices being available,

· a stronger ability to set goals for the future, and

· protection against depressive symptoms and becoming demoralized. 

We now aim to conduct a formal RCT to examine the efficacy of MaP Therapy in alleviating psychological and existential distress in advanced cancer patients with elevated distress compared to patients receiving usual oncological care, who will be given a book, The Human Side of Cancer: Living with Hope and Coping with Uncertainty (Holland & Lewis, 2001).

1.2 Rationale for Performing the Study*
Broadly, we anticipate that the study will provide high quality evidence of the efficacy of Meaning and Purpose therapy in improving the psychological wellbeing of patients living with advanced cancer.  More specifically, we expect to observe significant improvements in posttraumatic growth, attitudes towards life, spiritual wellbeing and quality of life, and reductions in demoralization, depression, and anxiety about death and dying following participation in this brief, 6-sesssion, manualised psychotherapy.  In addition to improving the psychological wellbeing of the patients who participate in MaP Therapy, the project will build capacity among psychologists to deliver this therapy in the future through the training and supervision of psychologists in MaP Therapy.  

This study will be the first adequately powered trial of a meaning-based therapy in the Australian setting.  Moreover, given the infancy of meaning-based therapies in the global context, the proposed work holds significance in potentially providing evidence to promote translation of meaning-based therapies into palliative and oncology services.

Given that the proposed RCT demonstrates the efficacy of MaP Therapy, this intervention holds enormous potential for wide dissemination to advanced cancer patients.  The brevity of MaP Therapy, along with the availability of a detailed manual and therapist training resources positions this intervention as one that can be readily implemented across multiple cancer services.

2 STUDY OBJECTIVES*      
Aim

To conduct a 2-arm, randomised controlled trial to examine the efficacy of Meaning and Purpose (MaP) Therapy in promoting psychological wellbeing and alleviating psychological and existential distress in people living with advanced cancer.

Research Questions

2.1 For our primary outcome measure, the Post-traumatic Growth Inventory (PGTI) (subscales of appreciation of life and new possibilities), does participation in MaP Therapy plus Usual Oncological Care lead to higher levels of posttraumatic growth than Usual Oncological Care, immediately post-intervention and at 3-months post completion of the intervention?

2.2 For our secondary outcomes measures, Life Attitudes (LAP-R) (subscales of choice and goal seeking), FACIT-SP (spiritual wellbeing), McGill Existential QoL (existential wellbeing and quality of life), DS-II (demoralisation), PHQ-9 (depression), and DADDS (death and dying distress scale), does participation in MaP Therapy plus Usual Oncological Care lead to higher levels of these outcomes than Usual Oncological Care, immediately post-intervention and at 3-months post completion of the intervention? 

Hypotheses

At post-intervention and 3-month follow-up, compared to participants in the Usual Care group, participants in the MaP Therapy group will report:

1. Higher levels of post-traumatic growth, positive attitudes towards life, spiritual wellbeing, existential wellbeing, and quality of life.


2. Lower levels of demoralisation, depression, and death anxiety.

3  STUDY Design*
3.1 Design* 

A randomised-control trial with two arms:  MaP Therapy intervention, and Usual Care.  Outcomes will be measured at baseline, immediately post-intervention, and 3 months following completion of the intervention. The book The Human Side of Cancer: Living with Hope and Coping with Uncertainty (Holland & Lewis, 2001) will be given to Usual Care participants.

3.2 Study Groups

Patients diagnosed with any type of advanced cancer who have a prognosis of 2 years or less as assessed by their treating doctor.  Following screening of potential participants for distress, using the Distress Thermometer, a simple screening scale routinely used in supportive care screens and chemotherapy day centres across sites, those who report elevated distress will be eligible for the study.  
300 participants will be recruited across two sites; 150 from Cabrini Health in Melbourne and 150 from St Vincent’s Sydney.
3.3 Sample Size

Assuming 15% attrition, we will recruit 300 patients (150 in each arm) to achieve a final sample of 255, yielding 80% power to detect effect sizes of 0.5 at a significance level of 0.002 (using p = .05 with a Bonferroni adjustment for multiple outcomes and 2 arms).  Based on an anticipated refusal rate of 50% in approached patients and a 30% prevalence of symptoms of elevated distress in consenting patients, we will approach 1800 patients (900 at each site) to achieve our sample size.
3.4 number of participants*
300

 The sample will be stratified by each site to ensure balanced numbers between sites.
3.5 number of SITES 
Two sites:

Cabrini Health is located in Malvern, Victoria, and has a large oncology service and a comprehensive palliative care program in Prahran. For instance, it has for several years performed more bowel cancer surgeries than any other Victorian hospital. The investigators have a long-established track record of productive research there.

Expected participants: 150 per Cabrini site.

St Vincent’s Hospital, Sydney, has a large oncology and palliative care program, and an established relationship with The University of Notre Dame Australia, through which it has established a collaborative palliative care research program.

Expected participants: 150 per St Vincent’s site.

Therapy will be conducted at both sites by trained psychologists and social workers, with supervision occurring at each site.

3.6 duration 

Recruitment to start 1 November 2018 and conclude 1 November2021 

Study write-up and publication by 1 November 2022
4 Participant section
4.1 Inclusion Criteria*
Inclusion Criteria

· aged 18 years or older; No upper age limit
· advanced cancer with a prognosis of 2 years or less;

· Distress Thermometer score ≥ 4

· fluent in spoken and written English; and

· ability to give written informed consent
· willingness to participate in and comply with the study.  
4.2 Exclusion Criteria*
· known cognitive impairment that would interfere with participation;

· too unwell or frail (e.g., impairment associated with comorbid conditions) to participate as determined by treating clinicians.
5  STUDY Outline*
5.1 Study Flow Chart[image: image1]
5.2 Schematic study plan*
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5.3 Recruitment and Screening*
Eligible patients will be identified and invited to participate in the study through one of the following recruitment pathways:

1. Potentially eligible patients attending Day Oncology at Cabrini Health or St Vincent’s Oncology will be identified through searches of clinical databases (e.g., CHARM).  Distress Thermometer (DT) scores are measured through the supportive care tool as part of routine care in Day Oncology.  A research nurse will check the DT scores of potentially eligible patients along with Karnofsky Performance scale scores attending Day Oncology.  Patients who meet all eligibility criteria, including a DT score ≥ 4, will be approached by a research nurse during a Day Oncology visit and asked if they are interested in hearing about the study.  Patients who agree will be provided with a verbal explanation about the study and a Patient Information and Consent Form. 


2. Potentially eligible patients attending Cabrini Health or St Vincent’s Oncology will be identified by recruiting clinicians, their oncologist or palliative care physician.  Such patients will be approached by a research nurse with the permission of the oncologist/physician and asked to provide verbal consent to rate their current level of distress using the visual analogue scale on the DT.  Those who report a DT score ≥ 4 will be provided with an explanation about the study and provided with a Patient Information and Consent Form.

Consenting participants will be asked to complete the baseline questionnaire package.

5.4 Informed Consent Process*
The treating physician will confirm that the patient meets eligibility criteria and that he or she is willing for them to be informed of this study. A research oncology nurse will then approach the patient to inform them of the study.

The patient will be informed that consent is voluntary and that they will be able to withdraw from the study at any time without any impact on their continuing oncological care.
5.5 Enrolment Procedure*
The participant will be enrolled into the study after the informed consent process has been completed and the participant has met all inclusion criteria and none of the exclusion criteria.  The participant will receive a study enrolment number and this will be documented in the participant’s medical record and on all study documents. 

5.6 Randomisation Procedure
Following completion of baseline measures, eligible participants will be randomised on a 1:1 ratio to one of the two conditions, and stratified by level of distress between DT 4-6 and DT 7-10, and stratified by site.  In addition to this initial blinding of participants, staff involved in the recruitment process will also be blinded to group allocation until randomisation occurs. The randomisation will be independently managed by A/Prof Clare O’Callaghan (phone at Cabrini Research Institute), who is otherwise uninvolved in the study. A technique of concealed block allocations will be used, stratified by site to ensure equal distributions between Cabrini and St. Vincent’s.
6  STUDY CONDITIONS AND INTERVENTION

Conditions
· Control:  Usual Oncological Care, plus book Human Side of Cancer. 

· Intervention:  Meaning and Purpose Therapy plus Usual Oncological Care.

The MaP therapy is manualised and involves 6 x 1 hour sessions of face-to-face individual psychotherapy. Therapy sessions are audio-recorded for fidelity assessment, which aids supervision as described below. Homework is set to follow every session. The themes covered by MaP therapy are illustrated below:

Overview of MaP therapy themes and illustrative meaning-centered questions

	Session Number
	Overall Objective of the Session
	Illustrative meaning-centered questions from the repertory in the MaP Manual

	1
	Getting to know the person
	How has your illness impacted your life?

What specific memories stand out for you?

What have you accomplished, stood for, and meant to others?

What roles have you played in life?
Who among family and friends has become central to your life?

	2
	Defining personalized therapy goals
	What is meaningful in your life?
What gives you a sense of purpose?
Have you had a calling in life?

What ordinary moments do you treasure?
What goals can you create here to strengthen the meaning and purpose of the rest of your life?

	3
	Enhancing meaning & purpose
	What questions can you ask your doctors to better understand your illness?

What could you prioritize to enhance your physical wellbeing?

What creates a sense of awe and wonderment about the world you live in?

What attitudes toward coping help you the most?

	4
	Examining connection with others
	What loving relationships are you grateful for?

Whom do you feel closest to and why?

Do you have key roles as a partner, parent or grandparent?
How would you nurture key relationships in your future?

Any barriers to optimizing your connections?

Any unfinished business or tasks that would be practical?

	5
	Defining priorities consistent with your strengths and values
	What changes in your priorities are needed to be true to your values?

Are there interests or hobbies you want to prioritize more?

Are some activities more of a burden than a joy?
What activities would bring greatest meaning and value to your life?
How might you vary priorities if you had only one, two versus three years of remaining life?

	6
	Consolidating the direction for the totality of your life 
	What have you learnt from taking part in these sessions?
What important priorities deserve continued focus in your future?
Will you need to attend to particular barriers or challenges that you can anticipate?
Is there a meaningful legacy that you want to leave behind?

What value will lie in you talking to your family/friends about your work in these sessions?


Table extracted from: Kissane DW, Lethborg L, Brooker J et al. (2018) Meaning and Purpose (MaP) Therapy II: Feasibility and acceptability from a pilot study in advanced cancer. Palliative and Supportive Care in press.
Training, Supervision and Fidelity of Meaning and Purpose Therapy

Therapists are trained in a workshop as well as provided with the manual and an abbreviated session by session guide to optimise adherence to the model of therapy. In our pilot work for the six-session MaP therapy, five psychologists were trained in this half-day workshop to deliver the manualized model of therapy. Four key therapeutic strategies are illustrated and rehearsed: 1) the use of narrative; 2) personalised selection of meaning-centered questions from a repertoire of such questions to elicit meaning; 3) after due empathic acknowledgment, de-reflection from issues of grief and suffering back to sources of hope and meaning; and 4) a social focus on relational strengths.

Each therapy session is audio-recorded for fidelity and supervision purposes. Fidelity coding sheets were developed during the pilot study and inter-rater reliability was established between two coders. The fidelity coding forms are attached as Appendix 1. They enable a research assistant to record the therapist’s adherence to the sequential components of the manualized model of therapy, and provide helpful information that is used in supervision sessions. 

Weekly peer-group supervision sessions are conducted by Professor Kissane to review fidelity and application of the model, helping therapists to identify what worked well, and what proved challenging about any session. Such use of weekly peer-group supervision allows therapists to learn from and mutually support one another, to optimize strategies to engage patients with homework, and to respond to the inventory of meaning-centered and purpose-seeking questions. Thus training, fidelity appraisal and supervision are used as quality control methods to ensure that the MaP intervention is delivered faithfully, competently and uniformly across the sites and length of the study.

Participants in the Usual Care arm are invited at the 3-month follow-up to describe whether they read the book Human Side of Cancer, alongside data described below that monitors other sources of psychological care and provision of psychotropic medication. 

7 Outcomes and Measures

Outcomes will be measured with the following set of questionnaires at baseline, immediately post-intervention, and 3 months following intervention. Questionnaires are attached at the end of the protocol.
7.4 Primary outcome

The primary outcome of post-traumatic growth will be measured using the Posttraumatic Growth Inventory (PTGI) Tedeschi & Calhoun, 1996()
.  The PTGI is a 21- item instrument designed to assess positive outcomes reported by persons who have experienced traumatic events. The PTGI is comprised of 5 scales: New Possibilities (5 items), Relating to Others (7 items), Personal Strength (4 items), Spiritual Change (2 items) and Appreciation of Life (3 items). Items are rated on a 6-point Likert scale, ranging from 0- “I did not experience this change as a result of my cancer diagnosis and/or treatment” to 5 – “I experienced this change to a very great degree as a result of my cancer diagnosis and/or treatment“.  Higher scores reflect greater positive change.  Internal consistency for the total PTGI score is high (Cronbach’s alpha = 0.90) with adequate alphas for subscales ranging from 0.67-0.85.  Test-retest reliability ranged from r = 0.37 to r = 0.74 for the 5 subscales.
7.5 Secondary outcomes

Attitudes to life. The Life Attitude Profile–Revised; Reker, 2001()
.  The original Life Attitude Profile was developed by Reker and Peacock (1981) and consisted of 56 items. The goal of this scale was to measure personal meaning or, “the existential belief that life has purpose and coherence” Reker, 2001()
. Later a refined version of this measure, the Life Attitude Profile – Revised (LAP-R) was developed, consisting of 48 items measuring six dimensions:  purpose, coherence, choice/responsibleness, death acceptance, existential vacuum and goal seeking Reker, 2001()
.  It has adequate internal consistency (alpha range: 0.77 to 0.91) Reker, 2001()
 and adequate test-retest reliability figures over a 4–6 week interval Reker, 2001()
. This scale demonstrates acceptable concurrent validity with significant correlations with other measures of global meaning such as the Sense of Coherence Scale (r=0.50) and the Purpose in Life Test (r=0.82). 

Existential meaning. McGill Quality of Life Scale Revised - Existential Meaning subscale; Cohen et al., 2017()
.  The MQOL is a valid measure that is acceptable to patients, even those in the final few weeks of life (Tierney RM, Horton SM, Hannan TJ, et al. 1998).  In a recent review (Albers et al, 2010), the MQOL received the best ratings for measurement properties in the palliative care setting.  The Existential Meaning subscale is comprised of 6 items.

Spiritual Well-being. (Functional Assessment of Chronic Illness Therapy – Spiritual Well-Being Scale; Brady, Peterman, Fitchett, & Cella, 1999()
.  The FACIT-Sp is part of the larger FACIT measurement system of which the Functional Assessment of Cancer Therapy- General (FACT- G) is the core instrument and is accompanied by a range of other cancer specific quality of life measures 
 ADDIN EN.CITE 

(Cella et al., 1993)
.  The FACIT-SP is a 12- item measure of spiritual well-being comprised of two sub-scales, the “meaning/peace” sub-scale (e.g. “I have a reason for living”) and the “faith” sub-scale (e.g. “I find comfort in my faith or spiritual beliefs”). In addition to the two sub-scales, the FACIT-SP can be scored to generate an overall score for spirituality. Participants are asked to rate each item on a 5-point Likert scale that reflects experiences in the 7 days prior to interview, ranging from 0 – “not at all” to 4 - ”very much”. A high score for each sub-scale indicates greater spiritual well-being.  The FACIT-Sp has been shown to have good internal consistency and reliability. Alpha coefficients for the overall spirituality, meaning / peace subscale and faith subscale have been reported to vary between 0.81 and 0.88. The FACIT-SP was included in the current study for its broad conception of spirituality over and above a more narrow focus on religion. It is used here to measure spiritual meaning (meaning/peace sub-scale) and strength from religious faith (faith sub-scale).
Depression. 
 ADDIN EN.CITE 

(Patient Health Questionnaire-9; Kroenke, Spitzer, & Williams, 2001)

This is a reliable and valid measure comprised of nine items that form criteria for clinical depression from the Diagnostic and Statistical Manual of Mental disorders, Fourth Edition (DSM-IV). It has been widely used in patients with advanced cancer (e.g. Ell et al, 2008). While the minimal clinically important difference (MCID) of 5 points is the clinical target in treating patients with depression (Lowe et al., 2004), a threshold severity of ≥8 has been identified as also clinically important in screening studies seeking to impact on depression (Thekkumpurath et al., 2011).

Demoralization. 
 ADDIN EN.CITE 

(Demoralization Scale-II; Robinson, Kissane, Brooker, Hempton, et al., 2016; Robinson, Kissane, Brooker, Michael, et al., 2016)
.  The 16-item Demoralization Scale-II (DS-II) includes two 8-item sub-scales:  Meaning and Purpose; and Distress and Coping Ability.  The DS-II has demonstrated internal consistency, retest reliability and validity, and has been found to be well-accepted by patients with advanced cancer 
 ADDIN EN.CITE 

(Robinson, Kissane, Brooker, Hempton, et al., 2016; Robinson, Kissane, Brooker, Michael, et al., 2016)
.
Death Anxiety. 
 ADDIN EN.CITE 

(Death and Dying Distress Scale; Lo et al., 2011)
.  The 15-item DADDS measures distress about the loss of time and opportunity, the processes of dying and death, and how these affect the respondent’s loved ones.  The DADDS has demonstrated sound psychometric properties in patients with advanced cancer 
 ADDIN EN.CITE 

(Krause, Rydall, Hales, Rodin, & Lo, 2015)
. Studies have used DADDS scores to locate patients in groups for low, moderate or high levels of death anxiety at baseline, using DADDS <25 for low levels and ≥47 points for high death anxiety, where these groups have shown differences in the processing of death-related distress (Tong et al., 2016).
7.6 Other Measures

7.6.1 Screening:  Distress Thermometer

This tool is widely used in oncology services, internationally National Comprehensive Cancer Network, n.d.()
.  It consists of a visual analogue scale (VAS) ranging from 0 (no distress) to 10 (extreme) for respondents to rate their current level of distress.  The measure also includes a checklist regarding specific factors that are causing distress.  To reduce participant burden, however, only the VAS will be used to screen for study eligibility.

7.6.2 Other Trial Data

Medico-demographic data

· Items about medico-demographics (e.g., age, sex, residential postcode, level of education, employment status, country of birth, religion) will be included on the baseline questionnaire completed by participants.

· For the purposes of describing the study sample in a publication, the research team will obtain data at baseline about each participant’s cancer (e.g., time elapsed since diagnosis; cancer type; associated treatments) from medical records.

· For the purposes of understanding the Usual Oncology Care experienced by all participants (both arms), at the 3-month follow-up, participants will complete a data sheet recording their use of psychological therapies, psychotropic medications (antidepressants, anti-anxiety and hypnotic), other allied health and complementary therapy usage, and primary care visits.  

8 Fidelity Coding of interventions

This will be assessed against fidelity coding lists, as described.

9 TISSUE CoLLECTION/BIOBANKING
Not applicable to this study
10 Data Storage

Questionnaire data will be stored in the original paper format and also loaded into electronic files for data analysis.  Data extracted from medical records will be stored in electronic files.  Electronic data will be stored on the secure Cabrini server drive assigned to the Szalmuk Family Psycho-oncology Unit.  Data collected in paper format will be stored in locked filing cabinets at the Cabrini Institute, and only accessed by research team members.  All data will be stored in de-identified form.  An Excel file mapping the study ID to patient contact details for follow up-questionnaires will be password-protected.  Data will be retained for 5 years following completion of the study, after which time it will be securely destroyed.

11 Data Analysis

Intention to treat analysis will be employed.  Outcome differences between the 2 trial arms at post-intervention and 3 months follow-up will be tested with analysis of covariance, controlling for baseline scores.  Impact of missing data will be assessed through complete case analysis and multiple imputations.  Per protocol analysis will also be conducted.  To test for group differences over time from baseline to 3-month follow up, linear mixed effects modelling will be used. 

12 Timeline

The project has a 3-year (36 month) timeline:

· Gain ethics approval from Cabrini HREC:  Months 1 to 2

· Recruit and train therapists:  Months 1 to 2

· Recruitment of Cabrini & St Vincent’s patients:  Months 3 to 30

· Ongoing supervision of therapists & monitoring of treatment integrity:  Months 3 to 32

· Delivery MaP Therapy:  Months 3 to 32

· Ongoing data collection and data entry:  Months 3 to 35

· Write up protocol for publication:  Months 6 to 8

· Data analysis:  Months 30 to 35

· Write-up findings and submit to journal:  Months 33 to 36

· Submit conference abstract:  Month 36

13 SAFETY*
13.4 Informed and Freely-Given Consent

Regardless of the recruitment pathway through which patients receive the study pack, the PICF provides details of what participation in the study involves and encourages patients to contact the research team with any questions they may have about the study.  

The PICF emphasises that all research is voluntary and that a patient’s decision as to whether or not to participate will not affect their relationship with Cabrini or St Vincent’s, or the quality of care they receive.  All clinicians/researchers approaching patients regarding participation in the study will emphasise the voluntary nature of taking part in research, and that the patient’s decision will have no bearing on their relationship with their care providers or the quality of care received.
13.5 Duty of Care  (Safety)
Questionnaires will be checked for evidence of suicidality on the PHQ-9 or DS-II. Professor Kissane as Principal Investigator will telephone these participants to assess risk and to arrange appropriate help as needed. Details of such intervention will be recorded and later controlled for in analyses.   

If participants become distressed as a result of participating in the research, they will be offered counselling and support through the standard services available to all patients which include referrals to Social Work as approved by Victoria Whitman at Cabrini and Margaret Bramwell at St Vincent’s.

13.6 Non-maleficence

The Meaning and Purpose Therapy intervention will be delivered by registered mental health clinicians.  These clinicians will receive supervision from Professor David Kissane who has vast experience in psycho-oncology therapies and clinical supervision of mental health clinicians. Our pilot work has confirmed that participants appreciate this clinical work and there has been no evidence of harm being caused.

13.7 Adverse Event Reporting* 
This is a low risk study, but episodes of suicidal thinking and the resultant management plan will be reported to each ethics’ committee as part of its annual reporting process.

14 BLINDING AND UNBLINDING
Following completion of baseline measures, eligible participants will be randomised on a 1:1 ratio to one of the two conditions, and stratified by level of distress between DT 4-6 and DT 7-10 and by sites.  In addition to this initial blinding of participants, staff involved in the recruitment process will also be blinded to group allocation until randomisation occurs. The randomisation will be independently managed by A/Prof Clare O’Callaghan, who is otherwise uninvolved in the study. A technique of concealed block allocations will be used, stratified by site to ensure equal distributions between Cabrini and St. Vincent’s. 

15 OUTCOMES AND FUTURE PLANS
A manuscript describing the study findings will be prepared for submission to an international peer-reviewed journal.  Abstracts will be submitted to Cabrini and St Vicnet’s Research Weeks and international conference(s).  A lay summary will be distributed to participants who request this, and also made available on the Cabrini, St Vicnet’s and Notre Dame website.  In addition to a findings paper, we will also publish the study protocol and examine baseline findings.

16 STATISTICAL CONSIDERATIONS*
16.4 Sample Size

Assuming 15% attrition, we will recruit 300 patients (150 in each arm) to achieve a final sample of 255, yielding 80% power to detect effect sizes of 0.5 at a significance level of 0.002 (using p = .05 with a Bonferroni adjustment for multiple outcomes and 2 arms).  Based on an anticipated refusal rate of 50% in approached patients and a 30% prevalence of symptoms of elevated distress in consenting patients, we will approach 1460 patients (730 at each site) to achieve our sample size.




16.2
Data Analysis

Intention to treat analysis will be employed.  Outcome differences between the 2 trial arms at post-intervention and 3 months follow-up will be tested with analysis of covariance, controlling for baseline scores.  Impact of missing data will be assessed through complete case analysis and multiple imputations.  Per protocol analysis will also be conducted.  To test for group differences over time from baseline to 3-month follow up, linear mixed effects modelling will be used. 

17 CONFIDENTIALITY AND STORAGE AND ARCHIVING OF STUDY DOCUMENTS* 
Questionnaire data will be stored in the original paper format (Identifiable) and also loaded into electronic files (Coded) for data analysis. Participant identifiying information (including MRN, patient names) will not leave each participating site. Data extracted from medical records will be coded as stored in electronic files.  Electronic data will be stored on the secure Cabrini server drive assigned to the Szalmuk Family Psycho-oncology Unit and similarly on a secure server in the Cunningham Centre for Palliative Care Research at St Vincent’s.  Data collected in paper format will be stored in locked filing cabinets at each site, and only accessed by research team members.  All electronic data will be stored in coded form.  An Excel file mapping the study ID to patient contact details for follow up-questionnaires will be password-protected and remain at each site.  Data will be retained for 5 years following completion of the study, after which time it will be securely destroyed. Fidelity records of patients’ audiorecorded sessions will be digitally stored at each site on the same secure server and destroyed with IT supervision of its erasure from the hard drive at the conclusion of five years. 
18 Other study documents

Fidelity Measure
MaP (6-session) Fidelity Measure 


Name of therapist:

Name of coder:  




Code number of patient:

In reviewing each audiotaped session, place a mark in each check box to show completion of the relevant task. Tally a score for each session by summing the number of these marked boxes.
Session 1: Getting to know the person
1. Was an introduction to the goals of MaP therapy given?









2. Was some basic material obtained about who this person is? 

[Definition: Key goal of this task is to learn initial socio-demographic facts about this person. Allow variability in detail to be person-centred.]


3. Was the person invited to tell the story of their cancer?

[Definition: Key goal of this task is hearing the name of cancer and emotional impact of cancer. Code positive if story of cancer told.]




4. Was the seriousness of the cancer checked for?






[Definition: Goal is to understand what the patient thinks their prognosis is, but the word “prognosis” does not have to be used.]


5. Was an early story of the person’s family obtained? 
[Definition: Goal is to gain some sense of the family-of-origin, parents, family atmosphere, schooling/education and adolescence – a developmental overview]


6. Was a relational history obtained? 




[Definition: Goal is to review partnerships, children and relational emotional life. Can be obtained anywhere throughout the session.]


7. Was a career path reviewed?



[Definition: Goal is to understand an initial sense of accomplishment from this career? Can be obtained anywhere throughout the session.]


8. Was sufficient sense achieved of the person?



[Definition: Coder is asked to make a judgement that the patient felt heard and understood as a person.]





9. Was a summary of the session provided to the patient near the session’s end?


[Definition: Code positive if any summary comment is made.]

10. Was homework introduced?



[Definition: Goal is to talk about the exercise and introduce the content of the homework, its purpose, as well as give out the homework sheet.]


TOTAL FIDELITY COUNT for Session 1:  


[Add up score out of 10 items]

MaP (6-session) Fidelity Measure 


Name of therapist:

Name of coder:  




Code number of patient:

Session 2: Defining goals of MaP for the Person

1. Welcome and review of patient’s experience of first session. 



[Definition: Key is hearing some reaction to the experience of session 1]


2. Was the homework content discussed? 
[Definition: some aspect of patient’s life review and key concerns about their cancer] 

3. Was a comparison between homework and what the therapist learnt from session 1 made? 

[Definition: Linkage comment between session 1 material and homework]

4. Was an agenda or list of concerns developed with the patient? [Definition: Key goal here is to name topics that will need to be focused on across later sessions]

5. Were questions asked about meaning in life?  [Definition: Therapist has 10 questions available to help reach consensus about some sources of meaning and purpose for this person….half are about meaning. Endorse if any focus on meaning.]

6. Were questions asked about purpose in life? [Definition: Therapist has 10 questions available to help reach consensus about some sources of meaning and purpose for this person….half are about purpose. Has there been differentiation between meaning and purpose? Endorse if any focus on purpose.] 

7. Was a summary of the discussion provided to the patient?



[Definition: Goal is for the therapist to summarise both key areas of concerns and key sources of meaning and purpose.]


8. Was homework introduced?
[Definition: Goal is to talk about the exercise and introduce the content of the homework, its purpose, as well as give out the homework sheet.] 
TOTAL FIDELITY COUNT for Session 2:  


[Add up score out of 8 items]

MaP (6-session) Fidelity Measure 


Name of therapist:

Name of coder:  




Code number of patient:

Session 3: Enhancing meaning and purpose


1. Welcome and review of patient’s experience of prior session. 



[Definition: Code if you hear some reaction to the experience of session 2]


2. Was the homework content discussed? 
[Definition: some aspect of direction and purpose in the future. Options included an “I am..” list; roles; priorities; accomplishments; unique contribution; do for others] 


3. Was an ‘attitude’ towards the cancer or a discussion of ‘will-to-meaning’ considered? [Definition: Key goal here is discussion of the drive to meaning, the life force, what Frankl referred to as each person’s ‘will-to-meaning’.] 
4. Was the patient asked to explicitly define their priorities? [Definition: Key to this is the therapist’s recognition that priorities change, and given the homework and reflection thus far in the session, is the patient reaching greater overt clarity about what constitutes their key priorities in life?] 
5. Does a further search for additional priorities then occur across the domain of the medical care of the body? [Definition: Code positive if there is some health promotion goal, good symptom management, coping better with the illness or its treatment.]  

6. Does a further search for other aspects of spiritual / existential / psychological / emotional care of the self occur? [Definition: Because this exercise is person-centred, one domain is sufficient to code positive for fidelity.] 
7. Was a summary of the discussion provided to the patient near the session’s end?


[Definition: Code positive if any summary is given.  Goal is for the therapist to both summarise and ensure the patient agrees with the identified sources of meaning and purpose thus far.] 

8. Was homework introduced?
[Definition: Goal is to talk about the exercise and introduce the content of the homework, its purpose, as well as give out the homework sheet.] 
TOTAL FIDELITY COUNT for Session 3:  


[Add up score out of 8 items]

MaP (6-session) Fidelity Measure 


Name of therapist:

Name of coder:  




Code number of patient:
Session 4: Examining connection with others

1. Welcome and review of patient’s experience of prior session. 



[Definition: Coe if you hear some reaction to the experience of session 3]


2. Was the homework content discussed? 
 [Definition: some aspect of meaning in relation to others. Options included closeness to key people; key roles; nurturing future relationships; recognised/respected by others; gratitude for loving relationships; people been mentored/brought up/educated]

3. Was a key person/role overlooked or taken for granted? [Definition: therapist takes stock to ensure that no key relationship has been missed….spouse, parent, grandparent, sibling, teacher, key provider, etc.] 
4. Was a life cycle approach evident in checking for other key relationships? [Definition: Was there some review of childhood versus adolescent versus adulthood versus senior years?] 
5. Was a broader social exploration also evident in exploring relationships? [Definition: work colleagues, neighbours, religious community, organisations, societies, unions, special interest groups?] 
6. Was the question asked about new priorities in relationships going forward to the future? [Definition: The range of choices here is broad, and can relate to the most valued connections, unfinished business, key tasks that should be done, spiritual relationships, rituals (parties, celebrations), practical and concrete efforts to enhance relationships because they matter. Code positive if therapist motivates and strives to inspire the patient about this new priority/priorities]

7. Was a summary of the discussion provided to the patient near the session’s end?


[Definition: Goal is for the therapist to summarise and ensure the patient agrees with any new priorities focused on relationships. Code if any summary given.]

8. Was homework introduced?
[Definition: Goal is to talk about the exercise and introduce the content of the homework, its purpose, as well as give out the homework sheet.] 
TOTAL FIDELITY COUNT for Session 4:  


[Add up score out of 8 items]

MaP (6-session) Fidelity Measure 


Name of therapist:

Name of coder:  




Code number of patient:

Session 5: Optimising strengths, coping and living well – consensus about what is most coherent in this person’s life and consistent with their values

1. Welcome and review of patient’s experience of prior session and prior week. 



[Definition: Code if you hear some reaction to the experience of session 4]

2. Was the homework content discussed?  [Definition: key goal is to see if any new priorities are emerging for this person? Use of list? Activities? Hobbies? Creative pursuits? Arts? Theatre? Music? Literature? What is most meaningful?] 
3. Did the therapist take stock of progress in identifying meaning and purpose? [Definition: Key goal is to use a summary that links the values and strengths of the person with the goals they have developed for the meaning and purpose going forward. Is there a coherent direction? Are there strategies to sustain focus?] 
4. Was a review of the agreed concerns from session 2 undertaken? Any unaddressed issues? [Definition: Therapist can draw from a list of 7 questions that range from letting go of the unimportant, recognising barriers to engaging with what matters, focusing on meaningful activities, being true to self and one’s values.] 
5. Was a hypothetical time-line exercise attempted? Do plans fit in realistically with the illness and its treatment? [Definition: Key goal is ensure goals for meaningful activities fit into the illness and prognosis framework to ensure they are practical and achievable.] 
6. Was a reminder offered that the next session is the last? [Definition: Key goal is to name and acknowledge that the therapy will end with the next session. This has the potential to raise unfinished business, incomplete agendas on the list of concerns, bring a focus to what is worthwhile and meaningful.] 
7. Was a summary of the discussion provided to the patient near the session’s end?


[Definition: Goal is for the therapist to summarise and ensure the patient agrees with the focus on what is meaningful and purposeful in this patient’s life. Code if any summary is given.]

8. Was homework introduced?
[Definition: Goal is to talk about the exercise and introduce the content of the homework, its purpose, as well as give out the homework sheet.] 
TOTAL FIDELITY COUNT for Session 5:  


[Add up score out of 8 items]

MaP (6-session) Fidelity Measure 


Name of therapist:

Name of coder:  




Code number of patient:

Session 6: Consolidation and making sense of the totality of life 


1. Welcome and review of patient’s experience of prior session and recent week. 



[Definition: Code if you hear some reaction to the experience of session 5 or progress with priorities]

2. Was the homework content discussed?  [Definition: key goal is to have the patient reflect on lessons from MaP therapy and what their choice of key priorities are going forward.]

3. Was there discussion of any barriers or challenges? [Definition: Key goal is for consideration of problems like disease progression getting in the way of sustaining meaning. How to keep determination and drive on focus?] 

4. Was a response prevention exercise discussed? [Definition: Key goal is consider threats and challenges that could derail the patient from their chosen path and name strategies to refocus on what is meaningful, thus sustaining the work of the therapy in the future.] 
5. Did the therapist affirm a sense of progress through the therapy? [Definition: Key goal is to hear some authentic enthusiasm and praise for the direction that the patient has chosen for their meaningful set of future priorities.] 
6. Did the therapist share a personal view about the patient? [Definition: Key goal is an expression of appreciation, something they might have learnt from the patient, a sense of how the patient will be remembered.] 
7. Was the patient asked to describe what they will tell family and friends about their therapy experience? [Definition: Key goal in rehearsing what the patient might tell others is that it represents their own summary of the experience.] 
8. Were thanks offered for taking part in the MaP study? Importance of questionnaire responses.
TOTAL FIDELITY COUNT for Session 6:  


[Add up score out of 8 items]


OVERALL FIDELITY COUNT for all 6 sessions:  


[Add up score out of 50 items]

	Date of birth
	
	

	Age
	

	Sex
	Female
	Male

	Postcode
	

	Aboriginal or Torres Strait Islander
	No
	Yes

	Country of birth
	

	Languages spoken
	

	Religion
	Buddhism
	Christianity
	Hinduism
	Islam
	Judaism
	Other
	None

	Marital status
	Single
	Married
	De facto / Partnered
	Divorced / Separated
	Widow / Widower

	Who do you live with at home?
	Alone
	With partner
	With children
	With partner and children
	With friends
	With others

	Employment status
	Full or Part-time
	Retired
	Disability pension
	Unemployed
	Other

student

	Highest educational achievement
	Did not complete high school
	Completed high school
	Completed trade or college training
	University degree


	Cancer type

	Bladder
	Cervical
	Melanoma
	Uterine

	
	Bone
	Colorectal
	Ovarian
	Unknown primary

	
	Bowel
	Endocrine
	Prostate
	Other (please specify)


	
	Brain
	Head and neck
	Sarcoma
	

	
	Breast
	Lung
	Upper gastrointestinal
	

	Date of initial diagnosis
	Month:
	Year:

	Relapse (if applicable)
	Month:
	Year:

	Treatments
	Surgery
	Yes/No 

	
	Chemotherapy
	Yes/No

	
	Radiation therapy
	Yes/No

	
	Immune therapy
	Yes/No

	
	Hormone therapy
	Yes/No

	
	Palliative Care Treatments
	Yes/No


VALIDATED MEASURES USED IN STUDY
POSTRAUMATIC GROWTH INVENTORY (PTGI)

Indicate for each of the statements below the degree to which this change occurred in your life as a result of your experience with cancer; using the following scale. Please circle your response.

0 = I did not experience this change as a result of my cancer

1 = I experienced this change to a very small degree as the result of my cancer

2 = I experienced this change to a small degree as the result of my cancer

3 = I experienced this change to a moderate degree as the result of my cancer

4 = I experienced this change to a great degree as the result of my cancer

5 = I experienced this change to a very great degree as the result of my cancer

	1. I changed my priorities about what is important in life.
	0
	1
	2
	3
	4
	5

	2. I have a greater appreciation for the value of my own life
	0
	1
	2
	3
	4
	5

	3. I am able to do better things with my life.
	0
	1
	2
	3
	4
	5

	4. I have a better understanding of spiritual matters.
	0
	1
	2
	3
	4
	5

	5. I have a greater sense of closeness with others.
	0
	1
	2
	3
	4
	5

	6. I established a new path for my life.
	0
	1
	2
	3
	4
	5

	7. I know better that I can handle difficulties.
	0
	1
	2
	3
	4
	5

	8. I have a stronger religious faith.
	0
	1
	2
	3
	4
	5

	9. I discovered that I’m stronger than I thought I was.
	0
	1
	2
	3
	4
	5

	10. I learned a great deal about how wonderful people are.
	0
	1
	2
	3
	4
	5


About your life attitudes  (LAP-R)
This questionnaire contains a number of general statements related to opinions and feelings about you and life in general. Read each statement carefully, then indicate the extent to which you agree or disagree by circling one of the alternative categories provided. For example, if you STRONGLY AGREE, circle SA following the statement. If you MODERATELY DISAGREE, circle MD. If you are undecided, circle U. Try to use the undecided category sparingly.

	SA
	A
	MA
	U
	MD
	D
	SD

	STRONGLY AGREE


	AGREE
	MODERATELY AGREE


	UNDECIDED
	MODERATELY DISAGREE


	DISAGREE
	STRONGLY DISAGREE




	1. My past achievements have given my life meaning and purpose.
	SA
	A
	MA
	U
	MD
	D
	SD

	2. In my life I have very clear goals and aims.
	SA
	A
	MA
	U
	MD
	D
	SD

	3. I regard the opportunity to direct my life as very important.
	SA
	A
	MA
	U
	MD
	D
	SD

	4. I seem to change my main objectives in life.
	SA
	A
	MA
	U
	MD
	D
	SD

	5. I have discovered a satisfying life purpose.
	SA
	A
	MA
	U
	MD
	D
	SD

	6. I feel that some element, which, I can’t quite define, is missing from my life.
	SA
	A
	MA
	U
	MD
	D
	SD

	7. The meaning of life is evident in the world around us.
	SA
	A
	MA
	U
	MD
	D
	SD

	8. I think I am generally much less concerned about death than those around me.
	SA
	A
	MA
	U
	MD
	D
	SD

	9. I feel the lack of and need to find a real meaning and purpose in my life.
	SA
	A
	MA
	U
	MD
	D
	SD

	10. New and different things appeal to me.
	SA
	A
	MA
	U
	MD
	D
	SD

	11. My accomplishments in life are largely determined by my own efforts.
	SA
	A
	MA
	U
	MD
	D
	SD

	12. I have been aware of an all powerful and consuming purpose towards which my life has been directed.
	SA
	A
	MA
	U
	MD
	D
	SD

	13. I try new activities or areas of interest and then these soon lose their attractiveness.
	SA
	A
	MA
	U
	MD
	D
	SD

	14. I would enjoy breaking loose from the routine of life.
	SA
	A
	MA
	U
	MD
	D
	SD

	15. Death makes little difference to me one way or another.
	SA
	A
	MA
	U
	MD
	D
	SD


	SA
	A
	MA
	U
	MD
	D
	SD

	STRONGLY AGREE


	AGREE
	MODERATELY AGREE


	UNDECIDED
	MODERATELY DISAGREE


	DISAGREE
	STRONGLY DISAGREE




	16. I have a philosophy of life that gives my existence significance.
	SA
	A
	MA
	U
	MD
	D
	SD

	17. I determine what happens in my life.
	SA
	A
	MA
	U
	MD
	D
	SD

	18. Basically, I am living the kind of life I want to live.
	SA
	A
	MA
	U
	MD
	D
	SD

	19. Concerning my freedom to make my choice, I believe I am absolutely free to make all life choices.
	SA
	A
	MA
	U
	MD
	D
	SD

	20. I have experienced the feeling that while I am destined to accomplish something important, I cannot put my finger on just what it is.
	SA
	A
	MA
	U
	MD
	D
	SD

	21. I am restless.
	SA
	A
	MA
	U
	MD
	D
	SD

	22. Even though death awaits me, I am not concerned about it.
	SA
	A
	MA
	U
	MD
	D
	SD

	23. It is possible for me to live my life in terms of what I want to do. 
	SA
	A
	MA
	U
	MD
	D
	SD

	24. I feel the need for adventure and “new worlds to conquer”.
	SA
	A
	MA
	U
	MD
	D
	SD

	25. I would neither fear death nor welcome it.
	SA
	A
	MA
	U
	MD
	D
	SD

	26. I know where my life is going in the future.
	SA
	A
	MA
	U
	MD
	D
	SD

	27. In thinking of my life, I see a reason for my being here.
	SA
	A
	MA
	U
	MD
	D
	SD

	28. Since death is a natural aspect of life, there is no sense worrying about it.
	SA
	A
	MA
	U
	MD
	D
	SD

	29. I have a framework that allows me to understand of make sense of my life.
	SA
	A
	MA
	U
	MD
	D
	SD

	30. My life is in my hands and I am in control of it.
	SA
	A
	MA
	U
	MD
	D
	SD

	31. I achieving life’s goals, I have felt completely fulfilled.
	SA
	A
	MA
	U
	MD
	D
	SD

	32. Some people are very frightened of death, but I am not.
	SA
	A
	MA
	U
	MD
	D
	SD

	33. I daydream of finding a new place for my life and a new identity.
	SA
	A
	MA
	U
	MD
	D
	SD


	A
	A
	MA
	U
	MD
	D
	SD

	STRONGLY AGREE


	AGREE
	MODERATELY AGREE


	UNDECIDED
	MODERATELY DISAGREE


	DISAGREE
	STRONGLY DISAGREE




	34. A new challenge in my life would appeal to me now.
	SA
	A
	MA
	U
	MD
	D
	SD

	35. I have the sense that parts of my life fit together into a unified pattern.
	SA
	A
	MA
	U
	MD
	D
	SD

	36. I hope for something exciting in the future.
	SA
	A
	MA
	U
	MD
	D
	SD

	37. I have a mission in life that gives me a sense of direction.
	SA
	A
	MA
	U
	MD
	D
	SD

	38. I have a clear understanding of the ultimate meaning of life/
	SA
	A
	MA
	U
	MD
	D
	SD

	39. When it comes to important life matters, I make my own decisions.
	SA
	A
	MA
	U
	MD
	D
	SD

	40. I find myself withdrawing from life with an “I don’t care” attitude. 
	SA
	A
	MA
	U
	MD
	D
	SD

	41. I am eager to get more or of life than I have so far.
	SA
	A
	MA
	U
	MD
	D
	SD

	42. Life to me seems boring and uneventful.
	SA
	A
	MA
	U
	MD
	D
	SD

	43. I am determined to achieve new goals in the future.
	SA
	A
	MA
	U
	MD
	D
	SD

	44. The thought of death seldom enters my mind.
	SA
	A
	MA
	U
	MD
	D
	SD

	45. I accept personal responsibility for the choices I have made in my life.
	SA
	A
	MA
	U
	MD
	D
	SD

	46. My personal existence is orderly and coherent.
	SA
	A
	MA
	U
	MD
	D
	SD

	47. I accept death as another life experience.
	SA
	A
	MA
	U
	MD
	D
	SD

	48. My life is running over with exciting good things.
	SA
	A
	MA
	U
	MD
	D
	SD


About your Quality of Life (McGill questionnaire)
Instructions

The questions in this questionnaire begin with a statement followed by two opposite answers. Number extend from extreme answer to its opposite.

Please circle the number between 0 and 10 which is most true for you.

There are no right or wrong answers.

Completely honest answers will be most helpful.

BEGIN HERE:

IT IS VERY IMPORTANT THAT YOU ANSWER ALL QUESTIONS FOR HOW YOU HAVE BEEN FEELING JUST IN THE PAST TWO (2) DAYS.

	Part A

Considering all parts of my life – physical, emotional, social, spiritual and financial – over the past two (2) days the quality of my life has been:

Very bad   0
1
2
3
4
5
6
7
8
9
10      Excellent




	Part B


(1) For the questions in Part ‘B’, please list the PHYSICAL SYMPTOMS OR PROBLEMS which have been the biggest problem for you over the past two (2) days. (Some examples are: Pain, tiredness, weakness, nausea, vomiting, constipation, diarrhea, trouble sleeping, shortness of breath, lack of appetite, sweating, immobility. Feel free to refer to others if necessary).

(2) Circle the number which best shows how big a problem each one has been for you OVER THE PAST TWO (2) DAYS.

(3) If, over the past two (2) days, you had NO physical symptoms or problems, or only one or two, answer for each of the ones you have had and write “none” for the extra questions in Part B, then continue with Part C.

1. Over the past two (2) days, one troublesome symptom has been:

                                                                                                                                            (write symptom)

No problem     0     1     2     3     4     5     6     7     8     9     10     Tremendous Problem
2. Over the past two (2) days, one troublesome symptom has been:

                                                                                                                                            (write symptom)
No problem     0     1     2     3     4     5     6     7     8     9     10     Tremendous Problem
3. Over the past two (2) days, one troublesome symptom has been:

                                                                                                                                            (write symptom)
No problem     0     1     2     3     4     5     6     7     8     9     10     Tremendous Problem




	4. Over the past two (2) days I have felt:

Physically terrible     0     1     2     3     4     5     6     7     8     9     10     Physically well



	Part C

Please choose the number which best describes your feelings and thoughts
OVER THE PAST TWO (2) DAYS.

5. Over the past two (2) days, I have been depressed:

Not at all     0     1     2     3     4     5     6     7     8     9     10     Extremely

6. Over the past two (2) days, I have been nervous or worried:

Not at all     0     1     2     3     4     5     6     7     8     9     10     Extremely

7. Over the past two (2) days, how much of the time did you feel sad?

Never     0     1     2     3     4     5     6     7     8     9     10     Always

8. Over the past two (2) days, when I thought of the future, I was:

Not afraid   0     1     2     3     4     5     6     7     8     9     10     Terrified

9. Over the past two (2) days, my life has been:

Utterly meaningless and without purpose   0     1     2     3     4     5     6     7     8     9     10     Very purposeful and          meaningful 

10. Over the past two (2) days, when I thought about my whole life, I felt that in achieving life goals I have:

Made no progress whatsoever  0     1     2     3     4     5     6     7     8     9     10     Progressed to complete                 fulfilment
11. Over the past two (2) days, when I thought about my life, I felt that my life to this point has been:

Completely worthless     0     1     2     3     4     5     6     7     8     9     10     Very worthwhile

12. Over the past two (2) days, I have felt that I have:

No control over my life   0     1     2     3     4     5     6     7     8     9     10          Complete control over my life

13. Over the past two (2) days, I felt good about myself as a person.

Completely disagree   0     1     2     3     4     5     6     7     8     9     10     Completely agree

14.  To me, the past two (2) days were:

A burden   0     1     2     3     4     5     6     7     8     9     10     A gift

15. To me, the past two (2) days were:

A burden   0     1     2     3     4     5     6     7     8     9     10     A gift
16. Over the past two (2) days, I have felt supported:

Not at all   0     1     2     3     4     5     6     7     8     9     10     Completely




About aspects of your wellbeing  (FACIT-Sp-12)
Please circle or mark one number per line to indicate your response as it applies to the past 7 days.

	
	Not at all
	A little bit
	Somewhat
	Quite a bit
	Very much

	1. I feel peaceful
	0
	1
	2
	3
	4

	2. I have a reason for living
	0
	1
	2
	3
	4

	3. My life has been productive
	0
	1
	2
	3
	4

	4. I have trouble feeling peace of mind
	0
	1
	2
	3
	4

	5. I feel a sense of purpose in my life
	0
	1
	2
	3
	4

	6. I am able to reach down deep into myself for comfort
	0
	1
	2
	3
	4

	7. I feel a sense of harmony within myself
	0
	1
	2
	3
	4

	8. My life lacks meaning and purpose
	0
	1
	2
	3
	4

	9. I find comfort in my faith or spiritual beliefs
	0
	1
	2
	3
	4

	10. I find strength in my faith or spiritual beliefs
	0
	1
	2
	3
	4

	11. My illness has strengthened my faith or spiritual beliefs
	0
	1
	2
	3
	4

	12. I know that whatever happens with my illness, things will be okay
	0
	1
	2
	3
	4




About your mood (PHQ-9)

Over the last two weeks, how often have you been bothered by any of the following problems?

	
	Not at all
	Several days
	More than half the days
	Nearly every day

	1. Little interest or pleasure in doing things
	0
	1
	2
	3

	2. Feeling down, depressed, or hopeless
	0
	1
	2
	3

	3. Trouble falling or staying asleep, or sleeping too much
	0
	1
	2
	3

	4. Feeling tired or having little energy
	0
	1
	2
	3

	5. Poor appetite or overeating
	0
	1
	2
	3

	6. Feeling bad about yourself – or that you are a failure or have let yourself or your family down
	0
	1
	2
	3

	7. Trouble concentrating on things, such as reading the newspaper or watching television 
	0
	1
	2
	3

	8. Moving or speaking so slowly that other people could have noticed?  Or the opposite – being so fidgety or restless that you have been moving around a lot more than usual
	0
	1
	2
	3

	9. Thoughts that you would be better off dead or of hurting yourself in some way
	0
	1
	2
	3


About your morale  (DS-II measure)
For each statement below, please indicate how much (or how strongly) you have felt
this way over the last two weeks by circling the corresponding number.

	
	
	Never
	Sometimes
	Often

	1
	There is little value in what I can offer to others
	0
	1
	2

	2
	My life seems to be pointless
	0
	1
	2

	3
	My role in life has been lost
	0
	1
	2

	4
	I no longer feel emotionally in control.
	0
	1
	2

	5
	No one can help me.
	0
	1
	2

	6
	I feel that I cannot help myself.
	0
	1
	2

	7
	I feel hopeless
	0
	1
	2

	8
	I feel irritable.
	0
	1
	2

	9
	I do not cope well with life.
	0
	1
	2

	10
	I have a lot of regret about my life.
	0
	1
	2

	11
	I tend to feel hurt easily.
	0
	1
	2

	12
	I feel distressed about what is happening to me
	0
	1
	2

	13
	I am not a worthwhile person.
	0
	1
	2

	14
	I would rather not be alive
	0
	1
	2

	15
	I feel quite isolated or alone.
	0
	1
	2

	16
	I feel trapped by what is happening to me.
	0
	1
	2


Concerns about your life and its future (DADDS scale)
Having cancer can bring to mind thoughts and feelings about life and death. Listed below are several thoughts or concerns that some people with cancer may think about, at any stage of their disease. Please tell us how distressed you felt over the past 2 weeks about each item listed below. By distress, we refer generally to negative feelings such as being angry, afraid, sad, or anxious. If you have many different negative feelings about an item, choose your answer based on the strongest negative feeling that you’ve had. Please circle only one number per line.
	No
	Items
	0

I was not distressed about this thought or concern
	1

I experienced very little distress


	2

I experienced mild distress


	3

I experienced moderate distress


	4

I experienced great distress


	5

I experienced extreme distress

	Over the past 2 weeks, how distressed did you feel about:

	1
	Not having done all the things that I wanted to do
	0
	1
	2
	3
	4
	5

	2
	Not having said all that I wanted to say to the people I care about
	0
	1
	2
	3
	4
	5

	3
	Not having achieved my life goals and ambitions
	0
	1
	2
	3
	4
	5

	4
	Not knowing what happens near the end of life
	0
	1
	2
	3
	4
	5

	5
	Not having a future
	0
	1
	2
	3
	4
	5

	6
	The missed opportunities in my life
	0
	1
	2
	3
	4
	5

	7
	Running out of time
	0
	1
	2
	3
	4
	5

	8
	Being a burden to others
	0
	1
	2
	3
	4
	5

	No
	Items
	0

I was not distressed about this thought or concern
	1

I experienced very little distress


	2

I experienced mild distress


	3

I experienced moderate distress


	4

I experienced great distress


	5

I experienced extreme distress

	9
	The impact of my death on my loved ones
	0
	1
	2
	3
	4
	5

	10
	My own death and dying
	0
	1
	2
	3
	4
	5

	Over the past 2 weeks, how distressed did you feel that your own death and dying may:

	11
	Happen suddenly or unexpectedly
	0
	1
	2
	3
	4
	5

	12
	Be prolonged or drawn out
	0
	1
	2
	3
	4
	5

	13
	Happen when I am alone
	0
	1
	2
	3
	4
	5

	14
	Happen with a lot of pain or suffering
	0
	1
	2
	3
	4
	5

	15
	Happen very soon
	0
	1
	2
	3
	4
	5


KARNOFSKY PERFORMANCE STATUS SCALE DEFINITIONS RATING (%) CRITERIA
	Able to carry on normal activity and to work; no special care needed.
	100
	Normal no complaints; no evidence of disease.

	
	90
	Able to carry on normal activity; minor signs or symptoms of disease.

	
	80
	Normal activity with effort; some signs or symptoms of disease.

	Unable to work; able to live at home and care for most personal needs; varying amount of assistance needed.
	70
	Cares for self; unable to carry on normal activity or to do active work.

	
	60
	Requires occasional assistance, but is able to care for most of his personal needs.

	
	50
	Requires considerable assistance and frequent medical care.

	Unable to care for self; requires equivalent of institutional or hospital care; disease may be progressing rapidly.
	40
	Disabled; requires special care and assistance.

	
	30
	Severely disabled; hospital admission is indicated although death not imminent.

	
	20
	Very sick; hospital admission necessary; active supportive treatment necessary.

	
	10
	Moribund; fatal processes progressing rapidly.

	
	0
	Dead


Distress Thermometer
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