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 Research Synopsis

	Study title
	A mixed method (qualitative and quantitative) study on understanding the factors of suffering (predisposing, precipitating, perpetuating and protective) for palliative care patients; and the effectiveness of gratitude journaling in the amelioration of suffering. 



	Study Population
	All adult  palliative care patients age 18 and above who are interested to enrolled, and able to communicate.



	Phase II study (A Randomized Controlled Study)

Another 68 adult palliative care patients will be recruited through random sampling.9 Informed consent will be obtained from all participants. Demographic data of the patients will be collected as per the scale use in phase I study. That means all participants will be interview face-to-face by using Hospital Anxiety and Depression Scale (HADS), the Suffering Pictogram, and Palliative Care Outcome Scale (POS). Patients will then be divided into 2 groups – the control group and the intervention group (Figure 5). The control group will receive standard care which is a notebook and instruction to write down 3 things that happen surrounding her daily for 7 days. It can be as simple as news headlines, or a joke they heard from the nurse. 
The intervention group will be instructed to keep a diary that record 3 things that they are grateful for on a daily basis for seven days (Gratitude journaling).  The participants in the intervention arm will be given the following instructions: “For these seven days you are required to write down and record 3 things for which you are grateful on a daily basis. Data will be then collected for analysis.

	

	Objective
	The primary objective of the study is to look at factors contributing to suffering (predisposing, precipitating and perpetuating factors) and factors contributing to the cessation of suffering (protective factors). The secondary objective is to determine the effectiveness of gratitude journaling in the amelioration of suffering



	Study endpoints/outcomes
	(a) Score and trend of suffering 

 (b) Score difference of HADS, POS, suffering pictogram on day 1 and day 7. 

(c) Difference in score of suffering between control group and intervention arm (gratitude exercise).



	Sample Size
	 136 participants

	Study Duration
	1 November 2017 to 1 December 2019


1.Background and Significance
Suffering is a unique and individual experience. It frequently occurs in the context of chronic and progressive medical illnesses and emerges with great intensity at the end-of-life.1   It is an experience that includes physical, psychological, social, and spiritual/existential phenomena.2-3  Suffering is often described as ‘a speciﬁc state of severe distress related to the imminent, perceived or actual threat to the integrity or existential continuity of the person.3 Existential suffering, a poorly defined term, has been associated with the spiritual dimension.4-5 
According to the existential-experiential model of suffering, suffering can be seen from the event point of view (termed existential suffering) and the experience point of view (experiential suffering). This model described six types of existential suffering and four types of experiential suffering.6 Existential suffering can be divided into differential suffering (suffering related to change and loss), dependent suffering (suffering related to depending on others), empathic suffering (suffering related to feeling other’s suffering), terminal suffering (suffering related to a terminal disease), interactional suffering (suffering related to interactions with the health care staff), and environmental suffering (suffering related to hospital stays). Whereas for experiential suffering, a newly introduced term, it consists of the sensory, emotional, cognitive and spiritual experiencing of these existential events.6 Examples of experiential suffering encompasses the appraisal of the significance of an event as a threat, the appraisal of the damage to the intactness of a person and the appraisal of coping with the suffering. Apart from appraisals, other psychological processes contribute to the experiences of suffering too. 

To date, literature on suffering and factors leading to suffering is relatively scarce when compared to literature on diseases and drugs. This gap drives us to conduct this research to gain a deeper understanding of the experiences of suffering in palliative care. 
Whereas for gratitude journaling, it is a practice introduced by Emmons and McCullough. It was found to increase well-being by asking participants to focus on the positive things in life. Participants will be given the following instructions: “For these seven days you are required to write down and record 3 things for which you are grateful on a daily basis. Think back over your day and include anything, no matter small or great, which was a source of gratitude that day. Make the list personal, and try to think of different things each day.” Research shown participant who engaged in a gratitude exercise showed increases in their experiences of positive emotion immediately after the exercise, and this effect was strongest for participants who were asked to think about a person for whom they were grateful. Participants who had grateful personalities to begin with showed the greatest benefit from these gratitude exercises.8 
We hypothesize that gratitude journaling for a week may reduce suffering in palliative care due to enhanced psychosocial functioning. Positive results are expected to be seen on the intervention arm.
2.Methodology
First, ethics approval will be obtained through the Ethics committee in University of Malaya. Upon approval, adult palliative care patients age 18 years old and above will be recruited from University of Malaya Medical Center. Patients who are not interested to enroll or confused (according to confusion assessment method) will be excluded from the study. The study is divided into two phases: 

Phase I study (A Mixed Method Study): 
68 adult palliative care patients will be recruited through random sampling. Written informed consent will be obtained from all participants. Demographic data of the patients will be collected. At the same time, all participants will be interview face-to-face by using Hospital Anxiety and Depression Scale (HADS), the Suffering Pictogram, and Palliative Care Outcome Scale (POS). HADS comprises 14 items, seven of which relate to anxiety symptoms and seven to depressive symptoms. Each item is coded from 0 to 3. The scores for anxiety and depression can therefore vary from 0 to 21, depending on the presence and severity of the symptoms (figure 1).11 POS is 10 item scale (plus an open question) was specifically developed and validated for palliative care and covers physical symptoms, patient and family or caregiver anxiety/fears and well-being (figure 2). The effect of the items on the daily life of the patient over the past three days is scored on a five-point Likert scale ranging from 'none' (0) to 'overwhelmingly' (4). For example: "over the past 3 days, have you been feeling anxious or worried about your illness or treatment? (0) not at all – (4) overwhelmingly".12 In the POS the term 'family' describes the caregiver or significant other, such as a partner, spouse or other closest individual. Baseline score of each of the scale will be collected. 
Patients are required to chart their overall suffering score three times a day for seven days based on the Suffering Pictogram (figure 3). The suffering score ranges from 0-10 (0 = no suffering, 10 = worst possible suffering). The suffering score will be plotted at the suffering chart (Figure 4). Additionally, patients will be instructed to write down the description of their factors of suffering on the suffering chart. A series of questionnaires will then be conducted to find out the reasons of such recording. Open-comments answer are accepted. The suffering chart will then be collected after a week and analyzed using descriptive statistics. 
The Suffering Pictogram is a validated eight-item pictogram (Figure 3). It measures inner experiences of suffering with a Likert scale (0=none, 1=a little bit, 2=somewhat, 3=quite a bit, 4=a lot). It comprises one sensory scale (discomfort), four emotional scales (worry, fear, anger, and sadness), two cognitive scales (hopelessness and difﬁculty in acceptance), and one spiritual scale (emptiness). In addition, patients are required to rate their overall suffering score with a numerical scale of 0 to 10 at the center of the pictogram (0= no suffering, 10= worst possible suffering).10 In the current study, the overall suffering score at the center of the pictogram will be charted on the suffering chart. 

Phase II study (A Randomized Controlled Study)
68 adult palliative care patients will be recruited through random sampling.9 Informed consent will be obtained from all participants. Demographic data of the patients will be collected as per the scale use in phase I study. That means all participants will be interview face-to-face by using Hospital Anxiety and Depression Scale (HADS), the Suffering Pictogram, and Palliative Care Outcome Scale (POS). Patients will then be divided into 2 groups – the control group and the intervention group (Figure 5). The control group will receive standard care which means they will be required to write down the things that happen around them on a daily basis for 7 days in a diary. It can be as simple as news headlines, or a joke that they heard from the nurse. The intervention group will be instructed to write down 3 things that they are grateful for on a daily basis for seven days (Gratitude journaling).  The gratitude journaling is a practice introduced by Emmons and McCullough. It was found to increase well-being by asking participants to focus on the positive things in life. Participants will be given the following instructions: “For these seven days you are required to write down and record 3 things for which you are grateful on a daily basis. Think back over your day and include anything, no matter small or great, which was a source of gratitude that day. Make the list personal, and try to think of different things each day.” There will not be any specific requirements for the length of the text (how many words or lines written), time spent journaling (minutes per day), or set a daily schedule (e.g., having entries occur in morning or evening). For the quantitative part of the study, investigator will be carry out face-to-face interview with the patients to ask them to elaborate on the experience of gratitude journaling. Questions like “Why did this happen?” will be used to help investigator to get both the positive and negative feedback form the patients. Patients will be asked to provide feedback on whether the gratitude journaling has a positive effect on easing their suffering, be it existential or experiential suffering. 

Example of the gratitude journaling would be, patient writes “my husband pick up my favorite ice cream for dessert when come to visit me”, the elaboration part can be “because my husband is really thoughtful sometimes”. Sometimes they can be important like “my sister just gave birth to a healthy baby boy”, the cause that pick up might be “she did everything right during her pregnancy.”

Research has suggested that expressing the feelings of gratitude may be beneficial to emotional well-being, provides benefits in easing pain and suffering. Gratitude has been conceptualized as an emotion, an attitude, a moral virtue, a habit, a personality trait, or a coping response.7 Study has done on a group of participants with a number of different gratitude exercises, such as thinking about a living person for whom they were grateful, writing about someone for whom they were grateful, and writing a letter to deliver to someone for whom they were grateful. 
3.1 Study Type and Design 
The study design: observational studies include survey and experimental study such as randomized control study.

Data collection: Prospective  
Phase I study (mixed – method study): 68 palliative patients (no comparison arm)

Questionnaires/instruments to be used are: Hospital Anxiety and Depression Scale (HADS) on Day 1 and Day 7, the Suffering Pictogram on Day 1 and Day 7, Palliative Care Outcome Scale (POS) on Day 1 and Day 7 and suffering chart (Day 1 to Day7) 
Phase II study:  68 palliative patients, 34 in control arm and 34 in intervention arm. 

Questionnaires/ instruments to be used are: Hospital Anxiety and Depression Scale (HADS) on Day 1 and Day 7, the Suffering Pictogram on Day 1 and Day 7, Palliative Care Outcome Scale (POS) on Day 1 and Day 7 and notebook for gratitude exercise recording for both arm. The control arm will be requested to write down 3 normal things that happen for 7 days. It can be as simple as what happening on the news she read, what she saw when she walk from the toilet to the bed etc. This is to provide sufficient blinding for the control arm. The intervention arm will be required to think and write down 3 grateful thinking for 7 days. 

Figure 5: Flow of participants through study protocols
3.2 Study Population
All adult patients age 18 and above from oncology ward and palliative care ward in Pusat Perubatan Universiti Malaya. 
3.3 Inclusion Criteria  
 Adult age more than 18 years old
3.4 Exclusion Criteria

Age less than 18 years old

Not able to communicate

Not keen to participate

Confused patients

3.5 Withdrawal Criteria  

Subjects can choose to withdraw at any time. 

3.6 Sample Size  

The calculation of sample size is based on the assumption below: assuming an SD of approximately 4 units for both the baseline and 1-week measurements of suffering and a 20% dropout rate, an initial sample size of 80 participants per treatment group was expected to provide approximately 80% power to detect a difference of approximately 3 units in mean change in suffering scores between groups, with a two-sided significant level of .05.9
3.7 Study Duration and Timeline 
· Stage 1, data collection and data analysis – 3 - 6 months
· Stage 2, writing journal, presentation and publication - 6-24 months
The participation duration for each study is 7 days
3.9 Statistical Analysis Plan
The data analysis will be done using the NVIVO9.

Descriptive data will be expressed as mean ± standard deviation (SD) unless otherwise stated. One-way ANOVA will be used for analysis of normally distributed variables. A value of P < 0.05 is considered statistically significant. 
3.10 Risk and benefit to study participants 

As stated in the literature above, there are no serious side effects known to be caused by the study. 

This study does not present any direct benefit to the participants. However the study does provide a better understanding of the disease/condition studied.
3.11 Risk Benefit Assessment

As stated above, there is almost no risk from enrolling in the study. Study findings shall potentially showed that intervention can improve suffering outcomes and thus this study should be supported. 

3.12 Ethics of Study

Study will be conducted in compliance with ethical principles outlined in the Declaration of Helsinki and Malaysian Good Clinical Practice Guideline
3.13 Informed Consent/Assent Process
An appointment will be made where the patient information sheet will be provided and explained to them. If they are willing to participate, the consent forms will be signed and dated. If they need to, they are allowed to take the information sheet home to consult with their family members, and another day for getting consent arranged
3.14 Privacy and Confidentiality
Subject’s names will be kept on a password-protected database and will be linked only with a study identification number for this research. The identification number instead of patient identifiers will be used on subject data sheets. All data will be entered into a computer that is password protected. On completion of study, data in the computer will be copied to CDs and the data in the computer erased. CDs and any hardcopy data will be stored in a locked office of the investigators and maintained for a maximum of three years until the completion of the study. The CDs and data will be destroyed after that period of storage. 
3.15 Conflict of Interest
The investigators declare they have no conflict of interest

3.16 Publication Policy
No personal information will be disclosed and subjects will not be identified when the findings of the survey are published
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Control Group


Allocated to standard care for 1 week (n=34)








Randomized (n= 68)





Intervention Group


Allocated to standard care + gratitude exercise for 1 week (n=34)
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