Committee for Evaluation

Research Title

«THE USE OF GUIDED IMAGERY AND PROGRESSIVE MUSCLE RELAXATION
FOR THE BETTER MANAGEMENT OF SYMPTOMS EXPERIENCED BY CANCER

PATIENTS AND FOR IMPROVING QUALITY OF LIFE»

Research Details

Introduction

1. Design: Randomized Controlled Trial

2. Number of Centers and Organizations Participating: 1 — Cyprus University

of Technology, Pancyprian Association for Cancer Patients and Friends,

Anticancer Society, Bank of Cyprus Oncology Centre, Oncology Centers of

Public General Hospitals

3. Total number of person that will take part in the study: 6
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and relaxations techniques, specifically Guided Imagery and
Progressive Muscle Relaxation in improving quality of life (Quality of Life,
EORTC QLQ-C30 (Breast Module-BR23 and Prostate Module-PR25), in
decreasing the experienced pain levels (pain intensity, numeric -pain intensity-
rating scale -NRS), in reducing fatigue (Cancer Fatigue Scale - CFS), in reducing
nausea, vomiting and retching (Revised Rhodes index of nausea, vomiting and
retching-INVR), in reducing depression, (depression - Beck Depression
Inventory) and in reducing anxiety (psychometric and biological measurements of
anxiety - Self-Rating Anxiety Scale, SAS + SALIVARY CORTISOL -

SALIVARY a-AMYLASE)

Background: Cognitive-Behavioural and relaxation techniques (often referred as
Complementary and Alternative Therapies or Mind-Body Therapies) including
Guided Imagery and Progressive Muscle Relaxation are often recommended as
complementary strategies for maximizing the pain relief in patients with cancer.
Pain that is unresponsive to pharmacological means, is a frequent cause for
admission in the hospital mainly for patients who receive complicated cancer
treatment regimens such as in the cases of BMT and for patients with advanced
cancer.

Statistics show that about 79% of patients with cancer and receive treatment
experience at some point pain. The primary management of cancer pain is focused

on the use of analgesic drugs and other adjuvant drugs. Whilst complementary
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Cognitive-Behavioral and relaxation techniques (often referred as Complementary
and Alternative Therapies or Mind-Body Therapies) including Guided Imagery
and Progressive Muscle Relaxation are also recommended for promoting the
perception of pain control (self-management). Guided Imagery utilizes ones
imagination to create mental images that have the potential to distract the
attention of the person away from pain and even altered the perception of pain.
For example, patients can visualize themselves being on a beach or a mountain as
stress reducing sceneries and forger about their pain. They can also visualize pain

and altered this image so that they altered the experience of pain.

Systematic reviews on cognitive-Behavioral and relaxation techniques have
shown they can be effective in reducing cancer pain. However, the researchers
reported that the techniques used by the patients varied. Donovan kot Laack in a
study with 163 patients suffering from chronic cancer pain explored the
effectiveness of various complementary and alternative techniques in managing
the pain. They concluded that none of the techniques was effective for all the
patients in the study. Relaxation techniques were found effective for pain
management for some patients but had no effect on others. Kwekkeboom et al
utilized Guided Imagery as a pain relief strategy for hospitalized patients

experiencing cancer pain. The majority of the patients reported lower levels of
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ain whilst 10% reported that they did not experience any changes in their pain
levels. Other studies also highlight the potential benefit of cognitive-Behavioral
and relaxation techniques in other symptoms such as fatigue, nausea and
vomiting, anxiety and depression. None however of the preceding studies

explored their benefit when these symptoms occur simultaneously.

6. Assumptions made by the study. The basic assumption is that the tested
techniques will have a positive impact on the patients in the experimental group.
This positive impact will include:

e Improved of quality of life,

Decrease in pain levels,

Decrease in fatigue levels

Decrease in nausea and vomiting levels,

Decrease in depression levels

Decrease in anxiety levels.

7. Aim of the study: To explore the effectiveness of Guided Imagery and
Progressive Muscle Relaxation in managing pain, fatigue, nausea and vomiting, in
decreasing anxiety and depression and improving the quality of life of cancer

patients.

8. Objective Targets of the study: Evaluating the effectiveness of these techniques

in managing multiple symptoms and as a result improving the quality of life.
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arise from the study a confident recommendation of utilizing these cognitive-

behavioral and relaxation techniques in the care plan of the patient with cancer
can then be made. Training patients and their informal caregivers on these
techniques so that they can independently implement these. Improving the
patients’ quality of life and promoting the sense of well-being. Decreasing
admission in oncology units due to the limited or lack of control of these
symptoms (e.g. pain). Promoting patients’ sense of control (and for their informal

caregivers).

10. Study design: See Diagram 1 (Appendix)

11. Sample size (estimation): 200 (100+100)

12. Sample size calculation: Type | error, power, assumptions on response rate and
standard deviation, and expected treatment effect were taken assumptions were
taken into consideration in calculating sample size. The type | error and power
were set at conventional levels (5% for type | error and 80% for power).
Assumptions were based on preceding studies’ available data and published
results. Based on these, a 25% will be added in the final calculated sample to
ensure the size was large enough to detect any effect after possible low response

rates, drop-outs, refusals and losses in follow-ups.
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14.

15.

. Selection criteria: Eligible participants need to be adults (18 or above), with a

clinical diagnosis of prostate or breast cancer at least 6 months prior their
admission to the study and are willing to be included in the study. Eligible
patients are those that at any stage of the disease have tried one or both of the
tested techniques. Eligible participants will need to be able to speak and write

Greek.

Exclusion criteria: Patients were excluded from the study if they were newly
diagnosed (< 6 months) or were at the end-of-life stage. Patients were also
excluded if they visual and/or hearing impairment and/or cognitive impairment,

xerostomia and/or oral mucositis.

Procedures: Patient assessment for eligibility and recruiting will take place at the
out-patient clinics of the participating centers. Eligible participants, following
their informing session will be called to sign an informed consent. Those that will
be included in the study will have 3 supervised sessions of Guided imagery and
Progressive muscle relaxation. Patients will be called to complete concise
questionnaires before the intervention and at the end of all of the intervention
sessions. Furthermore, prior of the intervention and following each supervised

session a saliva sample will be collected.
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17.

18.

19.

20.

21.

with the following tools: EORTC QLQ-C30 (Breast Module-BR23 and Prostate
Module-PR25), pain intensity- (NRS), Beck Depression Inventory 1, Self-Rating
Anxiety Scale (SAS), Revised Rhodes index of nausea, vomiting and retching-
INVR and interviews. Saliva samples will be assessed for SALIVARY

CORTISOL, SALIVARY a-AMYLASE.

YroateTikn avdiven: Statistical analyses will be performed by a statistician and
it will include descriptive and inferential statistics. Descriptive statistics will
include charts with means and standard deviations. Inferential statistics will
include ANOVA, and paired t tests calculations. Qualitative data will be analyzed

with content analysis.

Informed consent to the study: Participants will sign a consent form following

the receipt of oral and written information on the study. Participants will also be

informed on their rights by taking part in this study, and especially their right to

leave the study at any time without questions asked.

Responsible for the study is the PI

N/A (reimbursement of the patients taking part in the study)

N/A (use of genetic data)
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23.

24,

25.

26.

27.

28.
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data will be presented.

Demographic data will include residence, gender, age, time from diagnosis and

cancer type.

No other personal data will be disseminated — N/A

No genetic data will be disseminated — N/A

No genetic or other biological data will be disseminated — N/A — Following saliva

analyses, all samples will be destroyed.

Access to information from the study’s participants: Results will be available to

all the participants as well as first degree relatives.

Time for storing and destroying samples and data: Data and samples will be saved
for the minimal time possible as to allow publications of the results. Biological
samples will be destroyed immediately following their analyses based on protocol

for the destruction of biological samples.



addressed to Dr Charalambous Chrysostomo, Chief of the Research and Internal

Relations of the Cyprus University of Technology:

Cyprus University of Technology
Athenwn 80, TT 3036 Limassol
Tel 00357 25002562 Fax 0035725002763

Email. c.chrisostomou@cut.ac.cy
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