STUDY PROTOCOL - Living well with secondary breast cancer - the clinical outcomes and patient perceptions of a combined exercise and educational support group
Background / Rationale

Owing to advances in the management of metastatic breast cancer, the disease can be considered chronic in many patients (1). With the improvement in survival rates, many patients live for several years with a high level of symptom burden, with fatigue, depression and pain being amongst the most common symptoms (2, 3). Medical therapies, including chemotherapy and radiation therapy, contribute to fatigue experienced by persons with cancer. This is more pronounced in those with metastatic cancer, whose treatment with these modalities are often long term. 

One strategy to improve well-being which has been identified by those with metastatic breast cancer is physical activity and exercise. Current Australian guidelines for cancer survivors advocate that exercise is beneficial for all stages of disease (5). Exercise interventions in those with metastatic cancer has been associated with supporting independence, reducing fatigue and enhancing quality of life (6, 7). As those with metastatic disease are at greater risk of low activity and sarcopenia, increased risk of falls and low physical functioning (7), exercise rehabilitation is an ideal treatment to counter these secondary effects of the disease. Typical types of interventions include aerobic and resistance exercise training (6-8), with few adverse effects noted. While studies have focused on exercise training, peer support groups for women with breast cancer have been associated with high rates of satisfaction (9). These support groups not only offer a forum for information exchange but aim to provide instillation of hope and altruism (10). However, differences in goals and educational needs are apparent for women with metastatic breast cancer compared to those with early-stage disease (11). Those with early-stage or localised breast cancer are focused on completion of systemic treatment and resuming their usual lifestyle and goals (11). A study of a support group for women with mixed-stages of breast cancer found that those with metastatic disease reported feeling silenced, marginalised and helpless, and a reluctance to talk openly about their issues and concerns (11). In contrast, support groups specific for those with metastatic breast cancer encouraged open communication and fostered an environment of understanding with whom they identified, with a greater level of information specific to their illness conveyed and shared (11). These characteristics are important for providing practical assistance, emotional support and a sense of belonging (12). 

In some individuals with metastatic breast cancer, locations of their metastases (e.g. bony metastases) may require specific adaptations to an exercise program to minimise risk and side-effects. A qualified physiotherapist is able to adapt an exercise program to accommodate these needs which may be easier to achieve in a group exercise program which is tailored to their disease stage. 

In the context of improved medical interventions, best practice and improving the overall survival for patients with breast cancer with metastatic disease, the need for support to manage the physical and psychosocial effects of the diagnosis and treatment is well recognised. The implementation of an exercise rehabilitation and educational support program would support the needs of the Cabrini cancer community and demonstrate that Cabrini Health is at the forefront of cancer care. Cabrini Health treats over 550 patients with early breast cancer and another 150 patients with metastatic disease annually. As one of the largest breast cancer services nationally, there is a need to ensure best practice and optimal care is provided for patients treated at Cabrini across the cancer disease trajectory.

Aims and Hypotheses

Aim 1. To determine the outcomes of an 8-week exercise and educational support program for women with metastatic breast cancer (BC) on functional exercise capacity, emotional well-being and quality of life (QOL).

Aim 2. To evaluate the participant perceptions of an exercise and educational support program for women with metastatic breast cancer.

Hypothesis 1. That a program of exercise and educational support for women with metastatic breast cancer will improve functional exercise capacity and increase emotional well-being and quality of life.

Hypothesis 2. That a program of exercise and educational support for women with metastatic breast cancer will be well perceived by participants.

Methods

Design: A prospective, mixed methods study.

Eligible participants with a diagnosis of metastatic breast cancer. Those undertaking medical therapy will not be excluded. Participants will be referred by their treating specialist, GP or the metastatic breast care nurse. Upon referral, they will be invited to participate in the project.

Intervention: Participants will undertake an 8-week pilot outpatient rehabilitation program of exercise and educational support at Cabrini Health, Elsternwick. Exercise sessions will run twice weekly for 60 minutes duration and will incorporate endurance and resistance exercises aligned with the Clinical Oncology Society of Australia guidelines (5):
Per week:
*150 minutes of moderate intensity or 75 minutes of vigorous intensity aerobic exercise
* Resistance sessions involving moderate intensity exercises targeting major muscle groups

Exercise will be tailored to individuals. Moderate intensity physical activity was safe in this population with no adverse events (13). 

The educational support program will run for 60 minutes, delivered by a multidisciplinary team including exercise physiologists, physiotherapists, breast care nurse, psychologist, occupational therapist, dietician and social worker.

Educational topics will include mindfulness, energy conservation, relationships, sleep, sexuality, nutrition and lymphoedema. The content determined in consultation with professionals and patient advocates.

Outcomes:  At baseline and following the intervention, an assessor will measure participants Quality of Life (QOL) (European Organisation for Research and Treatment of Cancer QLQ Cancer and Breast cancer (EORTCQLQ-30, EORTCQLQBR23) (14), functional exercise capacity (6-minute walk distance) (15), lower limb strength (30-second sit-to-stand) (16), upper limb strength (hand grip strength) (17) and psychological symptoms (Distress thermometer and Depression Anxiety Symptom Scale-21) (18). Permission has been obtained to utilise these tools. 

Qualitative study: Participants will be interviewed upon program completion. Interviews will explore the program acceptability and participant perceptions. It will be audio recorded. Recruitment will continue until data saturation is reached. 

Statistical analysis will be undertaken using SPSS, with data described using mean ± SD or median ± interquartile range, depending on distribution. Pre and post intervention measures will be analysed using Paired t-tests or Wilcoxon signed rank test, with alpha set at 0.05. For the qualitative study, the interviews will be transcribed verbatim and analysed using deductive thematic analysis (19).

[bookmark: _GoBack]Sample size: To determine a difference pre and post intervention in QOL (EORTCQOL-30), with a power of 80% and alpha of 0.05, a total of 32 participants are required. This assumes an effect size of 0.5 (moderate) with a SD of 8.4 points (13). Allowing for a drop out of 20%, a total of 40 participants will be recruited.
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