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Scleroderma:
A Program to Study Outcomes and Experiences Important to Patients

Principal Investigator:
Dr. Brett D. Thombs, from the McGill University / Lady Davis Institute for Medical Research,
Jewish General Hospital, Montreal, Quebec, does research in behavioural health. His work in
behavioural health psychology focuses on the illness experience of patients, including the
etiology, assessment, and treatment of interrelated somatic and psychological symptoms that
are common in medical illness, particularly cardiovascular disease and scleroderma. Dr.
Thombs has authored more than 90 peer-reviewed articles, many of them in top medical
journals, has served as a peer-reviewer for over 30 journals, and is on the editorial boards of 4
journals.

Study Background:
Patient-reported outcomes assess patient health, well-being, and response to treatment
based on patient perspectives. Patient-reported outcomes may reflect complex
constructs, such as quality of life (QOL), or narrower constructs, such as individual
symptoms (e.g., pain or fatigue). Traditionally, research in scleroderma has focused on
physiological markers, or other “hard outcomes,” such as survival. These outcomes are
important, but it is also important to evaluate and understand experiences of patients
living with the disease, including aspects, such as living with pain, fatigue, or
depression, which are of great importance to patients and cannot be measured without
patient input. Thus, research to improve management of outcomes that affect quality of
life for people with scleroderma is urgently needed. However, no assessment tools for
these important outcomes been developed and validated for use with people with
scleroderma. Furthermore, there are no interventions that have been developed and
tested for patients with SSc to better manage fatigue, depression, or pain, for instance,
despite evidence from other chronic diseases that these symptoms can be reduced with
pharmacologic and nonpharmacologic approaches.
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Study Purpose/Goals:
The objectives of this program of research are (1) to develop and evaluate assessment tools for
outcomes important to patients with scleroderma (e.g., fatigue, pain, body image distress,
depression, itching); (2) to assess potential causal factors; (3) to determine these symptoms are
experienced over the lifespan of the disease; and (4) subsequently, to develop and test
behavioural interventions to reduce distress and increase overall well-being.

Study Method:
This work will rely on data that is contributed by Canadians with scleroderma to the Canadian
Scleroderma Research Group (CSRG) Registry. Patients from 15 centres across Canada
complete annual assessments, at which time they undergo an extensive clinical history, physical
evaluation, and laboratory investigations and complete a series of self report questionnaires
(e.g., sociodemographic variables, scleroderma symptoms, comorbid conditions, disability,
quality of life, pain, depression). This work will also use data from the Scleroderma Society of
Canada / Canadian Scleroderma Research Group Patient Survey, for which over 600
Canadians with scleroderma, recruited through advertisements, online, and through support
groups, completed a series of questions about their experiences with scleroderma and health
care needs.

Study Update:
Our group has published a large number of academic manuscripts related to the work in this
research program, all in high-impact, prestigious academic journals (see attached bibliography).
In addition, this program has provided training for graduate students who will continue to be
active in working on issues important to people with scleroderma. Finally, this work has laid the
foundation for a new international collaboration, the Scleroderma Patient-centred Intervention
Network (SPIN), which brings together researchers, clinicians, and patients from across the
world to develop an infrastructure to provide access for people with scleroderma to programs
designed to improve quality of life for people living with the disease.
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What Does This Study Mean for Persons Living With Scleroderma?
For many years, there was almost nothing published in the medical literature on the kinds of
problems that affect quality of life for people living with scleroderma. Even though the nature of
these problems is often obvious to people living with the disease, without means of measuring
them, for instance, no research is conducted. The research that we have conducted thus far has
moved this area forward quickly. We have provided researchers and clinicians who care for
people with scleroderma a tangible map of the kinds of daily problems faced by people with the
disease and what needs to be done to research them. As a result of this work, we have
spearheaded SPIN. SPIN members from across the globe, including members of the
Scleroderma Society of Canada are currently working to raise funds in order to develop and test
easily accessed interventions to improve quality of life for people with scleroderma. Examples
of projects that SPIN plans to undertake include, for instance, the development and
dissemination of a downloadable set of instructions to provide competent physical therapy to
improve hand function. Most scleroderma patients with limited hand function currently do not
receive therapy or receive inappropriate therapy. Other interventions planned include peer
support to improve coping and mood and online support related to body image concerns.
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