Self-Efficacy Improvement in Multiple Sclerosis (SIMS): 
Interim Results of the One Year Randomized Trial

[bookmark: _GoBack]Brant J. Oliver, NP, MSN, MPH, MSCN
Evaluative Sciences Research Division, MS Center at Dartmouth, Lebanon, NH, USA
The Dartmouth Institute for Health Policy and Clinical Practice, Hanover, NH, USA

Miriam Franco, PsyD, MSW, MSCS
Department of Sociology, Immaculata University, Immaculata, PA, USA


PURPOSE: Pilot study to determine if an outreach program consisting of industry-based nursing services augmented with MS-specific guided imagery stress reduction and relaxation training will result in superior self-efficacy and immunotherapy treatment adherence compared to nursing outreach services alone. 

BACKGROUND AND SIGNIFICANCE: Optimal treatment adherence is required to maximize the effectiveness of MS immunotherapy treatment.  Nursing outreach and support programs have demonstrated effectiveness in improving immunotherapy treatment adherence and have been available for a number of years.  However, these programs are not effective in addressing psychological and psychiatric factors that have been implicated in reduced self-efficacy and treatment adherence in MS, such as depression, anxiety, and chronic stress.  Relaxation and stress reduction training is a safe, effective and economical approach to reducing symptoms of stress, anxiety, and depression.  A standardized guided imagery method has been developed specifically for MS patients who are taking immunotherapy medications and has demonstrated reductions in anxiety and increases in relaxation.  The proposed study aims to investigate the effect of this guided-imagery relaxation training program when added to an industry-based nursing outreach and support program (BetaPlus/BetaNurse Program).  It is hypothesized that the experimental group will demonstrate significantly higher illness control self-efficacy, higher immunotherapy treatment adherence and decreased magnitude of psychological symptoms.

METHOD: This is a one year, randomized, prospective study.  Patients with a diagnosis of CIS or relapsing MS who are initiating interferon beta-1b treatment and meet inclusion and exclusion criteria were offered participation and completed informed consent.  Participants were randomly assigned to one of two groups: 1) nursing outreach services + relaxation training; or 2) nursing outreach services alone.  The primary outcome measure is illness control self-efficacy (MSSE Control Scale).  Secondary outcome measures include immunotherapy treatment adherence, self-report measures of depression (CESD), anxiety (Zung SAS), cognitive functioning (MSNQ) and an objective measure of working memory processing speed (SDMT).  Data analysis will be conducted using between subjects t-tests for differences between the major time points (Baseline and 12 Months) and ANOVA analyses for longitudinal differences across all time points (Baseline, Month 3, Month 6, and Month 12).  Significance is defined at p < 0.05.   

RESULTS:  This study, which was introduced as a work in progress poster at the 2009 CMSC conference, opened enrollment in January 2009 and completed enrollment in April 2010.  Interim results for participants completing the 3 and 6 Month time points (n=16) were presented at the 2010 CMSC conference and revealed significantly higher immunotherapy treatment adherence (p<0.05) and a trend favoring higher illness control self-efficacy (p=0.06) in the intervention group.  The study is now fully enrolled and meets sample size requirements to maintain Power = 0.80.  Data collection will complete in December 2011 and final results for participants completing the 3 month (n=24), 6 month (n=20), and 12 month (n=8) time points (as of May 2011) are expected to be available for presentation at the 2011 CMSC conference. 

IMPLICATIONS: This study will inform future research on the effect of relaxation training on self-efficacy, psychological symptom management and treatment adherence in patients with CIS and relapsing MS.  Study results may also guide the development or modification of nursing outreach service approaches for patients starting MS immunotherapy treatments.   

