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Practice Recruitment letter

PROVE
University of Oxford
Botnar Research Centre 

Windmill Road
Oxford OX3 7LD

Date: 
Dear (Name of GP/practice group/practice manager),

NIHR HTA (10/99/01) Research Study PROVE now OPEN TO RECRUITMENT.

PHYSIOTHERAPY REHABILITATION FOR OSTEOPOROTIC VERTEBRAL FRACTURE   

We are writing to inform you that PROVE is now open to recruitment and to ask you whether you / the NAME OF PRACTICE would be willing to refer potential participants to PROVE by handing over a study invitation pack (pack included) to eligible patients. No other work is required. 
Aim of study: To evaluate the effects of exercise and manual therapy physiotherapy treatments upon quality of life, function and pain, for people who have had one or more spinal fractures due to osteoporosis.
Eligibility Criteria: Patients are potentially eligible to take part if they have
1. Primary Osteoporosis [ diagnosed by Dexa scan results]
2. At least one vertebral fracture [ clinical diagnosis ]
Exclusion criteria: Inability to participate in physiotherapy rehabilitation, bone loss due to another disease (e.g.; rheumatoid arthritis, osteomalacia), non-pharmacological treatment (e.g. physiotherapy, 

vertebroplasty) in last 3 months. 
Further details of the study are on the overleaf. 
If you think a patient fits the criteria please hand them one of the provided study information packs at your appointment. You need do no more. If your patient takes part in the study, and is happy for us to do so, we will send you a letter letting you know they are taking part.
Many thanks for your assistance with this study. If you have any questions, or need more packs, please contact the trial co-ordinator Varsha Gandhi (tel: 01865 223489 email: prove@ndorms.ox.ac.uk.)
Dr Karen Barker

Lead investigator for the PROVE study
STUDY SUMMARY
Title: Physiotherapy Rehabilitation for Osteoporotic Vertebral Fracture  
Chief Investigator: Dr Karen Barker, Clinical Director (Orthopaedics) and Head of Therapies, Oxford University Hospitals NHS Trust.
Study Sponsor: University of Oxford.
Background: Osteoporosis and vertebral fracture can have a considerable impact on an individual’s health related quality of life (HRQoL) due to pain, limitations in activity and social participation and altered mood 
Main aim of study: To evaluate the effects of exercise and manual therapy physiotherapy treatments upon quality of life, function and pain, for people who have had one or more spinal fractures due to osteoporosis. 
Design: A multicenter (10-14 sites) definitive prospective assessor-blinded 3 arm randomised controlled trial with a nested qualitative study and incorporating an adaptive design approach (n=600). 
Participants: Men and women with primary vertebral osteoporosis with a least one painful vertebral fracture sustained previously. 
Method: Potential participants will be handed information packs include an invitation letter, study information, reply slip and stamped address envelope. Potential participants contacting the NOC will be screened and the study discussed in more detail. Informed consent will be obtained from eligible patients willing to participate in the study. Participants will be randomized to one of three groups (this may decrease to two groups should the planned interim data analyses indicate no significant difference between any two groups). Between baseline and 4 month assessment they will receive the following intervention based upon allocation. Each participant will be enrolled in the study for 12 months.
Interventions: 
1. Best current practice.  An advice session lasting up to one and a half hours with a physiotherapist who will provide advice about osteoporosis and discuss lifestyle choices and living with osteoporosis.

2. Manual therapy. Includes gentle (pain free) “hands on” treatments, tape being used to help people maintain a better posture and a home stretching programme. Up to 7 individual sessions with a physiotherapist will be offered over a sixteen week period. 
3. Exercise. Includes balance, strengthening and stretches exercises. Up to 7 individual sessions with a physiotherapist will be offered over a sixteen week period. People will be shown how to exercise safely and effectively at home. Two phone calls from their physiotherapist to check progress.
Outcomes: QUALEFFO 41 questionnaire (quality of Life), Time Loaded Stand (TLS) test (back muscles endurance). Secondary: Short Performance Physical Battery (lower extremity physical function), Functional Reach Test (standing balance, predictor of falls risk), 6 minute timed walk test (endurance), PASE (physical activity), VAS (pain), diaries (adherence), EQ-5D-5L and economic evaluation.  
Follow up: Assessments at baseline, 4 and 12 months. Postal questionnaires at 6 and 9 months.

Data Analyses: Intention-to-treat analysis approach. Hierarchical regression models to estimate the treatment effects, adjusted for important co-variates (prior fracture history, fracture severity grade, age). Final analyses will include data from the control and intervention arm(s) continuing beyond the interim analysis from the first and second stages of the trial. Plus, qualitative and health economic data analyses.
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