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Accelerated versus conservative rehabilitation following rotator cuff surgery to repair full-thickness tears: Clinical outcomes and recovery of muscle function


 Participant Information Sheet 

You are being invited to take part in this study. Before you decide it is important for you to understand why the study is being done and what it will involve. Please take time to read the following information carefully and discuss it with your surgeon, GP and family before making your decision. Please ask the doctor or study staff to explain anything that you do not clearly understand or if you want more information about the study.

Introduction

Rotator cuff tears may affect one or more of the tendons of the four rotator cuff muscles in your shoulder, principally the supraspinatus. These tears cause significant pain and restricted movement of the arm, affecting the ability to perform daily activities, participate in sport and exercise, and the ability to work. Arthroscopic rotator cuff repair is the most popular surgical treatment for rotator cuff pathology. While surgery is considered an effective treatment, high failure rates and recurrent tears are common, especially degenerative tears, which are frequently observed in the older population. 

Post-operative rehabilitation is a critical part of the treatment following rotator cuff repair. Specific exercises to improve mobility and strength of the rotator cuff are commonly prescribed after repair. However, the role of post-surgical immobilisation, the amount of load that can be safely borne by the repair site throughout the early post-operative stages, and when and how to safely graduate this progressive load through rehabilitation, is currently unclear.  

Traditionally, repairs have been managed with passive range of motion followed by delayed active motion and, finally, strengthening exercises. However, as the incidence of repair failures grew, it has been suggested that overly aggressive rehabilitation and excessive loading at the healing repair site may play a role. Subsequently, delayed rehabilitation involving an early period of immobilization (arm in a sling) has become common practice. The rationale behind a delayed rehabilitation program stems from concerns that early repair site loading may negatively affect tendon healing, and that the repair site requires suitable time to heal without aggravation via loading. 

However, improvements in surgical techniques and current evidence and expert opinion suggesting that this period of immobilisation is too conservative and may potentially increase the risk of post-operative shoulder stiffness and a delayed return of shoulder muscle function, have allowed the possibility of an early, controlled post-operative treatment protocol. Therefore, this study seeks to investigate the benefit of a structured, though accelerated post-operative rehabilitation program designed to safely return patients to work and sport faster, with improved patient based outcome scores, accelerated recovery of muscle function, and without risk to the repaired shoulder.

Nature and Purpose of this study

This is a prospective randomised controlled trial (RCT), which seeks to investigate the benefit of an accelerated post-operative rehabilitation program after your rotator cuff repair surgery. This will be evaluated via validated questionnaires about your pain and function, clinical scores looking at your strength, mobility and function, as well as the time taken to return to work/sport, overall satisfaction and re-injury rate. This information will be of benefit to you in your return to full function, as well as other patients who require such treatment in the future.    

What this study will involve - What will happen in this clinical trial?

This is a prospective RCT investigating two different post-operative rehabilitation interventions and, therefore, all patients who are undergoing arthroscopic rotator cuff repair with Mr Allan Wang will be invited to participate in this trial. If you fulfil the inclusion criteria and consent to participate in this RCT, you will be randomised to either one of two groups: conservative (CR) or accelerated (AR) structured post-operative rehabilitation.

If you consent to participate in this RCT, you will be required to undergo a comprehensive education session and pre-operative functional assessment to record baseline data. This will be undertaken at St John of God Hospital prior to your scheduled shoulder surgery. You will be asked a series of standardised, introductory questions about any previous injuries and medical history. You will also be required to participate in a series of musculoskeletal capacity tests including measurement of height, body mass, and bilateral active range of motion (AROM) of the shoulder. 

In addition to following the designated rehabilitation program you are randomised to, you will be required to undertake post-operative evaluation at 6 weeks, as well as 3, 6, and 12 months post-surgery. This will include validated self-reported questionnaires, a series of strength/functional tests relevant to the specific time point, and post-operative Magnetic Resonance Imaging (MRI) assessment of the quality of your repair which will only take place at 12 months post-surgery. These are all measures that are employed routinely in the follow up evaluation of rotator cuff repair.

Electromyographic (EMG) Muscle Assessment
Additionally, intramuscular and surface EMG data will be collected from eight muscles around the shoulder girdle on both shoulders to determine muscular function during baseline strength testing. This will be undertaken pre-operatively, and repeated at 6 and 12 months post-surgery to assess the recovery of muscle function in repaired shoulders, and any difference between the CR and AR treatment arms. Muscle activity will be measured via 'electromyography' (EMG) analysis, which involves the use of electrodes either on the surface of the skin (surface EMG), or inserted via a fine wire needle into your muscle under ultrasound guidance (intramuscular EMG), which are attached wirelessly to a recording device. The use of surface or intramuscular EMG electrodes will be dictated by the individual muscle being investigated. EMG analysis is considered safe and the insertion of intramuscular EMG electrodes will be performed by an experienced research assistant. 

Potential Benefits

· As a participant in this study you will be provided with a comprehensive peri-operative rehabilitation program, that will assist in restoring function post-surgery.
· The information we get from this study will benefit patients, such as you, who require such treatment in the future.

Risks and Discomforts

· There are no expected risks/discomforts expected through participation in this study. You may experience some joint and/or muscular soreness as a result of the rehabilitation sessions or functional evaluation tests employed, though this will be temporary and remains part of normal care.
· The CR protocol is commonly used and is considered very conservative. Although the AR protocol is currently untested, we anticipate no harmful complications as a result of this rehabilitation approach.
· There may be some discomfort during EMG testing. A fine wire needle is used to insert the electrode intramuscularly and, although a sharp scratch may be felt as the needle is inserted, this is not generally considered to be unduly uncomfortable. The insertion of fine-wire electrodes will be performed under ultrasound guidance for accuracy by an experienced technician, and participants will have a topical anaesthetic cream placed over the muscle to numb the insertion site. Some individuals may experience a minor reaction to the surface EMG electrodes and markers, but if this does occur it will be temporary.

What happens if there is an adverse medical event?

Should there be any problems encountered throughout either post-operative protocol (CR or AR), the rehabilitation approach shall be modified accordingly, and the patient may be referred to their General Practitioner or Orthopaedic Surgeon for consultation. Your usual rights under Australian law in relation to an adverse medical event or injury will not be affected by your agreeing to participate in this research study or by signing the consent form.

Voluntary Participation and Withdrawal from the study

You will not be paid to take part in this study, nor will you be reimbursed for travel expenses incurred for taking part in the study. It is up to you to decide whether or not to take part in this study. If you do decide to take part you will be asked to sign a consent form and will be given a copy of this signed information and consent form to keep. You will still be free to withdraw from the study at any time. Before withdrawing you should discuss this with your surgeon or GP. If you decide to withdraw or decide not to take part in this study, there will be no penalty. Your decision will not affect your continuing medical care including your relationship with your surgeon, doctor or other clinical staff. No reason or justification for withdrawing is needed. If you decide to withdraw, the records of your participation will be destroyed. 

What happens when the research is completed?

After the study is completed, you will be given appropriate education and advice regarding ongoing treatment. Further rehabilitation and therapy will be offered to you, but whether you accept is at your own discretion. The results of the research will be made available through medical journals, conference meetings and a thesis, but all patient information will be de-identified and no private information will be identified outside the investigator office.

Confidentiality – who will see my records?

During the course of study, staff from St John of God Subiaco Clinic and the University of Western Australia will be granted direct access to your medical records so that they can confirm that the information collected about you during the study is accurate. Paper records will be kept under lock and key in a metal filing cabinet in the St John of God Subiaco Clinic. Computer records will be stored in the assessor database and will be password protected. The chief investigator will only have access to hand written and electronic records. Records will be kept for 15 years after which paper records will be shredded and computer records will be permanently deleted including back-up copies. The results of this research will be made available through journal publications and meetings, but all patient information will be de-identified and no private information will be identified outside the investigator office.

Study Costs	Comment by Peter Edwards: Chat about this?
Are we providing free rehab? Or will we look at charging pts, albeit a discounted price?

This needs to be discussed with Allan, though I would assume that the ‘rehab’ would be provided by you, free of charge, as part of your PhD?

There are no additional costs to you, outside of the normal standard of care. Rehabilitation is considered an imperative part of rotator cuff surgery, and there will be no difference in rehabilitation costs between the CR and AR rehabilitation groups. All post-operative clinical assessments undertaken as part of the study will not be paid by the patient. However, your cost of travel to and from the venue for the assessments will not be reimbursed.

Ethical Approval

The St John of God Health Care HREC has given ethical approval for the conduct of this study. If you have any concerns or complaints about the study please contact the Executive Officer on (08) 9382 6940 on a confidential basis. Your concerns will be drawn to the attention of the Committee who is monitoring the study.

Questions?

If you have any questions or concerns now or at any time throughout the study, regarding your safety or your rights, please ask your surgeon or the research coordinator. If you would like to participate in this study, or like to discuss any aspect of this study, please feel free to contact Peter Edwards on 0422 370 913 or via email, peter.edwards@uwa.edu.au or Dr Jay Ebert 9386 9961 or jay.ebert@uwa.edu.au.
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Accelerated versus conservative rehabilitation following rotator cuff surgery to repair full-thickness tears: Clinical outcomes and recovery of muscle function


 Participant Consent Form 

I confirm that I have read and understand the Participant Information and Consent Form for the above study and have had the opportunity to ask questions and all of these have been answered in a way I understand.

I understand that my participation is voluntary. I may refuse to take part in this study and I am free to withdraw from the study at any time, without my medical care or legal rights being affected. There is no penalty. My decisions do not affect my continuing medical care including my relationship with my doctor or other clinical staff.

I understand that sections of any of my medical record may be looked at by responsible individuals from St John of God Hospital or from regulatory authorities where it is relevant to my taking part in research. I give permission for these individuals to have access to my records.

I agree to take part in the above study.

___________________________   	 ________________	 _______________________
Name of Participant		 	 	 Date			 Signature	

___________________________   	 ________________	 _______________________
Name of Witness		 		 Date			 Signature	


I, the undersigned have discussed the nature and purpose of the study and the possible risks and benefits of participation with the participant and/or legally authorised representative.

 I believe that the participant and/or his/her representative has been fully informed, using language which is understandable and appropriate, and has understood this explanation.



__________________________________	 	________________	 __________________
Name of Researcher / Person obtaining consent	Date		 	 Signature	





Revocation of Consent 

I hereby WITHDRAW my consent to participate in the research project described above and understand that such withdrawal will not make any difference to my medical care or my relationship with my doctor or other clinic staff.

___________________________   	 ________________	 _______________________
Name of Participant		 	 	 Date			 Signature	



CONTACT: Peter Edwards – PhD Candidate – UWA – peter.edwards@uwa.edu.au / 0422 370 913


























Approval to conduct this research has been provided by the University of Western Australia, in accordance with its ethics review and approval procedures. Any person considering participation in this research project, or agreeing to participate, may raise any questions or issues with the researchers at any time. In addition, any person not satisfied with the response of researchers may raise ethics issues or concerns, and may make any complaints about this research project by contacting the Human Research Ethics Office at the University of Western Australia on (08) 6488 3703 or by emailing to hreo-research@uwa.edu.au. All research participants are entitles to retain a copy of any Participant Information Form, and/or Participant Consent Form relating to this research project.
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