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Participant Information Sheet
	Title
	A containment strategy using anal plugs for the treatment of intractable faecal incontinence (IFI) in stroke survivors versus standard care in a rehabilitation setting 



	Site Investigator
	(1)   Ms Simone Quartermaine (Bentley Hospital)

(2) Ms Judith Thompson (Bentley Hospital)



	Investigator(s)

	(3) Ms Judith Thompson (Bentley Hospital)

(4) Prof Christopher Etherton-Beer (University of Western Australia and Bentley Hospital)
(5) Ms Rosemary Saunders (Edith Cowan University)
(6) A/Prof Caroline Bulsara (University of Notre Dame) 


You are invited to take part in this research project. This is because you have Intractable Faecal Incontinence (IFI) as a result of a severe stroke.   The research project is testing a new treatment for IFI. The new treatment is called Coloplast PERISTEEN® anal plug. 
This information sheet explains the project and describes what will be involved should you decide to participate.  Please read the information carefully and ask any questions you might have.  You will be given a copy of this form to keep.
What is the purpose of this research?
Containment products such as Coloplast PERISTEEN® anal plugs offer an intervention option for some people with Intractable Faecal Incontinence (IFI) and provides pseudo continence.  In the UK, government guidelines have included the use of Coloplast PERISTEEN® anal plugs as one of a suite of strategies for managing Faecal Incontinence (Wilson, 2015) The use of the plug aims to provide a physical aid to allow better control of bowel opening by either participant
 or their carer
. This can potentially contribute to the overall improved quality of life for the stroke survivors and their carers (Collins, Hibberts, Lyons, Williams, & Schizas, 2014). Despite the need for improved treatments, little robust data exists regarding the use of adjuvant containment products for managing intractable faecal incontinence.  Therefore, this study will examine the feasibility, usefulness and acceptability of using the anal plug Coloplast PERISTEEN® amongst participants with persistent IFI during the rehabilitation phase. Participants from three rehabilitation hospital sites (Bentley, Rockingham, Osborne Park) will be recruited to the study and their primary carer over a period twelve months. The use of the plug will be compared to the usual care during this phase using a number of validated tools. In addition, both participants and carers will be asked to participate by completing a pre and post satisfaction survey which will also include a quality of life measure. 

Medications, drugs and devices have to be approved for use by the Australian Federal Government. Coloplast PERISTEEN® is approved in Australia to treat Intractable Faecal Incontinence. This research has been initiated by Dr Christopher Etherton-Beer (Prof Geriatric Medicine) and the study nurse practitioner, Ms Simone Quartermaine, a continence nurse specialist. 
This research has already been partially funded by the University of Notre Dame (Fremantle) through the Research Incentive Scheme. The product provided for this intervention is being provided by Coloplast Peristeen ®. 

What will participation in this research involve?

You will be given a standard assessment by a registered nurse (RN) using a stool chart completed at each 12 hour shift. If you meet the study criteria you and your family member as primary carer will be invited to participate in the study and asked to sign a consent form. Once the consent forms are signed you and carer will be selected to the trial to either (i) receive the standard and usual care or (ii) to begin using the anal plug whilst also receiving the standard care. At commencement of the intervention, both you and primary carer will be given four days to become accustomed to use of the anal plug. You will then be asked to complete the following with some assistance from the nurse of data collection nurse if required. : 
· Bristol Stool Chart (participant, completed by staff)

· The research team developed treatment satisfaction survey (participant and carer)

· The Revised Faecal Incontinence Scale (RFIS) (patient)
· The Caregiver Self-Assessment Scale (carer)
The satisfaction survey has been developed for the purposes of the study by the research team. At the end of the two week period and before leaving the hospital, you will be asked to complete the same surveys again. 

The anal plug will take a few days to become accustomed to using. During this time you can contact and speak to the continence nurse specialist or relevant nursing staff member with any questions or concerns you may have. If, at any time, you become uncomfortable or distressed whilst using Peristeen® you may withdraw from the study without it affecting your care and treatment. This study is being monitored by two experienced continence nurse specialists and a senior geriatrician 
at the hospital
.
You will be participating in a randomised controlled research project. Sometimes we do not know which treatment is best for treating a condition. To find out we need to compare different treatments. We put people into groups and give each group a different treatment. The results are compared to see if one is better. You will have a one in two chance of being selected for the use of the Coloplast PERISTEEN® anal plug. This research project has been designed to make sure the researchers interpret the results in a fair and appropriate way and avoids study doctors or participants jumping to conclusions.  

There are no additional costs associated with participating in this research project, nor will you be paid. All medication, tests and medical care required as part of the research project will be provided to you free of charge.
If you are part of the PERISTEEN® group, you will be required to become used to wearing the anal plug over a period of 4 days. The plug is inserted every 12 hours and then replaced thereafter for a duration of approximately ten days to two weeks. If after the 4 days, you choose not to continue to wear the plug you can withdraw from the study without it affecting your usual care and treatment.  At the commencement of the trial period (after initial 4 days) you will be asked to complete the questionnaires and again at the end of the two week intervention period. If required, assistance in completing the questionnaires is possible by the data collection nurse or a person (family member) nominated as your primary carer. 
This feasibility pilot study will enrol 54 participants and 54 carers from three hospitals in the Perth metropolitan area. This is a randomised controlled trial which means that as a possible participant you will be allocated into one of two groups. That is either (i) the group which gets the PERISTEEN® anal plug for a two week period or (ii) the group that received the usual standard care for two weeks during rehabilitation phase after their stroke. In order to ensure that the study is rigorous, you and your primary carer cannot to select which group you are randomly selected into.
Do I have to take part in this research project?

Participation in any research project is voluntary. If you do not wish to take part, you do not have to. If you decide to take part and later change your mind, you are free to withdraw from the project at any stage.
Your decision whether to take part or not to take part, or to take part and then withdraw, will not affect your routine treatment, your relationship with those treating you or your relationship with the hospital and the health care team.
You do not have to take part in this research project to receive treatment at this hospital. Other options are available; these include usual care during the rehabilitation phase post stroke. 
Sometimes during the course of a research project, new information becomes available about the treatment that is being studied. If this happens, the continence nurse specialist will tell you about it and discuss with you whether you want to continue in the research project. 
What are the possible benefits of taking part?
We cannot guarantee or promise that you will receive any direct benefits from this research.  However, other studies have shown that use of the anal plug can potentially allow for better bowel control  and bowel opening control for participants and carers, This could lead to an improved quality of life for both participant and carer. Potentially, the success of the anal plug better enables participant and carer to live within the community and at home. It could help with building your confidence level and that of your primary carer due to better bowel opening management beyond the rehabilitation phase of recovery. 
There will be no clear benefit in particular to the participants in the usual care group will receive any benefits from this research.  However, those allocated to the usual care group could potentially benefit other participants and carers in the future.

What are the possible risks and disadvantages of taking part?

There are no perceived disadvantages to patients or carers except during the initial four day phase when the patient and carer become accustomed to inserting and using the anal plug. This could cause some discomfort initially. Nursing staff will be trained in the use of anal plugs and are available to reassure and advise patients and carers on the use of the plug. Should the patient and carer decide at any time that they no longer wish to continue with the use of the anal plug, they will resume usual care and no longer be required to wear the anal plug. 
Medical treatments often cause side effects. You may have none, some or all of the effects listed below, and they may be mild, moderate or severe. If you have any of these side effects, or are worried about them, talk with your study doctor and / or the continence nurse specialists. Your study doctor will also be looking out for side effects.
There may be side effects that the researchers do not expect or do not know about and that may be serious. Tell your study doctor and / or the continence nurse specialists immediately about any new or unusual symptoms that you get.
Many side effects go away shortly after treatment ends. However, sometimes side effects can be serious, long lasting or permanent. If a severe side effect or reaction occurs, your study doctor and / or the continence nurse specialists may need to stop your treatment. Your study doctor and / or the continence nurse specialists will discuss the best way of managing any side effects with you and enabling you to continue to use Peristeen®.

	Side Effect
	How often is it likely to occur?
	How severe might it be?
	How long might it last?

	Discomfort when inserting the plug
	During each insertion
	Mildly uncomfortable
	Until you get used to wearing the plug


If you become upset or distressed as a result of your participation in the research, the study doctor will be able to arrange for counselling or other appropriate support. Any counselling or support will be provided by qualified staff who are not members of the research project team. This counselling will be provided free of charge. 
What if I withdraw from this research project?

If you decide to withdraw from the project, please notify a member of the research team before you withdraw. This notice will allow that person or the research supervisor to discuss any health risks or special requirements linked to withdrawing.
If you do withdraw your consent during the research project, the study doctor and relevant study staff will not collect additional personal information from you, although personal information already collected will be retained to ensure that the results of the research project can be measured properly and to comply with law. You should be aware that data collected by the sponsor up to the time you withdraw will form part of the research project results.  If you do not want them to do this, you must tell them before you join the research project.
What happens when the research project ends?

The use of Coloplast PERISTEEN® is solely for the duration of the study. Thereafter the participant and carer who have been provided with the anal plugs (intervention arm) will be provided with the option of purchasing the plugs should they decide to continue with their use. Other alternatives are the pad subsidy through Medicare (CAPS). 
What will happen to information about me?
Any information obtained in connection with this research project that can identify you will remain confidential. All surveys will be “de-identified” and responses entered using a unique identifier which is not linked to the individual participant and carer. Electronic data will be stored on a password protected computer, with the password only known to the Investigators. Hard copy data (including consent forms) will be de-identified (patient name/DOB/UMRN etc removed and replaced with their study number) and stored in a locked filing cabinet. When data collection and checking is complete, no identifiable data will leave Bentley Hospital. De-identified data will be provided for analysis to the co-investigator within the School of Nursing & Midwifery, the University of Notre Dame (Fremantle).  Your information will only be used for the purpose of this research project and it will only be disclosed with your permission, except as required by law.

Information about you may be obtained from your health records held at this and other health services for the purpose of this research. By signing the consent form you agree to the study team accessing health records if they are relevant to your participation in this research project.

Your health records and any information obtained during the research project are subject to inspection (for the purpose of verifying the procedures and the data) by the relevant authorities and authorised representatives of the Sponsor, Coloplast PERISTEEN® and the institution relevant to this Participant Information Sheet (Bentley Hospital) or as required by law. By signing the Consent Form, you authorise release of, or access to, this confidential information to the relevant study personnel and regulatory authorities as noted above. 
It is anticipated that the results of this research project will be published and/or presented in a variety of forums. In any publication and/or presentation, information will be provided in such a way that you cannot be identified, except with your permission. Given that all questionnaires and surveys are de-identified and responses are data entered using a unique identifier this makes identification to one single participant impossible.  
Information about your participation in this research project may be recorded in your health records. By signing the consent form you agree to the study team accessing health records if they are relevant to participation in this research project.
In accordance with relevant Australian privacy and other relevant laws, you have the right to request access to your information collected and stored by the research team. You also have the right to request that any information with which you disagree be corrected. Please contact the study team member named at the end of this document if you would like to access your information.
Complaints and compensation
If you suffer any injuries or complications as a result of this research project, you will receive any medical treatment required to treat the injury or complication, free of charge, as a public patient in any Australian public hospital.
Who is organising and funding the research?
This research project is being conducted as a collaborative project by researchers from  Bentley Health Service (Department of Health, Government of Western Australia)  and researchers from the University of Western Australia, University of Notre Dame (Fremantle) and Edith Cowan University. The principal investigators are Simone Quartermaine and Judith Johnston. 
It is being funded by Coloplast PERISTEEN® and the Research Incentive Scheme from the University of Notre Dame. 
No member of the research team will receive a personal financial benefit from your involvement in this research project (other than their ordinary wages).

Further information and who to contact
If you want any further information concerning this project or if the participant has any medical problems which may be related to their involvement in the project (for example, any side effects), you can contact the principal study doctor on [phone number] any of the following people:


Clinical contact person

	Name
	Ms Simone Quartermaine

	Position
	Continence Nurse Specialist 

	Telephone
	9416 3791

	Email
	Simone.Quartermaine@health.wa.gov.au


This study will be carried out in a manner conforming to the principles set out by the "National Statement on Ethical Conduct in Research involving Humans". The Royal Perth Hospital (RPH) Human Research Ethics Committee (HREC) has reviewed and approved the study. If you have any concerns about the conduct of the project or your rights as a research participant, please contact the Research Governance Office on (08) 9224 2292 or EMHS.REG@health.wa.gov.au and quote the ethics approval number (2016-221)
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Consent Form 
	Title
	A containment strategy using anal plugs for the treatment of intractable faecal incontinence in stroke survivors versus standard care in a rehabilitation setting 



	Site Investigator
	   Ms Simone Quartemaine

	Investigator(s)

	(1) Ms Judith Thompson (Bentley Hospital)

(2) Prof Christopher Etherton-Beer (University of Western Australia and Bentley Hospital)
(3) Ms Rosemary Saunders (Edith Cowan University)
(4) A/Prof Caroline Bulsara (University of Notre Dame) 


Declaration by Participant

I have read the Participant Information Sheet or someone has read it to me in a language that I understand. I understand the purposes, procedures and risks of the research described in the project.

I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to the University of Notre Dame (Fremantle campus) concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential. 

I have had an opportunity to ask questions and I am satisfied with the answers I have received.

I freely agree to participate in this research project as described and understand that I am free to withdraw at any time during the study without affecting my future health care. 

I understand that I will be given a signed copy of this document to keep.
	

	
	Name of Participant (please print)
	
	
	
	

	

	
	Signature
	
	 Date
	
	

	


Declaration by Study Doctor/Senior Researcher†

I have given a verbal explanation of the research project, its procedures and risks and I believe that the participant has understood that explanation.
	

	
	Name of Study Doctor/

Senior Researcher† (please print)
	
	

	
	

	
	Signature
	
	 Date
	
	

	


† A senior member of the research team must provide the explanation of, and information concerning, the research project. 

Note: All parties signing the consent section must date their own signature.
�Hi Gerard, the intent is for this to make things easier for the carer who may eb assisting the patient / care recipient with this and other ADL activities. 


�This doesn’t make sense- surely it is the patient only who would gain better control of bowel opening?


�But this condition won’t just affect geriatric patients?  Would young patients be seen by a general physician or some medical doctor with a speciality in this area? Could younger patents feel uncomfortable knowing they are being treated by a geriatrician?


�Hi Gerard, it doesn’t really matter in tis study. The title is purely to demonstrate that a stroke rehabilitation clinician is part of the study. This is his place of work. 
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