[image: ]
	Participant Information and Consent Form 
	



Project Title: Patients’ Perspective of Pessary Use in Pelvic Organ Prolapse
Researchers:
Dr. Garson Chan, Faculty, Department of Surgery, University of Saskatchewan, 306-653-3255, garson.chan@usask.ca  
Minhal Mussawar, Student Investigator, College of Medicine, University of Saskatchewan, 306-216-9467, dru670@usask.ca 
Astha Chandra, Sub-investigator, McGill University, 613-883-3753 astha.chandra@mail.mcgill.ca
Mehrshad Hanafimosalman, Sub-investigator, McGill University, 438-220-1140, mehrshad.hanafimosalman@mail.mcgill.ca
Sahar Khademi, Sub-investigator, McMaster University, 437-909-9096, khades1@mcmaster.ca 

Purpose(s) and Objective(s) of the Research: 
The purpose of this study is to examine how pessaries are used in treating pelvic floor disorders, by what mechanisms we can improve their function and to identify the needs of women with pelvic organ prolapse.

Procedures: 
You will complete a survey via RedCap, an online platform, that will take approximately 10 minutes (a link to the privacy policy is included below). This survey can be completed at your own leisure and the data will be stored in a secure place. We ask that you do not share the information that you have entered into the survey with anyone as this is personal health information. During the survey, you will be asked questions on the following:
· Basic demographic information such as age and ethnicity
· Past reproductive history such as previous pregnancy and childbirths and any diagnosis of pelvic floor disorders
· Current and/or previous pessary use 
· Personal preferences for pessary use 

Alternatively, if you are a clinician/pessary prescriber, the survey will ask you questions on the following:
· Length of practice
· Choice of pessary and the factors involved in it 
· Patient population
· Nature of pessary fittings in the clinic 

Funded by: Dean’s Project from the University of Saskatchewan

Potential Risks: No known risks to the participants.

Potential Benefits: We hope that this research will aid us in understanding how pessaries can be used to treat pelvic organ prolapse as well as in coming up with ways to improve patient outcomes associated with pessary use. We hope that findings can contribute to the growing body of research on non-surgical initiatives in treating common health conditions. This research may also contribute to female-specific sexual health research which has historically been under looked and underfunded. 
Compensation: Participants will not receive compensation for completing this survey. 

Confidentiality: 
· No subjects will be identified in any report or publication about this study. 
· Your privacy and confidentiality will be protected by the use of non-identifying student numbers and by securing all study data in a password-protected electronic folder.  
· A separate electronic, password protected file linking your identification to you name and other identifying information will be kept separate from any study data and will be destroyed at the end of the study.  
· Data will be stored on RedCap and only the researchers will have access to it. 

Right to Withdraw:  
· Your participation is voluntary and you can answer only those questions that you are comfortable with. You may withdraw from the research project for any reason, at any time without explanation or penalty of any sort.
· Your right to withdraw data from the study will apply until one month after the end of your participation. After this date, it is possible that some form of research dissemination will have already occurred and it may not be possible to withdraw your data.

Follow up: 
· You will be able to view results by visiting our website: https://femtherapeutics.com/

Questions or Concerns: 
· Contact the researcher(s) using the information at the top of page 1
· This project has been approved on ethical grounds by the UofS Research Ethics Board on [insert date of ethics approval]. Any questions regarding your rights as a participant may be addressed to the committee at ethics.office@usask.ca 

[bookmark: _GoBack]If you agree to participate in this study, simply click on to the next page and complete the remainder of the Pessary Survey. Please email our team should you have any questions about the survey or this consent form at info@femtherapeutics.com or at dru670@usask.ca 

Redcap privacy policy: https://projectredcap.org/software/mobile-app/privacypolicy/ 
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