Additional File #2: Information sheet and consent form provided at the beginning of interview – Fidelity interviews.

Minimal Risk Informed Consent Form for Participation in a Research Study

Study Title: Reducing low-value preoperative tests in patients undergoing ambulatory surgery in Ontario
CTO: 1569
Study Doctor: 	
Dr. Kyle Kirkham
	Telephone: 416-603-5118
			kyle.kirkham@uhn.ca

Dr. Andrea Patey
Telephone: 613-737-8899 # 73815
			apatey@ohri.ca 

INTRODUCTION
You are being invited to participate in a research study. You are invited to participate in this study because you have recently facilitated an Intervention titled “Reducing low-value preoperative tests in patients undergoing ambulatory surgery in Ontario”. We would like to know your experience with the delivering the intervention. This consent form provides you with information to help you make an informed choice. Please read this document carefully and ask any questions you may have. All your questions should be answered to your satisfaction before you decide whether to participate in this research study.

Please take your time in making your decision. You may find it helpful to discuss it with your friends and family. 

Taking part in this study is voluntary. Deciding not to take part or deciding to leave the study later will not result in any penalty or affect current or future employment.

IS THERE A CONFLICT OF INTEREST? 
There are no conflicts of interest to declare related to this study. 

WHY IS THIS STUDY BEING DONE?
The purpose of this project is to identify the benefits and challenges associated with delivery of the intervention as described. The aim of this study is to better understand what parts of the intervention worked well and what parts didn’t. Findings from this study will inform the effectiveness of the intervention as well as improving the delivery of subsequent interventions in this context. 

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?
It is anticipated that about 11 people will take part in this study, 
This study should take 1 year to complete, and the results should be known in about 1 year.

WHAT WILL HAPPEN DURING THIS STUDY?
You will be asked to attend one interview. During this interview, you will meet with one member of the research team. Each interview will be about 30-60 minutes in length and will take place either by phone or in person at a time that is convenient for you. You will be asked to speak about your experiences about the intervention delivery.
You will be audio recorded during the interview and the recording will be transcribed to help the researchers record your views correctly.

WHAT ARE THE RESPONSIBILITIES OF STUDY PARTICIPANTS?
If you choose to participate in this study, you will be expected to participate in a single interview. In the interview, we will be asking some questions about the delivery of the intervention to reduce low-value preoperative tests. 

HOW LONG WILL PARTICIPANTS BE IN THE STUDY?
Your participation in the study will consist of the one interview (30-60 minutes) two months after the intervention delivery.

CAN PARTICIPANTS CHOOSE TO LEAVE THE STUDY?
You can choose to end your participation in this research (called withdrawal) at any time without having to provide a reason. If you choose to withdraw from the study, you are encouraged to contact the research team.  
You may withdraw your permission to use information that was collected about you for this study at any time by letting the research team know. However, this would also mean that you withdraw from the study. 
If you decide to leave the study, the study team will stop collecting your personal information for research purposes. Any data provided will not be used in the study and destroyed.

WHAT ARE THE RISKS OR HARMS OF PARTICIPATING IN THIS STUDY? 
You might find the interview tiring if it is lengthy. You might not like all of the questions that you are asked. You do not have to answer any questions that make you uncomfortable and you can decide to take a break or end the interview at any time. You may choose not to answer questions or leave the interview at any time if you experience any discomfort.  

WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY?
You may not receive any direct benefit from taking part in this study. Your participation in this research will help us reach a better understanding of the delivery of the intervention. 

 HOW WILL PARTICIPANT INFORMATION BE KEPT CONFIDENTIAL?
If you decide to participate in this study, the research team will only collect the information they need for this study.
Records identifying you at this center will be kept confidential and, to the extent permitted by the applicable laws, will not be disclosed or made publicly available, except as described in this consent document.

Authorized representatives of the following organizations may look at your original (identifiable) records at the site where these records are held, to check that the information collected for the study is correct and follows proper laws and guidelines.

· The Ottawa Health Science Network Research Ethics Board who oversees the ethical conduct of this study in Ontario
· Ottawa Hospital Research Institute to oversee the conduct of research at this location

Information that is collected about you for the study (called study data) may also be sent to the organizations listed above. Your name, address, or other information that may directly identify you will not be used. The records received by these organizations may contain your disclose identifiers e.g., participant code.

During the discussions, participants will be encouraged to refrain from using names. If names or other identifying information is shared during the discussion, it will not be included in the written records.  

The audio recordings will be stored in a secure location and viewed only by members of the research team.  The recordings will be kept until they have been transcribed (turned into written records), and then they will be destroyed.

If the results of this study are published, your identity will remain confidential. It is expected that the information collected during this study will be used in analyses and will be published/presented to the scientific community at meetings and in journals. 

Your de-identified data from this study may be used for other research purposes. If your study data is shared with other researchers, information that links your study data directly to you will not be shared.

Even though the likelihood that someone may identify you from the study data is very small, it can never be completely eliminated. 

WHAT IS THE COST TO PARTICIPANTS?
There are no known risks to you as a participant. If you do not like some of the questions that you are asked, you do not have to answer them. 
You might find the interview tiring if it is lengthy. You might not like all of the questions that you are asked. You do not have to answer any questions that make you uncomfortable and you can decide to take a break or end the interview at any time. 

ARE STUDY PARTICIPANTS PAID TO BE IN THIS STUDY? 
You will not be paid for taking part in this study.

WHAT ARE THE RIGHTS OF PARTICIPANTS IN A RESEARCH STUDY?
You will be told, in a timely manner, about new information that may be relevant to your willingness to stay in this study.
You have the right to be informed of the results of this study once the entire study is complete. If you would like to be informed of the results of this study, please contact the research team.
Your rights to privacy are legally protected by federal and provincial laws that require safeguards to ensure that your privacy is respected.
By signing this form, you do not give up any of your legal rights against the researcher or involved institutions for compensation, nor does this form relieve the researcher or their agents of their legal and professional responsibilities.
You will be given a copy of this signed and dated consent form prior to participating in this study.

WHOM DO PARTICIPANTS CONTACT FOR QUESTIONS?
If you have questions about taking part in this study, you can talk to the doctor who oversees the study at this institution. That person is:

________Dr. Andrea Patey	__613-737-8899 ext 73815___
Principal Investigator Name	Telephone 

If you have questions about your rights as a participant or about ethical issues related to this study, you can talk to someone who is not involved in the study at all. Please contact The Ottawa Health Science Network Research Ethics Board, Chairperson at 613-798-5555 extension 16719.  

Study Title: Reducing low-value preoperative tests in patients undergoing ambulatory surgery in Ontario
SIGNATURES

· All my questions have been answered,
· I understand the information within this informed consent form,
· [bookmark: _Hlk491772722]I have read, or someone has read to me, each page of this participant informed consent form,
· I allow access to my medical records explained in this consent form,
· I do not give up any of my legal rights by signing this consent form,
· I agree to take part in this study.


	Signature of Participant

	
	Printed Name
	
	Date



Investigator or Delegate Statement
I have carefully explained the study to the study participant. To the best of my knowledge, the participant understands the nature, demands, risks and benefits involved in taking part in this study.


	Signature of Person Conducting the Consent Discussion
	
	Printed Name and Role
	
	Date



