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1.  INVITATION 
You are being invited to take part in this research study because have been admitted to the hospital with a critical illness.
2. YOUR PARTICIPATION IS VOLUNTARY  

Your participation is voluntary. You have the right to refuse to participate in this study. If you decide to participate, you may still choose to withdraw from the study at any time without any negative consequences to the medical care, education, or other services to which you are entitled or are presently receiving.
Before you decide, it is important for you to understand what the research involves.  This consent form will tell you about the study, why the research is being done, what will happen to you during the study and the possible benefits, risks and discomforts.  

If you wish to participate, you will be asked to sign this form.  

Please take time to read the following information carefully and to discuss it with your family, friends, and doctor before you decide.
3.  WHO IS CONDUCTING THE STUDY? 

This study is sponsored by Dr. Daren Heyland, Professor of Medicine at Queen’s University.  This study is funded by the Canadian Institutes of Health Research (CIHR) and Alberta Innovates, Health Solutions.  <<PI name>> is the study doctor who will be supervising this study at <<name of institutiaon>>
No conflict of interest parties have been identified.
4.  BACKGROUND 

A significant part of health care involves caring for people who are seriously ill and are at risk of dying. Most elderly patients are too sick to participate in decisions about medical care in such a condition.  Hospital doctors will often ask patients early in your hospital stay whether they would want or not want “resuscitation” (an attempt to restart the heart and lungs if the heart stops). Some may find the question alarming if it is the first time they have ever thought about it, or others may have considered their treatment choices in the past and have had discussions with their family and their doctors about their wishes. 

Discussing plans for any future medical treatments is called “advance care planning.” Advance care plans concern the medical treatments a person wants or does not want in the event their physical condition declines as a result of an accident, medical emergency, old age, or getting sicker from a chronic illness.  Comfort measures to control symptoms such as pain, shortness of breath and anxiety are treatments provided to all. Other technological treatments may be discussed with patients with their doctor. For example, some patients may have life sustaining measures such as breathing machines, dialysis, or cardiac resuscitation used in their course of illness whereas others may not.  The “DNR” or “Do Not Resuscitate” is an example of a treatment decision that doctors may discuss with patients. A DNR decision and other decisions about care patients want if they are unable to speak for themselves should be written down and put in the hospital chart. 

Advance Care Planning (ACP) has been shown to increase the quality of life of very sick or dying patients, improve the experience of family members, and decrease health care costs. However, we do not know how often Canadians, like your self, participate and engage in advance care planning. In this study, patients and family caregivers’ views about ACP will be documented and we will ask you your level of satisfaction with communication and decision-making about the medical care you are receiving and will receive in the future. 
Approximately 60 patients and their family members will take part in the study at <<name of institution>> and hundreds more at other acute care hospitals across Canada.
5.  WHAT IS THE PURPOSE OF THE STUDY?

Discussing advance care plans is important but this can be a difficult topic for doctors, patients and their families. The purpose of the study is to hear your views about these kinds of conversations and help us develop ways to make communication about advance care planning more open, and effective. 
6. WHO CAN PARTICIPATE IN THIS STUDY?
You may be able to participate in this study if you are 55 years or older and have been admitted to the hospital for a critical illness.
Your family member may also participate in this study.
7. WHO SHOULD NOT PARTICIPATE IN THE STUDY?
You can not participate in this study if you do not speak English or if you have a cognitive impairment.
Non-English speaking family members can not participate.
8. WHAT DOES THE STUDY INVOLVE? 
If you consent to participate in this study, the study research coordinator will:

1. Collect information from your medical record about your health condition(s) and treatments you received in hospital.  

2. Administer a survey to you.  The survey will involve questions related to:
· Your education level, home location, ethnic group, income bracket, and religion that might affect your perspectives and responses to subsequent questions. 
· Your general abilities to manage activities at home prior to hospital admission. 
· Advance Care Planning. 
· Your satisfaction with communication and decision making regarding your current and future medical care. 
You do not need to answer any question(s) that you are not comfortable answering.

The study questions will take about 60 minutes to complete but can be done over several shorter sessions if you prefer.

9.  WHAT ARE MY RESPONSIBILITIES? 
You will be asked to respond to survey questions as outlined in section 8: What does the study involve?
10.  WHAT ARE THE POSSIBLE HARMS AND DISCOMFORTS?
There are minimal risks to participating in this study. Participants may find it upsetting to talk about advance care planning, and questions relating to your condition at this point. Please tell the interviewer if you need to take a break or rest. If you consider some of the questions too personal you can decide not to answer these if you wish. You may choose to withdraw from the interview at any point. 
11. WHAT ARE THE POTENTIAL BENEFITS OF PARTICIPATING?
No one knows whether or not you will benefit from this study.  There may or may not be direct benefits to you from taking part in this study.  Some participants in this kind of research have found their involvement to be beneficial because they were encouraged to talk about their health care experience and concerns.

We hope that the information gained will help to improve the quality of care patients like yourself or your relative receive in the future.
12.  WHAT ARE THE ALTERNATIVES TO THE STUDY TREATMENT? 

There are no alternatives to participating in the study as the study does not affect your medical treatment.  
13.  WHAT IF NEW INFORMATION BECOMES AVAILABLE THAT MAY AFFECT MY DECISION TO PARTICIPATE?
If you choose to enter this study and at a later date a more effective treatment becomes available, it will be discussed with you.  You will also be advised of any new information that becomes available that may affect your willingness to remain in this study.

14.  WHAT HAPPENS IF I DECIDE TO WITHDRAW MY CONSENT TO PARTICIPATE? 

You may withdraw from this study at any time without giving reasons. 
If you choose to enter the study and then decide to withdraw at a later time, all data collected about you during your enrolment in the study will be retained for analysis.  

15.  CAN I BE ASKED TO LEAVE THE STUDY? 

If you are not complying with the requirements of the study or for any other reason, the study doctor may withdraw you from the study and will arrange for your care to continue. 
16. WILL MY TAKING PART IN THIS STUDY BE KEPT CONFIDENTIAL? 
Your confidentiality will be respected.  However, research records and medical records identifying you may be inspected in the presence of the Investigator or his or her designate by representatives of the Fraser Health Research Ethics Board for the purpose of monitoring the research. No information or records that disclose your identity will be published without your consent, nor will any information or records that disclose your identity be removed or released without your consent unless required by law. 

You will be assigned a unique study number as a participant in this study.  Only this number  will be used on any research-related information, including medical records, personal data and research data, collected about you during the course of this study, so that your identity [i.e. your name or any other information that could identify you] as a participant in this study will be kept confidential.   Information that directly discloses your identity will remain only with the Principal Investigator and/or designate.  The list that matches your name to the unique identifier that is used on your research-related information will not be removed or released without your consent unless required by law.
PRIMARY CARE PHYSICIAN/SPECIALIST NOTIFICATION 
Please indicate, by checking the applicable box, whether you want us to notify your primary care physician(s) or specialist(s) of your participation in this study. This is not a consent to release medical information. 
 ___Yes, I want the study investigator to advise my primary care physician(s) or specialist(s) of my participation in this study. My primary care physician(s) and/or specialist(s) name(s) is/are:  ____________________________________
The name of the medical clinic I attend is: ____________________________
Participant Initials: _______

____No, I do not want the study investigator to advise my primary care physician(s) or specialist(s) of my participation in this study. 

Participant Initials: _______

____I do not have a primary care physician or specialist. 

 Participant Initials: _______

____The study investigator is my primary care physician/specialist. 

Participant Initials: _______

I understand that if I choose not to advise my primary care physician(s) or specialist(s) ofmy participation in this study, there may be potential medical consequences which may affect my comprehensive medical care or treatment. I understand that the study investigator may not be responsible for these consequences. 

You may wish to discuss the consequences of your decision with the study staff.
Disclosure of Race/Ethnicity
Studies involving humans now routinely collect information on race and ethnic origin as well as other characteristics of individuals because these characteristics may influence how people respond to the study questions. Providing information on your race or ethnic origin is voluntary.
17.  AFTER THE STUDY IS FINISHED

The study research coordinator will let you know when your study participation is finished.  No further actions are required of you.
18.  WHAT HAPPENS IF SOMETHING GOES WRONG?

By signing this form, you do not give up any of your legal rights and you do not release the study doctor or other participating institutions from their legal and professional duties.  There will be no costs to you for participation in this study.  You will not be charged for any research procedures.  If you become ill or physically injured as a result of participation in this study, medical treatment will be provided at no additional cost to you.  The costs of your medical treatment will be paid by your provincial medical plan and/or by the study sponsor.
19.  WHAT WILL THE STUDY COST ME? 

You will not be paid for taking part in this study. Taking part in this study will not result in added costs to you.

20.  WHO DO I CONTACT IF I HAVE QUESTIONS ABOUT THE STUDY DURING MY PARTICIPATION? 

If you have any questions or desire further information about this study before or during participation, or if you experience any adverse effects, you can contact Dr. Doris Barwich at (604) 587-4669. 
21.   WHO DO I CONTACT IF I HAVE ANY QUESTIONS OR CONCERNS ABOUT MY RIGHTS AS A PARTICIPANT?

If you have any concerns or complaints about your rights as a research participant and/or your experiences while participating in this study, please contact << Dr.              >> and/or <<Dr. >> Research Ethics Board [REB] co-Chairs by calling <<contact number>>.  You may discuss these rights with the co-chairmen of the <<Instituiton REB>>. 

22. PARTICIPANT CONSENT TO PARTICIPATE  

Advance Care Planning Evaluation in Elderly Patients: A multi-center, prospective study.         The ACCEPT Study
· I have read and understood the participant information and consent form. 

· I have had sufficient time to consider the information provided and to ask for advice if necessary. 

· I have had the opportunity to ask questions and have had satisfactory responses to my questions. 

· I understand that all of the information collected will be kept confidential and that the results will only be used for scientific objectives. 

· I understand that my participation in this study is voluntary and that I am completely free to refuse to participate or to withdraw from this study at any time without changing in any way the quality of care that I receive. 

· I understand that I am not waiving any of my legal rights as a result of signing this consent form. 

· I have read this form and I freely consent to participate in this study.  

· I have been told that I will receive a dated and signed copy of this form.  

23.  SIGNATURES

Participant Consent

I understand that participation in this study is entirely voluntary. I authorize access to my medical record as described in this consent form.  I may choose not to participate or I may withdraw from the study at any time and I will continue to be offered the best available medical care.  I understand that I may ask questions about this study in the future.

I will receive a signed copy of this consent form for my own records.

I consent to participate in this study.













____

Participant’s Signature


Printed name




Date













____

Witness Signature


Printed name




Date









    

____

____

Signature of



Printed name

    Study Role

Date
Person Obtaining Consent

Study:  The ACCEPT Study
Current Version:  <<date>> (Pt version)
Description:  The ACCEPT Study
Version: <<date>> (pt version) 
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