Summary of Changes to UBC-FHA Consent Guide Template June 20, 2011
The following document outlines all sample wordings from the previous consent form template which have now been updated.  Each section of the template will be addressed, with a table underneath outlining the changes.  The sections will go in sequential order and will be identified by the section number and title.  Any sections which do not appear below did not have any substantial changes to wordings.
PLEASE NOTE: The new consent form template has more detailed guidance for researchers when creating their consent forms.  The tables below do not reflect these changes; below are changes to sample wordings only.  Researchers are encouraged to view the new consent form template in its entirety.

1. INVITATION

	PREVIOUS WORDING
	UPDATED WORDING

	Title of Section:

INTRODUCTION – ‘The invitation to participate’
	Title of Section:

INVITATION


2. YOUR PARTICIPATION IS VOLUNTARY

	PREVIOUS WORDING
	UPDATED WORDING

	Your participation is entirely voluntary, so it is up to you to decide whether or not to take part in this study.  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.  


	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.



	If you wish to participate, you will be asked to sign this form.  If you do decide to take part in this study, you are still free to withdraw at any time and without giving any reasons for your decision.

If you do not wish to participate, you do not have to provide any reason for your decision not to participate nor will you lose the benefit of any medical care 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.  [For clinical trials, add:] You also need to know that there are important differences between being in a research study and being cared for by your doctor. When you participate in a research study, the main goal is to learn things to help other patients in the future. Outside a research study, your doctor’s sole goal is to care for your health. Nevertheless, the researchers have a duty of care to all subjects and will inform you of any information that may affect your willingness to remain in the study.


3. WHO IS CONDUCTING THE STUDY?
	PREVIOUS WORDING
	UPDATED WORDING

	The Principal Investigator has received financial compensation from the funding agency [name the funding agency] for enrolling subjects into this study/for providing advice on the design of the study/travel expenses/etc.  You are entitled to request any details concerning this compensation from the Principal Investigator.


	The Principal Investigator [study personnel and/or institution] has received financial compensation from the sponsor [name the sponsor] for the work required in doing this clinical research and/or for providing advice on the design of the study/travel expenses/etc. Financial compensation to researchers for conducting the research is associated with obligations defined in a signed contractual agreement between the researchers and the sponsor. Researchers must serve the interests of the subject and also abide by their contractual obligations. For some, the payment of financial compensation to the researchers can raise the possibility of a conflict of interest. You are entitled to request any details concerning this compensation from the Principal Investigator.




4. BACKGROUND

	PREVIOUS WORDING
	UPDATED WORDING

	None
	Feasibility Study or Pilot Study

Before proceeding to a full-scale study, a ”pilot study” or “feasibility study” is often carried out first to test the design of a study, the likelihood of successful recruitment or the acceptability of the intervention to potential subjects. The basic idea is to find out if it will be useful to commit the resources to proceed to a potentially definitive study. The “design” of a study is how the study will be done, how the data are collected, whether that data can provide useful information and whether it will be practical to proceed to a larger study that will include more subjects.  This type of study involves only a small number of subjects and therefore the results can only be used as a guide for further larger studies. There is no guarantee that a larger study will be done and it is not expected that you will benefit from taking part in this study (or that you will be part of a future larger study if it is done), although the knowledge gained may help to develop future studies that may benefit others.



	None
	Phase I Studies:

This is a Phase I study. A Phase I study is a trial of an experimental study drug or treatment which is tested in a small group of people for the first time to evaluate its safety, determine a safe dosage range, and identify side effects.  Phase I studies are neither expected nor intended to provide a direct personal benefit to subjects.

Include the following if applicable and modify accordingly: 

The purpose of this study is to find the highest dose of a new drug <agent> that can be tolerated without causing very severe side effects. This is done by starting at a dose lower than the one that does not cause side effects in animals. Subjects are given <agent> and are watched very closely to see what side effects they have and to make sure the side effects are not severe. If the side effects are not severe, then more potential subjects are asked to join this study and are given a higher dose of <agent>. Subjects joining this study later on will get higher doses of <agent> than subjects who join earlier. This will continue until a dose is found that causes severe but temporary side effects. Doses higher than that will not be given.



	The purpose of this Phase II study is to investigate the safety and tolerability (how it makes you feel) of three different dose levels of…during 12 weeks of treatment…and to determine the response of your infection to treatment and to stopping after 12 weeks.  

The goal of this Phase II study is to explore whether adding the experimental…vaccine to the standard treatment plan is safe and produces the desired effect [name it] against the ……cells.


	Phase II Studies:

This is a Phase II study. A Phase II study is a study of an experimental drug or treatment which is given to a larger group of people than in Phase 1 study. Its goal is to begin to find out what effect it has on your [insert disease or condition] and to further evaluate its safety.



	The purpose of this Phase III study is to compare the safety and effectiveness of the new treatment with the old treatment.


	Phase III Studies:
This is a Phase III study. A Phase III study is a study of an experimental drug or treatment which is given to large groups of people to confirm its effectiveness, monitor side effects, compare it to commonly used treatments, and collect information to determine whether the experimental drug or treatment can be used safely. 



	None
	Phase IV Studies: 

This is a Phase IV study. A Phase IV study is a study of an approved drug or treatment (also called “a post marketing study”)  which is conducted to obtain additional information regarding the drug’s or treatment’s, benefits and optimal use.  




7. WHO SHOULD NOT PARTICIPATE IN THIS STUDY

	PREVIOUS WORDING
	UPDATED WORDING

	Participants and their partners in this trial must avoid pregnancy. Failure to do so may result in potential harm to your fetus. You should discuss the issues surrounding this necessity with your study doctors, and find an acceptable solution that will address this matter.


	Because we do not know if or how an unborn baby/fetus could be harmed, you should avoid becoming pregnant.  Talk to your study doctor about the risks to your unborn baby/fetus if you did get pregnant.  Work with your study doctor to find the best solution to make sure you do not get pregnant, if you wish to be in the study.




8. WHAT DOES THE STUDY INVOLVE – If you Decide to Join This Study: Specific Procedures

	PREVIOUS WORDING
	UPDATED WORDING

	Optional Studies:

The following studies are optional. You will be provided with a separate consent for each optional study that describes the details and that you will be required to sign for each if you wish to participate in the optional study.  You can take part in this main study and not take part in these optional studies.  If you decide not to take part in any or all of the optional studies your care will not be affected.


	Optional Studies:

Even if you choose to take part in this study, the following projects are optional and require that you to sign a separate consent form for each.  You can take part in the main study and not take part in these optional studies.  If you decide not to take part in any or all of the optional studies your care will not be affected.




10. WHAT ARE THE POSSIBLE HARMS AND DISCOMFORTS?
	PREVIOUS WORDING
	UPDATED WORDING

	Title of Section:

WHAT ARE THE POSSIBLE HARMS AND SIDE EFFECTS OF PARTICIPATING?
	Title of Section:

WHAT ARE THE POSSIBLE HARMS AND DISCOMFORTS?

	None


	Risks and Discomforts from Standard Treatment

The risks and side-effects of the standard or usual treatment of [indicate] will be explained to you as part of your standard care.


	None
	Reproductive Risks

Because of the effects that the [insert study drug] may have on an unborn child are unknown, you should not become pregnant or father a baby while on this study. An effective method to avoid pregnancy should be used while you are on study treatment. [Explain if this extends for a period of time after treatment has stopped and specify how long it should continue.] Ask the study doctor about counseling and more information about preventing pregnancy. You should not breastfeed your baby while on this study [explain if this is only while taking the experimental treatment or extends for a period of time after treatment has stopped and specify how long]  because it is possible the drugs used in this study may be present in your breast milk. [Include a statement about possible sterility when appropriate (e.g., "Some of the drugs used in the study may make you unable to have children in the future.  Your study doctor will discuss this with you."].  If you (or your partner) become pregnant while you are on this study, you should notify your study doctor.



	None
	Genetic Risks [required wording where applicable]

In addition to the risks of physical harms outlined in this consent form, there are also possible non-physical risks associated with taking part in this study.  For example, disclosure of genetic or tissue marker research data could result in discrimination by employers or insurance providers toward you or your biological (blood) relatives. The chance that research data would be released is estimated to be small. [Disclose other genetic risks as applicable to the study.]




11. WHAT ARE THE POTENTIAL BENEFITS OF PARTICIPATING?

	PREVIOUS WORDING
	UPDATED WORDING

	Title of Section:

WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY? 
	Title of Section:

WHAT ARE THE POTENTIAL BENEFITS OF PARTICIPATING?


12.  WHAT ARE THE ALTERNATIVES TO THE STUDY TREATMENT? 

	PREVIOUS WORDING
	UPDATED WORDING

	If you choose not to participate in this study, the following treatment options may be available to you: [list them].  You can discuss these options with your doctor before deciding whether or not to participate in this research project.


	If you choose not to participate in this study or to withdraw at a later date, the following treatment options may be available to you: [list them].  You can discuss these options with your doctor before deciding whether or not to participate in this research project.


13.  WHAT IF NEW INFORMATION BECOMES AVAILABLE THAT MAY AFFECT MY DECISION TO PARTICIPATE?

	PREVIOUS WORDING
	UPDATED WORDING

	None


	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? 

	PREVIOUS WORDING
	UPDATED WORDING

	Your participation in this research is entirely voluntary.  You may withdraw from this study at any time.  If you decide to enter the study and to withdraw at any time in the future, there will be no penalty or loss of benefits to which you are otherwise entitled, and your future medical care will not be affected.  

The study doctor(s)/investigators may decide to discontinue the study at any time, or withdraw you from the study at any time, if they feel that it is in your best interests. 

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.  By law, this data cannot be destroyed.


	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.  It is a legal requirement that these data cannot be destroyed [for Health Canada regulated or US federally funded research only].




15. CAN I BE ASKED TO LEAVE THE STUDY? 

	PREVIOUS WORDING
	UPDATED WORDING

	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.  On receiving new information about the treatment, your research doctor might consider it to be in your best interests to withdraw you from the study without your consent if they judge that it would be better for your health. 


	If you are not able to follow 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.  On receiving new information about the treatment, your research doctor might consider it to be in your best interests to withdraw you from the study without your consent if they judge that it would be better for your health. 




16. WILL MY TAKING PART IN THIS STUDY BE KEPT CONFIDENTIAL? 

	PREVIOUS WORDING
	UPDATED WORDING

	Your confidentiality will be respected.  No information that discloses your identity will be released or published without your specific consent to the disclosure.  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 (Insert here, if relevant to study, the name of the sponsoring company), Health Canada, (Insert here, if relevant to study, the U.S. Food and Drug Administration), and the UBC Research Ethics Board for the purpose of monitoring the research.  However, no records which identify you by name or initials will be allowed to leave the Investigators' offices.
	Your confidentiality will be respected.  However, research records and health or other source records identifying you may be inspected in the presence of the Investigator or his or her designate by representatives of [Insert here, if relevant to study, the name of the sponsoring company or cooperative group conducting the study], Health Canada, [Insert here, if relevant to study, the U.S. Food and Drug Administration], and [Insert name of your REB] 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.  [If this is a US FDA regulated study, insert the sample paragraph noted below that describes the right of the US FDA to remove identifying information.] 



	
	You will be assigned a unique study number as a subject in this study.  Only this number will be used on any research-related information 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 subject in this study will be kept confidential.   Information that contains your identity will remain only with the Principal Investigator and/or designate.  The list that matches your name to the unique study number that is used on your research-related information will not be removed or released without your consent unless required by law.



	None
	Your rights to privacy are legally protected by federal and provincial laws that require safeguards to insure that your privacy is respected and also give you the right of access to the information about you that has been provided to the sponsor and, if need be, an opportunity to correct any errors in this information.  Further details about these laws are available on request to your study doctor.



	None
	For US FDA-regulated studies only, include the following wording in separate paragraphs: 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time. [This is mandatory US FDA wording and cannot be amended.]
Because this is a study that also falls under U.S. regulation, in some circumstances the U.S. Food and Drug Administration (US FDA) may seek to copy records that contain your personal information. If this occurs, you will be informed before the records are copied, but your consent may not be sought. You should be aware that privacy protections on personal information may differ in other countries. 



	It is unusual to include [name of non-standard identifier(s), e.g., the date of birth and initials] on research records and material forwarded to others.  Most studies submit information identified by code numbers or letters only.
	NOTE: If there is planned disclosure of personal identifiers (e.g. names, date of birth, or initials)  outside the local study site, or if such personal identifiers are used on study documents or any research-related information or are part of the unique identifier, this must be justified to the REB and, if permitted, the foregoing standard wording must be amended as necessary. As well, placement of any research data or results in the subject’s health records must be disclosed to subjects and justified to the REB.

Sample Wording (if applicable): 

Your birth date will also be provided if requested by the sponsor or responsible regulatory agency.

	None
	If data is being transferred out of Canada

Any study related data [or samples], sent outside of Canadian borders may increase the risk of disclosure of information because the laws in those countries [for example, the Patriot Act in the United States] dealing with protection of information may not be as strict as in Canada.  However, all study related data [and samples], that might be transferred outside of Canada will be coded (this means it will not contain your name or personal identifying information) before leaving the study site.  By signing this consent form, you are consenting to the transfer of your information [and samples], to organizations located outside of Canada. [Include list of organizations.]

	None
	Reportable Diseases

In most cases, your personal information or information that could identify you will not be revealed without your express consent.  However, if as a result of your participation in this study, facts become known to  the researchers which must be reported by law to public health authorities or legal authorities, then your personal information will be provided to the appropriate agency or authority.

	None
	Primary Care Physican(s) /Specialist(s) 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: ____________________________
Subject 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. 

Subject Initials: _______

____I do not have a primary care physician or specialist. 

Subject Initials: _______

____The study investigator is my primary care physician/specialist. 

Subject Initials: _______

I understand that if I choose not to advise my primary care physician(s) or specialist(s) of my 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.


	None
	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 different medications. Providing information on your race or ethnic origin is voluntary.


18. WHAT HAPPENS IF SOMETHING GOES WRONG?
	PREVIOUS WORDING
	UPDATED WORDING

	Signing this consent form in no way limits your legal rights against the sponsor, investigators, or anyone else.
	Signing this consent form in no way limits your legal rights against the sponsor, investigators, or anyone else, and you do not release the study doctors or participating institutions from their legal and professional responsibilities. 


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

	PREVIOUS WORDING
	UPDATED WORDING

	If you have any questions or desire further information about this study before or during participation, you can contact [Principal Investigator or his/her representative] at [telephone number]. 
	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 [Principal Investigator or his/her representative] at [telephone number]. 


21. WHO DO I CONTACT IF I HAVE ANY QUESTIONS OR CONCERNS ABOUT MY RIGHTS AS A SUBJECT?

	PREVIOUS WORDING
	UPDATED WORDING

	If you have any concerns about your rights as a research subject and/or your experiences while participating in this study, contact the Research Subject Information Line in the University of British Columbia Office of Research Services by e-mail at RSIL@ors.ubc.ca or by phone at 604-822-8598 
	If you have any concerns or complaints about your rights as a research subject and/or your experiences while participating in this study, contact the Research Subject Information Line in the University of British Columbia Office of Research Services by e-mail at  RSIL@ors.ubc.ca or by phone at 604-822-8598 (Toll Free: 1-877-822-8598).




23. SIGNATURES

	PREVIOUS WORDING
	UPDATED WORDING

	Required Wording Where Incompetent Subjects Are Capable of Assent: 

The parent(s)/guardian(s) and the investigator are satisfied that the information contained in this consent form was explained to the child to the extent that he/she is able to understand it, that all questions have been answered, and that the child assents to participating in the research.


	Required Wording Where Incompetent Subjects Are Capable of Assent: 

The parent(s)/guardian(s)/substitute decision-maker (legally authorized representative) and the investigator are satisfied that the information contained in this consent form was explained to the child/subject to the extent that he/she is able to understand it, that all questions have been answered, and that the child/subject assents to participating in the research.




