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	Fraser Health Research Ethics Board

Department of Evaluation and Research Services

#400, 13450 102nd Avenue, Surrey, BC  V3T 0H1

Phone:  604.587.4436  Fax:  604.930.5425



	CONSENT FORM CHECKLIST OF REQUIRED INFORMATION FOR REVIEW AND APPROVAL

	Fraser Health Research Ethics Board (FHREB) policy requires written consent in all cases, unless under special circumstances the FHREB has approved a waiver of consent.  All of the following information must be included in the consent form and not fragmented into information sheets. Please check off items in the following list to show that these items have been incorporated into all consent forms. [see FHREB GN #24] and the FHREB Consent Form Template)   

Note that a separate genetic sub-study/tissue/DNA banking consent form is required when consent to conduct a genetic substudy/bank tissue (including blood/DNA) is requested and this is independent of the subject’s participation in the study (e.g., when the subject may refuse banking, but still participate in the main study). [see FHREB GN #24.4]

	 FORMCHECKBOX 

	Consent forms prepared on institutional letterhead (Fraser Health department or hospital) or a facsimile.

	 FORMCHECKBOX 

	The title of the project.

	 FORMCHECKBOX 

	The identity of the Principal Investigator and the co-investigators, and the name and telephone number of a contact person.

	 FORMCHECKBOX 

	A contact telephone number for emergencies, and an explicit statement that it operates 24 hours a day, seven days a week, when applicable.

	 FORMCHECKBOX 

	Second-person pronouns (you/your child), when referring to subjects. Be consistent throughout all consent forms.

	 FORMCHECKBOX 

	An explanation of who is funding the study.

	 FORMCHECKBOX 

	A statement of any actual or potential conflict of interest on the part of the researchers or funders

Standard Wording for All corporate or for-profit sponsored studies:  Include the following conflict of interest statement near the front of the consent document: “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.”



	 FORMCHECKBOX 

	A clear explanation of why the subject has been invited to participate in the study.  If the research is required to satisfy educational requirements, indicate this as well.

	 FORMCHECKBOX 

	An offer to answer any inquiries concerning the procedures, to ensure that they are fully understood by the subject

	 FORMCHECKBOX 

	A brief but complete description in lay terms of the purpose of the study and of all research procedures.  For clinical trials, explain how the experimental intervention is different from standard care.  For clinical research, terms such as Phase 1, Phase II, Phase III, random assignment, placebo, double blind, etc. must be explained in lay terms.

	 FORMCHECKBOX 

	A statement of the total amount of time for participating in the research required of a subject, [For clinical research, specify the time that is greater than that normally needed for standard care.]

	 FORMCHECKBOX 

	A description of which subjects must be excluded from the study, to allow the subject to self-select out of the study. This list should be limited to exclusions which the potential subject is likely to be aware of him/herself.  Specify any restrictions regarding the reproductive capacity of either women or men.

	 FORMCHECKBOX 

	A table of all known side effects, with either an estimate of the probability of their occurrences or a summary of the available data (e.g., “has been tested in 50 normal volunteers; 5 experienced nausea and vomiting”), and/or an explanation of other harms, such as psychological or social.  Use BOLD text to highlight risks of death or permanent disability

	 FORMCHECKBOX 

	Genetic Information:  It is mandatory to mention that the full results of this loss of data that could result in discrimination by employers or   insurance providers.  

Standard Wording:  “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.]”



	 FORMCHECKBOX 

	A description of the procedures in place to minimize risks and/or to provide pre/post test counselling, if applicable.

	 FORMCHECKBOX 

	A statement notifying subjects that their family physician will be notified of their study participation, if applicable because the subject’s health could be affected.

	 FORMCHECKBOX 

	A statement describing what alternatives to participating in the research project are available to the subject (i.e. what other treatment options are available outside of the study), if applicable.

	 FORMCHECKBOX 

	A statement describing the timely disclosure to subjects of information related to their continuing participation. Assurance that the identity of the subject will be protected and a description of how this will be accomplished.

Required Wording (if applicable): 

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.

	 FORMCHECKBOX 

	Assurance that the information collected will be kept confidential, an explanation of how this will be done, and a statement of who will have access to it.  Genetic or tissue banking studies must specify if confidentiality cannot be totally guaranteed.

	 FORMCHECKBOX 

	Details of payment for expenses and/or any other remuneration to be offered to the subjects, if any

	
	A statement that the confidentiality of subjects will be respected.

Standard Wording:  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.  
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.

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.

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.
[see FHREB Policy #11]

	 FORMCHECKBOX 

	A statement that subjects do not waive any of their legal rights by signing the consent form.  Specify the availability of financial support for subjects that may be harmed in the case of clinical trials.

Standard Wording:  “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 study1.  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 plan3 and/or by the study sponsor.*  [Name the Sponsor]2.

1 include if statement is true for this study, i.e. all parking, mileage expenses are being reimbursed to the study subject.

2 not necessary for non-regulated studies or unfunded studies

3 Study sponsor must be prepared to cover the cost of medical treatment required for illness or injury as a result of the research if patient is uninsured.

  *For definition of “Sponsor” refer to ICH Good Clinical Practice Guidelines (ICH GCPs), article 1.53”.   
 [see FHREB Policy #11]

	 FORMCHECKBOX 

	An unambiguous statement that the subject may decline to enter, or withdraw from, the study at any time without any consequences to continuing medical care, if applicable

	 FORMCHECKBOX 

	A statement that if the subject has any concerns about his/her treatment or rights as a research subject, he/she may telephone the co-chairs of the FHREB.  Standard wording:   “If you have any concerns or complaints about your rights as a research subject and/or your experiences while participating in this study, contact Dr. Anton Grunfeld and/or Dr. Allan Belzberg, Research Ethics Board [REB] co-Chairs by calling 604-587-4681.  You may discuss these rights with the co-chairmen of the Fraser Health REB.”

	 FORMCHECKBOX 

	Consent Form Signature Page:

	
	 FORMCHECKBOX 

	Study name at the top of the page.

	
	 FORMCHECKBOX 

	Name of Principal Investigator and Co-Investigators.

	
	 FORMCHECKBOX 

	A statement acknowledging receipt of a copy of the consent form, including all attachments.

	
	 FORMCHECKBOX 

	A statement that the subject is consenting to participate (by signing).

	
	 FORMCHECKBOX 

	The signature and printed name of the subject consenting to participate in the research project, investigation, or study, the date of the signature.

	
	 FORMCHECKBOX 

	The signature and printed name of a witness, and the date of signature.  

	
	 FORMCHECKBOX 

	The signature and printed name of the Principal Investigator (or qualified designated representative), and the date of the signature. 

	
	 FORMCHECKBOX 

	The signature of a person, granting third party consent, the “Temporary Substitute Decision Maker” or legal equivalent, if FHREB approved.

	
	 FORMCHECKBOX 

	The form version number and date at the bottom of each page.    Pages numbered.

	 FORMCHECKBOX 

	OTHER SPECIFIC FHREB STANDARD WORDING REQUIREMENTS: 

Consent Form Template Section 23:  Other Consent Requirement

	
	 FORMCHECKBOX 

	Communicable Diseases

Guidance: 

· Standard wording is required for any research studies in which blood tests may reveal the presence of a communicable disease that is reportable by law.  Law. Refer to the BC Health Act Communicable Disease Regulation Schedules A & B for the list of reportable diseases at http://www.qp.gov.bc.ca/statreg/reg/H/Health/4_83.htm.  

· In addition, standard wording is also required for notification of suspected child abuse for studies involving children. 

· Use the standard wording for either blood tests for communicable diseases* OR studies involving children* that is applicable to the study.  Standard Wording: “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”.

*This requirement applies to communicable diseases which include but are not limited to, hepatitis B or C, West Nile Virus; HCV and HiV.  

*Similarly, information that leads the researchers to strongly suspect that a child is being harmed or in danger of being harmed, may have to be disclosed by law. Except for the circumstances described above the risk of disclosure of personal information is usually very small”. 


	
	 FORMCHECKBOX 

	Studies with an Out of Canada Association

Standard Wording: I understand that as part of the <Name of Study> research study to which I have consented, <identifiable/deidentified> information about me, < which may include tissue or blood specimens> will be sent to... <name & location of foreign institution or organization>. This organization may be subject to laws that may require access to your <identifiable/deidentified> information, for example, the Patriot Act in the United States.     All the questions I have asked have been answered in a satisfactory manner and I consent to the disclosure of the information as described during the study” 
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