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CONSENT FORM TEMPLATE FOR OPTIONAL RESEARCH 
This optional consent form template is intended to assist investigators in producing tissue consent forms which meet the FHREB’s requirements regarding studies involving the optional acquisition and possible banking of tissue.

Title of Study
The title of the Optional Consent Form must specify that this portion of the study is entirely optional and must clearly reflect the type of study to be conducted (i.e. Tissue Banking, DNA testing, Pharmacogenetic, Pharmacokinetic, etc.).  It should also specify, if necessary, to whom it is directed (i.e. participant, control, parent, sibling, etc.).  

Principal Investigator:  

Name, degrees held (if applicable)






Institutional affiliation






Contact Phone Number

(Optional
) Co-Investigator(s):
Name(s)






Institutional affiliation






Contact Phone Number(s)

Funder/Sponsor:  


Name of sponsor/funder 

INTRODUCTION AND STUDY PURPOSE
The introduction should state that this consent form is in addition to the consent form for the main part of the study, and represents an entirely optional part of the overall study. 
Sample wording:

In addition to the main part of the research study, you are being invited to take part in this optional part because [describe the characteristics of the sample population that are important for the study]. 
YOUR PARTICIPATION IS VOLUNTARY  

This section should stress the voluntary nature of the participation. The introduction must emphasize that the participant can take part in the main study/trial without having to participate in the optional component.
Any specific information concerning withdrawal of consent for this optional component of the study should be provided at the end of the consent form and the statement regarding voluntary participation amended accordingly.

The investigator must also disclose whether or not they plan to seek the participant’s consent for future projects involving their tissue.  

Sample wording:

Your participation is entirely voluntary, so it is up to you to decide whether or not to take part in this part of the study. Before you decide, it is important for you to understand what the research involves. This consent form will tell you about the this part of the study, why the research is being done, what will happen to you during this part of the study and the possible benefits, risks and discomforts.
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
You do not need to participate in this optional study and you do not have to provide any reason for your decision to participate. Your decision will not have any influence on your participation in the main study or any study-related treatment you are receiving, nor will you lose the benefit of any medical care to which you are entitled or are presently receiving.
Please take time to read the following information carefully and to discuss it with your family, friends, and doctor before you decide.
WHO IS CONDUCTING THE STUDY? 

Name all agencies contributing funds [including grants-in-aid], and other resources to the study. 
Declare any actual or potential conflicts of interest with respect to remuneration received from the sponsor for conducting or being involved with any part of the study and/or the possibility of commercialization of research findings.  

Sample wording:

This portion of the study is being conducted/sponsored by the [name of research group, e.g. NCIC/industry sponsor/granting agency].
Required wording for industry-sponsored studies:

The Principal Investigator [insert 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 participant 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.

BACKGROUND 
This section should provide a brief explanation about why the research is being done so that the participant can understand why a particular health problem/intervention needs to be studied.  For example, this can include non-technical information on the incidence of a disease, on the problems associated with a disease, on the poor outcomes for other treatment methods, etc. It must also explain the background of tissue acquisition, banking, and applicable affiliated research, such as genetic testing.   

WHAT IS THE PURPOSE OF THE STUDY?

This section should be distinguished from the “background” section so that the participant can easily identify the specific goal(s) of this part of the research project. The goal statement should specify exactly what this part of the study hopes to find out.  

In addition, all specific intended uses of the tissue must be explicitly explained in lay terms.

WHO CAN PARTICIPATE IN THE STUDY? (optional)
This section can specify again the inclusion criteria for this part of the study, even if it is simply to state that it is open to anyone enrolled in the main study.  

WHO SHOULD NOT PARTICIPATE IN THE STUDY? (if applicable)
If the exclusion criteria of this optional component of the study differ in any way from those of the main study, any of these criteria that participants are likely to recognize should be listed, using lay terms in the consent form (do not use diagnostic classes or technical language).  

This requirement provides an additional safeguard to participants from being inappropriately enrolled in research where they have personal information, which may not available to the investigators and which could pose a significant risk or mitigate possible benefit from participation.  

WHAT DOES THE STUDY INVOLVE?

Explain ALL research-related procedures involved in this optional portion of the study, including those that may be required before the experimental intervention is initiated. The explanation should be such that participants will be able to comprehend the extent of their involvement in this part of the study as well as be able to understand each step of their participation in the research.  

NOTE: It is not necessary to summarize or explain research-related/experimental procedures from the main study in this optional consent form. 

If You Decide to Join This Study: Specific Procedures 

This section should describe in detail the research procedures that the participant would experience. 

· Use sub-headings for each step in the participant’s involvement.  

· Ensure that specific tests are spelled out initially before using acronyms.  

This section must include, as a minimum, all procedures regarding tissue acquisition and storage, including:

· The purpose of the research; 
· The type and amount of tissue to be taken, as well as the location where the tissue is to be taken; 
· The manner in which tissue will be taken, the safety and invasiveness of acquisition, and the duration and conditions of preservation; 
· The potential uses for the tissue including any commercial uses; 
· The safeguards to protect the individual's privacy and confidentiality; 
· Identifying information attached to specific tissue, and its potential traceability; and 
· How the use of the tissue could affect privacy
Specify what type of other information will be collected. This can include, but is not limited to: 

· Information from the participant’s pre-existing medical records related to the participant’s medical history and treatment prior to or during the study and that exist at Fraser Health or other sites; 

· Information from the participant’s personal family physician or specialist;

· Information created as a result of receiving research-related procedures;

· Specify if any of this data will be linked
Sample Wording: 

If you agree to take part in this study, the procedures and visits you can expect will include the following:
· [list of procedures]
WHAT ARE MY RESPONSIBILITIES? 

This section should list and specify any requirements of the study that the participant must comply with in order to participate in this optional portion of the study.  

If applicable, describe any birth control requirements (specify type of birth control) or pregnancy reporting requirements in this section as well in such a way that they can be easily distinguished from the other information.  

WHAT ARE THE POSSIBLE RISKS OF HARM AND SIDE EFFECTS OF PARTICIPATING?

The following information should also be included in this section when applicable: 

· clarification of whether the harms are fully known; 

· clarification of any possible discomforts/side effects from the process of tissue removal (such as, in the case of blood extraction, possible bruising, infection, soreness at the needle puncture site);

· quantification in percentages of the chance of experiencing all of the possible side effects (i.e. the percentages of people who experienced soreness, infection, etc, in other studies);

· clarification of whether the participants will be notified of the results of testing done on their tissue, and if so, the provisions for both pre-test counselling of participants, and counselling upon receipt of the results
· clarification of whether there is a risk of not being able to purchase insurance coverages because the results from a genetic test might discriminate against the participant
Genetic Information
Genetic or tissue banking or tissue marker consents must mention the rare possible event of loss of confidentiality. One hundred per cent guarantees can not be given on information confidentiality in an era of electronic communication. It is mandatory to disclose how the loss of confidentiality could result in discrimination by employers or insurance providers. The possible commercial use of genetic material and financial compensation should also be fully stated.

Required wording (if 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.]

WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY? 

This information should include relevant information about the nature of the potential benefits and the likelihood of these benefits occurring. This should include any anticipated benefits to society or to a specific group, and these potential benefits must be explained in a separate paragraph so as not to confuse them with any potential benefits to the research participants.  

Sample Wording: 

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. We hope that the information learned from this study can be used in the future to benefit other people with a similar disease.
WHAT HAPPENS IF I DECIDE TO WITHDRAW MY CONSENT TO PARTICIPATE? 

This section must explain that the participant has the right to stop participating in the study at any time and without any penalty to their continuing medical care, or to their participation in the main part of the study, and that the participants can withdraw without explaining their reasons for doing so. 

The following information should also be included in this section when applicable: 

· a statement as to whether the tissue can be removed from the bank if the participant withdraws consent to participate, and if so, how (i.e. actual destruction of genetic material or research data, or the removal of all identifiers).  
· a statement that the study doctors/investigators may decide to discontinue (or withdraw the participant from) the study at any time.

Required wording (for research that is regulated by Health Canada or US FDA):
You may withdraw from this optional study at any time without giving reasons. If you choose to enter the study and then decide to withdraw at a later time, all information about you collected up to the point of your withdrawal [including, where applicable, information obtained from your biological samples] will be retained for analysis in order to protect the integrity of the research, which may benefit future research participants and patients. However, no further information will be collected. 

[If samples have been collected before you withdraw, they will be destroyed or returned to the facility from which they were obtained. There may be exceptions where the samples will not be able to be withdrawn for example where the sample is no longer identifiable (meaning it cannot be linked in any way back to your identity).] As your participation in this research includes enrolling in the main study, you will be asked whether you wish to withdraw from the main study as well.

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.
Sampling wording (for non-regulated research):
You may withdraw from this optional study at any time without giving reasons. If you choose to enter the study and then decide to withdraw at a later time, you have the right to request the withdrawal of your information [and/or samples] collected during the study. This request will be respected to the extent possible. Please note however that there may be exceptions where the data [and/or samples] will not be able to be withdrawn for example where the data [and/or sample] is no longer identifiable (meaning it cannot be linked in any way back to your identity) or where the data has been merged with other data. If you would like to request the withdrawal of your data [and/or samples], please let your study doctor know. As your participation in this research includes enrolling in the main study, you will be asked whether you wish to withdraw from the main study as well.

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.
WHAT HAPPENS IF SOMETHING GOES WRONG?
Required 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 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 [study sponsor].

Sample Wording (if applicable): 
In case of a serious medical event, please report to an emergency room and inform them that you are participating in a clinical study and that the following person can then be contacted for further information [Principal Investigator] at [telephone number].
In the event that you become ill or injured as a direct result of the study procedures in accordance with the clinical trial procedure set out in the Protocol, you will be examined by your physician and will receive medical care and [study sponsor] will assist you by paying for reasonable treatment or services that your physician recommends that are not covered by your health insurance.
CAN I BE ASKED TO LEAVE THE STUDY? 

This section should describe under what circumstances the study investigator would take the participant off of the optional study, for example, the optional study may be stopped by the sponsor or regulatory agency if knowledge of any unexpected or unexplained serious adverse events that affect participant’s safety becomes known. Include any specific instructions to the participant regarding what they need to do should they be withdrawn from the optional study. 

Sample 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.
AFTER THE STUDY IS FINISHED

Include any information that may be given to the participant once their participation is concluded.  For example, this could include whether or not the participant will be able to gain access to study results with regard to their tissue.  

WHAT WILL THE STUDY COST ME? 

This section must explain whether or not the participant will incur any personal expenses as a result of participation, such as parking and/or transit costs, and whether or not these will be reimbursed. If the former, specify whether all or some of the expenses will be reimbursed and up to what amount.  Otherwise, provide an explicit statement that there will be no reimbursement for study related expenses. 

In addition, state whether or not the participant will be paid for their participation. If the latter, include details of the amount of any honoraria/incentives for provided to participants for their participation. 

WILL MY TAKING PART IN THIS STUDY BE KEPT CONFIDENTIAL? 
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 FHREB and, if permitted, the foregoing standard wording must be amended as necessary. As well, placement of any research data or results in the participant’s health records must be disclosed to participants and justified to the FHREB. 
If applicable, this section must contain the following information a statement explaining:

· any possible access by other investigators, now or in the future, to the participant’s banked tissue and whether or not any information identifying the participant will be involved;

· a statement clarifying any identifying information attached to specific tissue, and its potential trace-ability; 
· how the use of tissue could affect privacy
Required 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 participant 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 participant 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.

Sample wording (if applicable): 

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

Anonymization
If the information is anonymized such that it does not include any identifiers, the consent form must explain that the research information will not identify the participant in any way. 

Sample wording: 

Your research-related information will not identify you in any way because all identifying information has been removed such that the information is now anonymous and there is no possibility of linking your identity to your information.
US FDA Regulated Studies
Required wording for US FDA-regulated studies only:

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. 

Sample wording (if applicable): 

Because this study also falls under U.S. regulation, in the event of certain types of investigations of the study the U.S. Food and Drug Administration (US FDA) may need to copy and take away records that contain your personal information. By signing this consent form you are agreeing to this. In the event that this occurs, the study doctor will attempt to notify you. You should be aware that privacy protections of personal information may differ in other countries. 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 dealing with protection of personal information (for example the Patriot Act in the United States) may not be as strict as in Canada.
If data is being transferred out of Canada 
Include the following information if data and/or is being transferred out of Canada.

1. The participant information that will be sent outside of Canada.

2. A description of the coding of the data, if different from the coding described elsewhere in the consent form. 

3. To whom the information will be sent (e.g. individuals, organizations, regulatory agencies).

4. Where the information will be sent (e.g. USA, UK, Australia). 

Required wording (if applicable):

Any study related data [and/or samples], sent outside of Canadian borders may increase the risk of disclosure of information because the laws in those countries, [insert (for e.g.) 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/or 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/or samples], to organizations located outside of Canada. 

· [Insert organization/s]
Reportable Diseases
Disclose to participants if positive tests for communicable diseases are reportable to provincial health authorities (e.g. hepatitis B or C, Human immunodeficiency virus (HIV), West Nile virus, etc.). Insert examples of any foreseeable instances where such reporting of communicable diseases may be required.

See BCCDC List of Reportable Diseases
Required wording (if applicable):

Your personal information or information that could identify you will not be revealed without your express consent unless required by law. If 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.

· [Insert example/s]
Disclosure of Race/Ethnicity
If applicable, collection of data on demographic features such as race/ethnicity, birthplace, gender, and sexual orientation must be justified in the ethics application and the reason for the collection explained to participants and that providing this information is voluntary. 

Sample wording:
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.

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

Sample Wording: 

If you have any questions or desire further information about this part of the study before or during participation, you can contact [Principal Investigator or his/her representative] at [telephone number].
WHO DO I CONTACT IF I HAVE ANY QUESTIONS OR CONCERNS ABOUT MY RIGHTS AS A PARTICIPANT DURING THE STUDY?
Required wording: 

If you have any concerns or complaints about your rights as a research participant and/or your experiences while participating in this study, contact the FHREB co-Chairs by calling at 604-587-4681.  You may discuss these rights with the co-chairs.
CONSENT TO PARTICIPATE  

This section of the consent form should start on a new page with the title of the study on that page. It should be clear in this section that the consent form is not a contract and as such that the participant does not give up any legal rights by signing it.  

The participant is signing the form to indicate that he/she has read, understood and appreciates the information concerning the study. As such use the first person pronoun (“I”) for this section. 

It is helpful if the signature page includes a checklist of the issues most critical to making an informed decision. Ensure that the checklist fits on the page with the signatures of the participants. The signatures should never be on a separate page by themselves. 

Sample Check List:  

· I have had the opportunity to ask questions about the information provided in this consent form and have had satisfactory responses to my questions

· 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 

· 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.  

SIGNATURES

___________________________
____________________________
____________
Participant signature


Printed name of participant


Date

___________________________
____________________________
____________
Signature of person administering

Printed name of person administering
Date

consent




consent


___________________________
____________________________
____________
Investigator Signature


Printed name




Date

FORMAT GUIDELINES FOR CONSENT FORMS

Consent forms should be written at a Grade 7 level of understanding. 

1) Type size – no smaller than the type on this page (12 point)

2) Use headings, small paragraphs and spaces between the paragraphs

3) Use simple lay language – explain medical terms and jargon.  

4) Write out all acronyms the first time they appear in the consent form. 

5) Number the pages in the following manner: “1 of 3”, “2 of 3”, “3 of 3” etc.

6) Include a footer ON EACH PAGE with the version date and/or version number

7) All information required by the participant must be included in the informed consent form with the exception of ancillary drug information sheets, if applicable. 

8) The consent form submitted for review should be in its final form (as it will be seen by the participant), including letterhead.

9) Spelling and grammar must be corrected before it is submitted for review.

10) Use second person pronouns for the participant information part of the consent form (you/your).  Use first person pronoun (“I”) for only the final “consent statement” portion of the form. 

� If the principal investigator is an affiliated investigator, then the Fraser Health co-investigator must be listed. 
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