UBC REB Optional Clinical Consent Form Template

GENERAL FORMATTING GUIDELINES FOR CLINICAL INFORMED CONSENT FORMS (ICF)

Please note that a well presented ICF that is in accordance with REB standards will facilitate the approval process.   ICFs that do not adhere to REB standards will be returned to the researcher.   Please adhere to the following formatting requirements:
1. Consent forms should be written at a Grade 7 level of understanding.  In Microsoft Word you can display the Flesch-Kincaid Grade Level Score by accessing Tools/Options/Spelling& Grammar and by checking ( Show readability statistics.
2. Use simple lay language explaining medical terms and jargon.  Use non-scientific terminology and remove emotive terms.

3. Type size should be a minimum 12 point font.  

4. Use headings, small paragraphs and spaces between the paragraphs

5. Regarding the use of DRUG TRADE NAMES in Consent Forms:

Exclusive use of drug trade names in consent forms is not allowed.  Acceptable forms of designation of drug names are:  “generic name” or “generic name (Trade name)”.  

Exception to 1:  Where a drug product contains multiple ingredients, which makes use of their generic names impractical, the trade name for the combination product may be used.

6. When reference is made to regulatory authorities having access to information please include Health Canada as well.

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

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

9. Include a footer ON EACH PAGE with the version number and date.

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

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

12. Spelling, grammar and formatting must be corrected before it is submitted for review.

13. 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. 

14. Use “participant” throughout the consent form rather than “patient” or “volunteer”.  “Subject” may be used, but “participant” is preferred in TCPS2 (see chapter 2.A.).  The chosen term must be used consistently throughout the document, including in the Title of Study.

15. 
Required wording is highlighted in yellow.
OPTIONAL CONSENT FORM REQUIREMENTS

This optional consent form template is intended to assist investigators in producing tissue consent forms that meet the UBC CREB’s requirements regarding studies involving the optional acquisition and possible banking of tissue.  Adherence to it may not be sufficient, however, and investigators should refer to the REB’s Guidance Notes and policies for details of special circumstances involving their research.

[……………University of British Columbia and/or Hospital/Program Department Letterhead………….]

OPTIONAL PARTICIPANT INFORMATION AND CONSENT FORM
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.).  

Title of Study
The title should convey that the proposed intervention is for research rather than for educational, treatment, or other purposes.  The title must be the exact title of the research protocol.  A short simplified title may accompany the title if it is too difficult for a layperson to understand.  

Principal Investigator:  
[Be sure that ‘Principal’ is not spelled ‘Principle’]

Name, degrees held 





UBC Department





Institution





Contact Phone Number
(Optional) Co-Investigator(s):Name(s)





UBC Department





Institution





Contact Phone Number(s)

Refer to UBC REB Guidance Note 13.7.5 for details 

Sponsor:  
Name(s) of industry sponsor or granting agency.  

1.  INTRODUCTION  

The invitation to participate: The consent must invite, not ask, the subject to participate in this optional part of the study.

Optional Nature:  The introduction should also 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 participate in this optional part because…[describe the characteristics of the sample population that are important for the study].” 
The introduction must also emphasize that the participant can take part in the main part of the study WITHOUT having to participate in this optional component.
2.  YOUR PARTICIPATION IS VOLUNTARY  

This section should stress the voluntary nature of the participant’s participation.  

Any specific information concerning withdrawal of consent for this optional component of the study should be provided at the end of the consent form (See Section 14:  Withdrawal of Participation) 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 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 invited 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.”

“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? 

Name all agencies contributing funds [including grants-in-aid], and other resources to the study.  

Sample Wording: 

“This portion of the study is being conducted/sponsored by the [name of research group, e.g. NCIC/industry sponsor/granting agency].”

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.  Explain that the participant may request the details and how this can be done.

Sample Wording: 

“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.”
4.  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 prevalence or 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.   

5.  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 to participants.

6.  WHO CAN PARTICIPATE IN THE STUDY?

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.  

7.  WHO SHOULD NOT PARTICIPATE IN THE STUDY?

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 be available to the investigators and which could pose a significant risk or mitigate possible benefit from participation.  

Sample Wording:  

“Pregnant women, or those who plan to start a pregnancy soon, should not participate in this study”. 

8.  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 type and amount of tissue to be taken (or if leftover samples will be used only);
· The manner in which samples will be taken, and the safety and invasiveness of acquisition; 
· The location of storage of samples, length of storage and/or circumstances for samples to be destroyed
· The potential uses for the samples including any commercial uses (including when these may occur), and whether or not the participant will receive any monetary gain from said commercial ventures; 
· How samples will be identified and the entity/person who has custodianship of the stored tissue while in storage
· Explain who will/will not receive reports about any research tests done on these samples and whether the reports will or will not be put in their health records.
Refer to TCPS Chapter 12
Also refer to UBC REB Guidance Note 13.5.5  regarding tissue banking.
Sample Wording: 

“If you agree to take part in this study, the procedures and visits you can expect will include the following:”

9.  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.  

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

Refer to UBC REB Guidance Note 12 for further details.  The following information should also be included in this section when applicable: 

· clarification of whether or not 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 or not the participants will be notified of the results of testing done on their tissue, and if so, the provisions for both pre-test counseling of participants, and counseling upon receipt of the results (refer to UBC REB Guidance Note 12.3 and 12.4).
Genetic Risks

Insert if applicable. Disclose other genetic risks as applicable to the study.

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. 

11.  WHAT ARE THE BENEFITS OF PARTICIPATING IN THIS STUDY? 

This information should include relevant information about the nature of any direct potential benefits to the participant 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 participant.  

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.”

12.  WHAT ARE THE ALTERNATIVES TO PARTICIPATION IN THIS PART OF THE STUDY? 

Include a statement that the alternative is to not participate at all, and that not participating will have no effect on participation in the main study.

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

Participants should be told that if new information arises during the research study that may materially affect their willingness to remain in the study, they would be advised of this information.  

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

This section should explain that the participant can 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.  It should also indicate that the participant can withdraw without explaining their reasons for doing so. 

The following information should also be included in this section: 

· 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).  NOTE that the REB does not permit investigators to require requests for withdrawal in writing;

· a statement that the study doctors/investigators may decide to discontinue (or withdraw the participant from) the study at any time.

Sample wording:
For research that is regulated by Health Canada or US FDA: Amended July 2014 

Recommended Text:
“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.”

For research NOT regulated by Health Canada or US FDA: Amended July 2014

Recommended Text:
“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.”

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

Procedures for coding participant information that are different from the required wording below (e.g., use of participants’ initials, PHN, etc.), and any related consent wording changes, will need to be explained and justified to the REB on the application.

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 on the application and, if permitted, the required wording below must be amended as necessary. 

Placement of any research data or results in the participant’s health records must be disclosed to participants, and justified to the REB on the application.

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, the name of the sponsoring company or cooperative group conducting the study,] [insert here, if relevant, Health Canada], [insert here, if relevant, the U.S. Food and Drug Administration,] and [insert name of your REB, i.e. UBC Clinical 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. This number will not include any personal information that could identify you (e.g., it will not include your Personal Health Number, SIN, or your initials, etc.). Only this number will be used on any research-related information collected about you during the course of this study, so that your identity 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. You also have the legal 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.

If planned disclosure of personal identifiers (e.g. birth date) is approved by the REB, amend the details in the required wording above:

Your [insert personal identifier/s] will also be provided if requested by the sponsor or responsible regulatory agency. 

US FDA Regulated Study

For US FDA-regulated studies only, include the following wording in separate paragraphs. The first paragraph is mandatory US FDA wording and cannot be amended.
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. 
Recommended Text

“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 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). 

Clarify whether data and/or samples will be sent outside of Canada, and include the following wording:

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
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. (Note that the UBC Behavioural REB guidance notes may be helpful; see Sections 5.2 and 6.3.)

Recommended Text

“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.”
This section must also contain the following information:

· A statement emphasizing any possible access by other investigators, now or in the future, to their banked tissue.
The REB position is the identity of the participant is kept confidential in accordance with the standard confidentiality statement (other than when disclosure is required by law).  The REB will normally not deviate from that position.  For example, if it is expected that there is any possible access now or in the future by other investigators, then there should be no information which identifies the participant and you should so state.  If your position is there will be identifying information attached to specific tissue or there is potential traceability or the use of the tissue could adversely affect the confidentiality of the participant, then in each case you must set out specifically why this is necessary as well as the extent of the risk of breach of confidentiality.
15.  WHAT HAPPENS IF SOMETHING GOES WRONG?

If the person signing consent is doing so on behalf of a participant who lacks capacity add, “or the participant’s” after “any of your.”

The 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.

The name of the Sponsor is not necessary for non-regulated studies or unfunded studies.

By signing this form, you do not give up any of your legal rights and you do not release the study doctor, participating institutions, or anyone else from their legal and professional duties. 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 [insert name of sponsor].

Refer to the UBC REB Guidance Note 13.6.8 regarding the legal rights of research participants.
Additional Sample Wording: 

1.  “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:  Dr………..at telephone number: …………………..”

2.  “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 the sponsor [name the sponsor] will assist you by paying for reasonable treatment or services that your physician recommends that are not covered by your health insurance.”

16.  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 participants will be able to gain access to study results with regard to their tissue.  

17. WHAT WILL THE STUDY COST ME? 

This section should stipulate 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 if that is the case. 

In addition, state whether or not the participant will be paid for their participation (e.g. “you will not be paid for participating”).  If the participant is to receive remuneration, include details of the amount of any honoraria/incentives for provided to participants for their participation. 

19.  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 study before or during participation, or if you experience any adverse effects, you can contact [insert PI or his/her representative] at (xxx) xxx-xxxx, ext. xxxx.”
20. WHO DO I CONTACT IF I HAVE ANY QUESTIONS OR CONCERNS ABOUT MY RIGHTS AND/OR EXPERIENCES AS A PARTICIPANT DURING THE STUDY?

See UBC REB Guidance Note 13.7.1 .  

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 Research Participant Complaint Line in the University of British Columbia Office of Research Ethics by e-mail at RSIL@ors.ubc.ca or by phone at 604-822-8598 (Toll Free: 1-877-822-8598).
21. AFTER THE STUDY IS FINISHED

This section should describe any information that may be given to the participant once their participation is concluded.  If there is the option to re-consent the child once they become age of majority that option should be provided here.  If researchers wish to contact participants later to participate in other studies, include this request with an appropriate yes/no tick box. Researchers are encouraged to include this request if there is any chance that they may wish to ask participants to participate in future studies.  Any applicable yes/no tick boxes should be provided here.
22. PARTICIPANT CONSENT TO PARTICIPATE  

This section of the consent form should start on a new 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 bulleted list of the issues most critical to making an informed decision.  Ensure that the list fits on the page with the signatures of the participants.  The signatures should never be on a separate page by themselves. 

A copy of the signed and dated consent form must be given to the participant.  

Sample Check List:  

My signature on this consent form means:

· I have read and understood the information in this consent form. 

· I have had enough time to think about the information provided.

· I have been able to ask for advice if needed.

· I have been able 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 purposes.

· I understand that my participation in this study is voluntary.

· I understand that I am completely free at any time to refuse to participate or to withdraw from this study at any time, and that this will not change the quality of care that I receive.

· I authorize access to my health records [insert if applicable and samples] as described in this consent form. 

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

· I understand that there is no guarantee that this study will provide any benefits to me. 

· [Insert any other research specific clauses that may be important to reiterate.]

Required wording where participants who lack capacity 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/participant to the extent that he/she is able to understand it, that all questions have been answered, and that the child/participant assents to participating in the research.
I will receive a signed copy of this consent form for my own records.
I consent to participate in this study.

SIGNATURES

“Participant’s Signature” should be replaced with “Participant’s or Substitute Decision-maker’s Signature” if third party consent may be obtained from a legally authorized representative.

Participant’s Signature

Printed name

Date

Signature of Person

Printed name

Study Role
Date


Obtaining Consent
Where applicable include the following elements:
If this consent process has been done in a language other than that on this written form, with the assistance of an interpreter/translator, indicate: 
Language: ____________________
Was the participant assisted during the consent process in one of ways listed below?
( Yes ( No
[Note: For typical situations where the person conducting the consent discussion simply reads the consent with the participant to ensure that informed consent is properly obtained, check “no”.]

If yes, please check the relevant box and complete the signature space below:
(
The consent form was read to the participant, and the person signing below attests that the study was accurately explained to, and apparently understood by, the participant (please check if participant is unable to read ). 

(
The person signing below acted as an interpreter/translator for the participant, during the consent process (please check if an interpreter/translator assisted during the consent process).


Signature of Person Assisting

Printed Name

Date


in the Consent Discussion
Witness Signature
Optional, except where an oral consent is necessary such as when the participant is illiterate or blind, or disabled, or for cultural reasons so that they either cannot or will not sign the consent form. In such circumstances, the witness must be independent of the Principal Investigator or designate. For blind or illiterate participants, an REB approved summary of what is to be said to the participant or his or her authorized representative must be signed by both the person providing the consent and the witness. In such circumstances, the signature of the witness is intended to attest to the fact, and to state, that what is included in the summary was actually said to the participant or legally authorized representative. 

Investigator Signature

Some REBs may require an investigator signature for all consent forms. Check local REB requirements. As well, a signatory line for “investigator signature” (example below) must be added if required by the sponsor, but this may not replace the line for the “person obtaining consent” if this is a different person:
Investigator Signature

Printed name

Date

My signature above signifies that the study has been reviewed with the study participant by me and/or by my delegated staff. My signature may have been added at a later date, as I may not have been present at the time the participant’s signature was obtained.
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