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ACADIA UNIVERSITY

SAMPLE CONSENT FORM AND CHECKLIST

[Based on a National Council on Ethics in Human Research (NCEHR) document prepared by Daphne Maurer in March 1999.  Adapted by Stephen Maitzen, Chair, Acadia University Research Ethics Board, November 2000.]

A.
Annotated Research Consent Form: For Competent Adults (Including Substitute Decision-Makers)

The requirements for adequate disclosure are summarized below under specific subheadings.  Use of these subheadings helps to ensure that relevant information is not inadvertently excluded and encourages researchers to present the information in a manner that is accessible to the average prospective research participant.

Research Consent Form
Date

The form should be dated at the top of each page.  This should be the date of REB approval of the protocol. The objective is to ensure that any subsequent amended version of the Research Consent Form can be easily identified.

Title and Indication that this is a Research Project

An appropriate title can help to convey that the proposed intervention is for research rather than for educational, treatment, or other purposes.  In addition, the beginning of the text must indicate that the individual is being invited to participate in a research project.

Researchers
The identity of the researchers should appear immediately below the title of the research project.  This should include their names, department, and affiliation.  It should also include their role in the research project (e.g., Project Director, Graduate Student).  If a researcher is a student, this should be explicitly stated and the consent form should include the name and telephone number of the student’s supervisor.  Include a telephone contact number of the researchers or of another qualified representative who can explain the scientific or scholarly aspects of the research.

Purpose of the Research

A brief description of the purpose of the research should explain the topic that is being explored or the hypothesis that is being tested and what the research is supposed to find out.  The description should be in language that is comprehensible to individuals in the population from which the participants are being drawn.  If there are specific inclusion and exclusion criteria for research participation, these can be noted here.
Description of the Research
A step-by-step description of the research as it will be experienced by the research participant must be provided, and it must clearly explain the expected length of her of his participation in the research.  The objective is to provide the prospective research participant with a clear understanding of how she or he will be involved in the research (e.g., completion of a questionnaire, answering questions of a personal nature in a private interview, testing of a new drug, surgical intervention, or being asked to solve problems).  In addition to describing each phase of the research protocol, it is important to indicate whether

(1)
any specific testing is required to determine eligibility for research participation (e.g., a vision or hearing test, a psychological test, HIV testing);

(2) the research design involves specific research techniques such as randomization, sequential assignment, blinding, or placebo control, and if so, an explanation of those techniques in lay terms;

(3)
 any records (medical, school, work) will be reviewed;

(4)
research participation will result in missed school or work;

(5)
radiation is involved and, if so, the level or radiation to which the participant will be exposed;

(6)
blood testing is involved and, if so, the amount of blood that will be taken.

For some research protocols, including most involving patients and many involving research in schools, it is important to explain

(1)
which interventions are part of standard practice and which interventions are purely research;

(2)
whether any clinical treatment, educational practice, or other type of intervention that is being received will be altered or discontinued as a result of research participation;

(3)
whether research participation will require additional visits to the hospital or lengthen hospital stay or require extra time at school;

(4)
whether the service/drug/intervention/device/program will or will not be available to the participant once the research is complete, assuming that it was found to be beneficial.  (It is expected that, where appropriate, the researcher will attempt to secure agreement from the sponsor to continue to provide the service/drug/intervention/device/program to research participants beyond the original research time frame, until it is available in a regular context).

Potential Harms
To further the goal of voluntariness, potential harms should be listed prior to potential benefits.  The Research Consent Form should describe all foreseeable harms, including physical, emotional, and psychological harms and inconveniences (e.g., adverse reaction to a drug, loss of self-confidence after poor performance on a memory test, regret over the revelation of personal information to an interviewer, disruption of family routine, long waits, boredom, revelation of personal information).  If there are known potential harms or inconveniences to the research participant, these should be described as accurately as possible in easily comprehensible language.  This description should include relevant information about the seriousness of the potential harms and the probability of occurrence.  As well, information concerning the possibility of reversibility should be included along with a description of any precautions that will be taken to minimize the probability of occurrence.

If the prospective participant is approached for a research project about an organization she or he is part of (e.g., a club, government department, or corporation), she or he should be fully informed about the views of the organization’s authorities, if they are known, and of the possible consequences of participation.  The consent of such organizations is not required for research about them, but prospective participants should be informed about their views, if known, and any possible repercussions of participation.

If there are no known or anticipated harms associated with the proposed research, this should be stated explicitly.

Potential Benefits
If there are no potential benefits to the prospective research participant, this must be stated explicitly. If there are potential benefits to the participant, these should be described as accurately as possible.  This description should include relevant information about the nature of the potential benefits and the probability of occurrence.

In research projects where there may be anticipated benefits to society or to a specific group within society (e.g., persons with a particular disorder, consumers interested in a particular product, children learning to read), these potential benefits must be explained so as not to confuse potential benefits to others with potential benefits to the research participant.

The Tri-Council Policy states that REBs should require a more thorough discussion of reasonably foreseeable harms and benefits in the Research Consent Form for research related to treatment, research using invasive methodologies, and research where there is a potential for physical or psychological harm.

Alternatives
When the research includes patients as participants, it is important that the prospective research participant know whether there are any “treatment” alternatives.  If there are no such alternatives (i.e., no available therapy), this should be stated.  If there are treatment alternatives, the alternatives should be described and this description should include a summary of the nature of the alternative intervention(s), as well as the potential harms and benefits.  As well, the potential subject should be informed of what care to expect if he or she decides not to participate in the research study.

Confidentiality

Under Section 3 of the Tri-Council Policy, researchers are expected to indicate to research subjects the extent of the confidentiality that can be promised.  If there is a possibility of harm from the revelation of the prospective participant’s identity, that possibility must be described in the written section on Potential Harms.

It is important for the prospective research participant to know who will have access to the research data/samples, and how such data/samples will be stored.

Usually, it is possible to assure the prospective research participant that confidentiality will be respected and that no information that discloses the participant’s identity will be released or published without the proper consent.  It is important to note, however, that certain agencies may legitimately require access to research files to monitor ongoing research.  When applicable, this should be explained in the Research Consent Form and the name(s) of the agencies to whom identifying information will be available should be provided.

When there are separate plans to use identifying information (e.g., the use of photographs, videos, or sound recordings) for subsequent research of for teaching purposes, this should be disclosed in the Research Consent Form and there should be a separate consent form for the subsequent use of the identifying information.  In most cases, this separate consent form should only be presented to the prospective research participant once she or he has had an opportunity to review the identifying information and, on this basis, to decide whether to consent or refuse to allow the data to be used for future research or teaching.

As a separate matter, the Research Consent Form should explain that if the participant is a patient in the institution where the research is being conducted, information regarding her or his participation will be added to her or his health record.  At the very least, the signed Research Consent Form will be a part of the health record.  As well, test results (e.g., HIV test, genetic results) and other research findings (particularly when these may directly impact on treatment) may be included in the health record.  If this is the intention or a likely consequence of the research, it must be disclosed.  The same logic applies to information about children that might be included in their school records.

Finally, in rare instances it will not be possible to ensure confidentiality because of mandatory reporting laws (e.g., suspected child or elder abuse, reportable communicable diseases).  When this is the case, the prospective research participant should be aware of this limitation.

Publication
The Research Consent Form should include a description of the ways in which the research results will be published, and how the participants will be informed of the results of the research and of their publication.  It should also state whether the participant’s identity will be revealed in any such publication.  In every case, participants must at least be told whether or not their identity will be protected in reporting the results (See Section 3 of the Tri-Council Policy).

Reimbursement
The Research Consent Form should contain information on any payments, reimbursements for expenses (e.g., transportation costs, meals, baby-sitters, etc.), costs (e.g., lost wages), or compensation for injury.  As well, it should explain that a decision to withdraw from the research will not affect any reimbursement of  costs that may have been incurred prior to withdrawal.

Participation
The prospective research participant must be told very explicitly that she or he has the right to refuse to participate in the proposed research and, moreover, that a decision to participate in the research is not binding.  It is important to make it clear that participant withdrawal may be made at any time without negative consequences.  Prospective research participants should be told that pre-existing entitlements to care, education and other services will not be prejudiced by the decision on whether to participate or to continue participation once the research has begun.  Accordingly, a teacher should not recruit prospective subjects from a class or from students under her or his supervision, without REB approval of the procedures to be followed, to ensure that consent is freely given and that educational alternatives are available for students who choose not to participate.  For  research in the school system, it is important that there be options for children who do not participate that are of equal educational value and that do not single them out for teasing by classmates.

The prospective research participant should also be told that he or she will be given continuing opportunities to decide whether or not to continue to participate.  It is equally important to advise participants that withdrawal of their participation does not necessarily include withdrawal of any data compiled up to that point.

Commercialization and Conflict of Interest

The Research Consent Form should describe any apparent, actual, or potential conflict of interest on the part of the researchers, their institutions or sponsors, and any possibility of commercialization of the research findings.  To make an informed choice, prospective research participants need to be aware of any potential profit from their participation (e.g., finder’s fees) or from commercialization of the results and of any other conflict of interest that might influence the judgment of the researcher, institution, or sponsor.  As much as possible, researchers should eliminate such conflicts of interest by keeping their role as researcher separate from their role as employee, therapist, teacher, supervisor, paid consultant, and the like.  When a conflict of interest cannot be eliminated, it should be explained clearly on the Research Consent Form.

Consent
This section may provide a brief (one paragraph) summary of the research stating that the potential harms, benefits, and alternatives have been explained.  There should be a statement to the effect that the prospective research participant: (1) has read and understood the relevant information; (2) understands that she or he may ask questions in the future; and (3) indicates free consent to research participation by signing the Research Consent Form.

When consent is provided by a substitute decision-maker, there should be a record of the prospective research participant’s assent to research participation, provided the prospective participant is capable of assent (e.g., this is possible for older children but not for comatose patients).  The research participant’s assent should be indicated on the form by the research who obtained the consent from the substitute decision maker, not by having the participant sign the form.  A useful protocol for explaining the research and assessing this assent is included in Section B below.

The Research Consent Form should not include any reference to a waiver by the participant of any of the participant’s legal rights.  The participant should not be asked to release the researcher, the sponsor, or the institution where the research is being conducted, from liability for negligence.

Suggested Wording
Potential Harms

“There are no known harms associated with your participation in this research.  However, there may be harms that we don’t yet know about.”

Potential Benefits

“There are no known benefits to you associated with your participation in this research”

“You will not benefit directly from participation in this research.”

Confidentiality

“Confidentiality will be respected.  No information that discloses your identity will be released or published without your specific consent to the disclosure.”

“Confidentiality will be respected.  No information that discloses your identity will be released or published without your specific consent to the disclosure.  However, it is important to note that the original signed research consent (and the data which will follow) will be included in your health/school record.”

“Confidentiality will be respected.  No information that discloses your identity will be released or published without your specific consent to the disclosure.  However, it is important to note that the original signed research consent (and the data which will follow), will be included in your health record.  As well, research records identifying you may be inspected by representatives of […] for the purpose of monitoring the research.”

But

“If we find information we are required by law to disclose (e.g., child or elder abuse, inability to hold a valid driver’s license, etc.), we cannot guarantee confidentiality.”

Participation
“Participation in research must be voluntary.  If you choose not to participate, you and your family will continue to have access to quality care/club facilities/course credits.  If you choose to participate and later decide to change your mind, you can say no and stop the research at any time.  Again, you and your family will continue to have access to …”

B.
Research Information Form: For Prospective Research Participants who May be Deemed Competent to Assent or Dissent to Research Participation
Where free and informed consent has been obtained from an authorized third party (substitute decision-maker ), the researcher shall attempt to also ascertain the wishes of the individual concerning participation, if the individual understands the nature and consequences of the research.  The extent of understanding will depend on the complexity of the research and the individual’s competence at the time.  In such cases, the researcher may prepare a Research Information Form, to be read and explained to the prospective subject, after which she or he will be asked to assent or dissent to research participation.  Dissent will preclude participation.

This form can be used along with the Research Consent Form but not without it.

The following format may be used:

· Title of the Research

· Researcher

· Why are We Doing this Research?

· What will Happen During the Research?

· Are There Good Things and Bad Things About the Research?

· Who will Know About what I Did in the Research?

· Can I Decide if I Want to be in the Research?

The substance of the content listed under these headings should be the same as for the analogous headings outlined for the Annotated Research Consent Form.  The information form is meant to be understood by a child seven years of age.  Wording should be kept very simple.

C.
Sample Consent Form Checklist

This checklist is designed to assist researchers in drafting, and REB members in reviewing, Research Consent Forms.  The checklist enumerates elements that should be included in the Research Consent Form.  Carefully review the draft consent form and check each element that is present.

The form clearly identifies:

____
the researchers, and if any researcher is a student, the student’s supervisors (the person who is available to answer pertinent questions should be clearly identified);

The consent form clearly explains:

____
that the proposed intervention is for research

____
the purpose of the proposed research

____
the nature of the proposed research


____
the likely duration of participation




____
the potential harms and inconveniences associated with the research




____
the potential benefits associated with the research




____
the alternative(s) to research participation, if applicable




____
whether confidentiality will be protected and the measures taken to ensure it




____
the details regarding reimbursement;




____
possible conflict of interest or commercialization of the findings;




____
that participation in research is voluntary (the right to refuse and the right to withdraw without prejudice)
The consent form does not include:


____
any statement releasing the researchers, sponsors, institutions, or agents from liability for negligence.

The consent form is written:


____
in the prospective participant’s (or her or his substitute decision-maker’s) preferred language;


____
in lay terms (ordinary language);


____
at an appropriate level, taking into consideration the nature of the participant (e.g., child or adult).


