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INFORMED CONSENT REQUIREMENTS

Researchers or their qualified designated representatives shall provide prospective subjects with the following information in an informed consent form (ICF):

 FORMCHECKBOX 

Information that the individual is being invited to participate in a research project; 

 FORMCHECKBOX 

A comprehensible statement of the research purpose, the identity of the researcher, the expected duration and nature of participation, and a description of research procedures; 

 FORMCHECKBOX 

An understandable description of reasonably predictable harms and benefits that may arise from research participation, as well as the likely consequences of non-action, particularly in research related to treatment, or where invasive methodologies are involved, or where there is a potential for physical or psychological harm; 

 FORMCHECKBOX 

An assurance that prospective subjects are: free not to participate; have the right to withdraw at any time without prejudice to pre-existing entitlements; and will be given continuing and meaningful opportunities for deciding whether or not to continue to participate; and 

 FORMCHECKBOX 

The possibility of commercialization of research findings;

 FORMCHECKBOX 

The presence of any apparent, actual or potential conflict of interest on the part of researchers, their institutions or sponsors;

 FORMCHECKBOX 

The nature and goals of the research and other essential information, in a manner appropriate for the prospective subjects' cultural settings;

 FORMCHECKBOX 

That pre-existing entitlements to care, education and other services shall not be prejudiced by the decision on whether to participate. Accordingly, a physician should ensure that continued clinical care is not linked to research participation, and teachers should not recruit prospective subjects from their classes, or students under their supervision, without REB approval;

 FORMCHECKBOX 

An assurance that new information will be provided to the subjects in a timely manner whenever such information is relevant to a subject's decision to continue or withdraw from participation;

 FORMCHECKBOX 

The identity of the qualified designated representative who can explain scientific or scholarly aspects of the research;

 FORMCHECKBOX 

Information on the appropriate resources outside the research team to contact regarding possible ethical issues in the research;

 FORMCHECKBOX 

An indication of who will have access to information collected on the identity of subjects, descriptions of how confidentiality will be protected, and anticipated uses of data;

 FORMCHECKBOX 

For data that may be shared outside of Canada (even if it is anonymous), a statement that advises subjects that data gathered about them for the study will be shared outside the country, for example with the sponsor of the research and the sponsor is located outside of Canada. As such, Canadian and BC Privacy laws do not apply and there is a possibility that information about the subject could be accessed without their knowledge or consent by the U.S. government in compliance with the U.S. Patriot Act;
 FORMCHECKBOX 

A statement that all future research conducted using samples or data retained from the study will undergo scientific and ethical review;

 FORMCHECKBOX 

An explanation of the responsibilities of the subject;

 FORMCHECKBOX 

Information on the circumstances under which the researcher may terminate the subject's participation in the research;

 FORMCHECKBOX 

Information on any costs, payments, reimbursement for expenses or compensation for injury;

 FORMCHECKBOX 

In the case of randomized trials, the probability of assignment to each option;

 FORMCHECKBOX 

For research on biomedical procedures, including health care interventions information about: 

(a) previous alternative procedures that might be advantageous to the subject;

(b) which aspects of the research involve the use of procedures that are not generally recognized or accepted; and, 
(c) particularly in trials of therapeutic interventions, the care provided if the potential subject decides not to consent to participation in the study;
 FORMCHECKBOX 

The ways in which the research results will be published, and how the subjects will be informed of the results of the research;
 FORMCHECKBOX 

Under the normal process of obtaining written consent, the prospective subject should be given a copy of the consent form and any relevant written information;

 FORMCHECKBOX 

The consent of the subjects shall not be conditional upon, or include any statement to the effect that, by consenting, subjects waive any legal rights;

 FORMCHECKBOX 

Researchers must specifically ascertain continuing consent from subjects on the basis of new information;

 FORMCHECKBOX 

The VIHA contact (Research Ethics Office 250- 370-8620) for questions regarding subjects’ rights;

 FORMCHECKBOX 

The name of the principal investigator and contact information for local investigator/co-investigator;

 FORMCHECKBOX 

The Canadian context for all sections of the consent that refer to regulatory bodies, insurance, legislation, and confidentiality issues.

Conditions for Participation

 FORMCHECKBOX 

State that participation is voluntary and that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled;

 FORMCHECKBOX 

State that subjects can withdraw from the study, at any time, without negative consequences;

 FORMCHECKBOX 

For research with interviews/ questionnaires specify that subject has the right to decline answering any question and may do so without prejudice;

 FORMCHECKBOX 

Provide a clear explanation of what will happen to the data of a person who withdraws (e.g., it will be returned or destroyed, only data up until time of withdrawal will be included in the analysis, it is logistically impossible to remove individual subject data);

 FORMCHECKBOX 

Describe the nature of the research (i.e., including information regarding: randomization, placebo, experimental aspects of trial) and subject’s responsibilities (i.e., time commitment, anticipated expenses, participating with invasive procedures);

 FORMCHECKBOX 

State the approximate numbers of subjects involved in the study locally and world-wide;

 FORMCHECKBOX 

Provide a clear offer to answer any questions subject may have concerning the procedures;

 FORMCHECKBOX 

State that a copy of the consent form (when written consent is obtained) will be left with the research subject and a copy will be kept by the researcher.
General Points to Remember:

 FORMCHECKBOX 

Use plain language whenever possible to ensure that the language level is appropriate for the age/ reading level of subjects. Aim for a grade 8 reading level;

 FORMCHECKBOX 

Use consistent and appropriate pronouns (e.g., I, you);

 FORMCHECKBOX 

Use a font that is large enough for subjects (old and young) and reviewers to easily read;

 FORMCHECKBOX 

Number all pages;

 FORMCHECKBOX 

Include a version date on the consent form;

 FORMCHECKBOX 

Give research subjects time to understand the research study, ask questions and consider participating.
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