York University Office of Research Ethics

Informed Consent Guidelines
YU HUMAN PARTICIPANTS REVIEW COMMITTEE (HPRC) GUIDELINES
Preamble: 
Respect for persons is a core principle of research ethics.  In respecting persons, researchers understand the dual moral obligations to respect autonomy and to protect those with developing, impaired or diminished autonomy.  An important mechanism for respecting participants’ autonomy in research is the requirement to seek their free, informed, and ongoing consent.
This guidance document is not intended to be used as the template for the Informed Consent Form (ICF). The template is a separate document and can be found on the ORE website under the guidelines section.  
Principles of Informed Consent[footnoteRef:1]:  [1:  Adapted from Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans – TCPS 2 (2022)] 

The voluntariness of consent in research participation is crucial as it is grounded in respecting human dignity and ensures that “individuals have chosen to participate in research according to their own values, preferences and wishes” (TCPS2 2022: 32). 
Thus, as per the TCPS2, Article 3.1, a participant’s consent for any research project: 
i. must be given voluntarily, 
ii. can be withdrawn at any time, and 
iii. if a participant withdraws consent, the participant can also request the withdrawal of their data or human biological materials.
In order to ensure individuals, make fully informed decision to participate in a research project, researchers are responsible to provide to prospective participants, or authorized third parties, full disclosure of all information necessary for making such decisions. 

As such informed consent forms should include:
information that the individual is being invited to participate in a research project;
a statement of the research purpose in plain language, the identity of the researcher, the identity of the funder or sponsor, the expected duration and nature of participation, a description of research procedures, and an explanation of the responsibilities of the participant;
a plain language description of all reasonably foreseeable risks and potential benefits, both to the participants and in general, that may arise from research participation;
an assurance that prospective participants:
are under no obligation to participate and are free to withdraw at any time without prejudice to pre-existing entitlements;
will be given, in a timely manner throughout the course of the research project, information that is relevant to their decision to continue or withdraw from participation; and
will be given information on their right to request the withdrawal of data or human biological materials, including any limitations on the feasibility of that withdrawal. 
information concerning the possibility of commercialization of research findings, and the presence of any real, potential or perceived conflicts of interest on the part of the researchers, their institutions or the research sponsors;
the measures to be undertaken for dissemination of research results and whether participants will be identified directly or indirectly;
the identity and contact information of a qualified designated representative who can explain scientific or scholarly aspects of the research to participants;
the identity and contact information of the appropriate individual(s) outside the research team whom participants may contact regarding possible ethical issues in the research;
an indication of what information will be collected about participants and for what purposes;
an indication of who will have access to information collected about the identity of participants; a description of how confidentiality will be protected (Article 5.2); 
a description of the anticipated uses of data; and information indicating who may have a duty to disclose information collected, and to whom such disclosures could be made;
information about any payments, including incentives for participants, reimbursement for participation-related expenses and compensation for injury;
a statement to the effect that, by consenting, participants have not waived any rights to legal recourse in the event of research-related harm; and
in clinical trials, information on stopping rules and when researchers may remove participants from trial. 
Please note that these are the essential elements of an informed consent form. Depending on your research context, additional elements may be required. 









Methods of Obtaining Informed Consent: 
The following four methods of informed consent are the most common and are generally acceptable:
Informed Consent Form: 
The default consent process requires a written informed consent form.  A written informed consent form is the standard for research involving human participants and it is the one required to be used routinely.  The written consent form includes the minimum principles outlined above and require the participants’ or their representative'(s) signature(s).  YU HPRC strongly recommends that investigators use the informed consent template developed to include the required consent elements per the TCPS2, as well as other required regulatory and institutional language. If you choose to create an informed consent document without utilizing the YU HPRC template, you must ensure that all required elements are included and that the recommended language (found in the template) is utilized appropriately.   


Verbal Consent: 
Only in specific circumstances, such as where written communication is not feasible (children, illiterate adults, certain communities) or appropriate (politically volatile situations), researchers may relay the principles outlined above verbally.  All elements of informed consent should be iterated in the consent script and forwarded to the HPRC for review and approval.  At a minimum, the researcher’s University affiliation, the purpose of the study, the fact that participation is voluntary, the time commitment being requested, risks and benefits, data security and management and the manner in which confidentiality or anonymity will be guaranteed should be described. If possible, the participant should be provided with a written copy of the letter of information and consent form. Respondents can give verbal indication of their consent to participate; this should be documented in the researcher’s research records.


Online Consent Form (e.g., online surveys): 
For some research (e.g., anonymous online surveys) it is inappropriate to get a signature, because signed consent eliminates what would otherwise be anonymity. In such cases, participants can indicate their consent by clicking ‘approve’ on the online consent form which should be the first page of the online survey. 
Assent Form: 
If the research includes individuals who lack legal capacity to make decisions, such children whose decision-making capacity is in the process of development, individuals who once were capable of making an autonomous decision regarding consent but whose decision-making capacity is diminishing or fluctuating (e.g. due to dementia), and individuals whose decision-making capacity remains only partially developed (e.g. due to a permanent cognitive impairment), and where an authorized third party has consented on behalf of an individual who lacks legal capacity, assent forms still should be used as those participants may still be able to express their wishes in a meaningful way, even if such expression may not fulfill all the requirements for consent (TSCP2 2022). Researchers should be careful to explain a project in simple language and explain to a participant how they can proceed (or not). 	 
[bookmark: _Hlk159488747]General Tips for Preparing Informed Consent Forms[footnoteRef:2] : [2:  Adapted from Western University Letter of Information and Consent Template ] 

When writing the informed consent form please remember to:
Use plain (lay, Grade 8) language that is easy for someone not trained in your field of work to understand. 
Use the “second person” voice – e.g., “You will be asked to…”  
Use the term “participant” instead of “subject” in all instances to emphasize the voluntary nature of participation.
Remove unnecessary repetition throughout the form; if technical words are used a simple definition in lay terms should be included beside the terminology in brackets.
Define all acronyms and abbreviations when they first appear.
The only identifiers that should be on the consent form are the participant’s name and initials (initials are not required). If there are legitimate reasons for collecting other identifiers on the consent form, this needs to be explained in the HPRC application.
Include a simple and short footer on each page: the version date (dd/mm/yyyy) and pagination (“Page x of y”).
PROOFREAD before submitting to the HPRC.
Informed Consent Form is only ONE component on the consent process. Consent must be informed, ongoing, and voluntary. Researchers are responsible for communicating this information as appropriate to participants throughout the study.
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