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- Checklist Consent Document Content -

 FORMCHECKBOX 

Use the study title as it appears on the research protocol.  If the study is one of multiple studies funded by a research grant, the title of study being reviewed must differ from the grant title.

 FORMCHECKBOX 

Avoid use of an acronym in study title (e.g. SMART, CURE or MIRACLE), as such use is potentially 
misleading or coercive.

 FORMCHECKBOX 

List Principal Investigator’s name, affiliations and contact information including office mailing 
address, email address, telephone numbers, specifying an emergency telephone number.

 FORMCHECKBOX 

Include a statement the study involves research and why the individual is invited to participate, 
acknowledging the person’s right to accept or to decline participation in the research.

 FORMCHECKBOX 

Describe the purpose of the research stating the rationale and the study objectives.  Specify 
the approximate number of subjects to be included in the study in total and locally. 

 FORMCHECKBOX 

Explain the nature and duration of the subject’s participation clearly describing the subject’s 
responsibilities, length of time required for tasks, and whether follow-up visits are needed. 

 FORMCHECKBOX 

Describe the study interventions and interactions, tests, investigational vs. standard drugs, medical device, questionnaire(s), diary, interview(s), and the required procedures that are experimental.  Indicate how long each procedure will take, if study involves randomization, placebo, tissue/data banking, or whether current therapy or medication must be discontinued.

 FORMCHECKBOX 

Specify the expectations for a study subject clearly stating “what to do” and “what not to do”.  
Describe if pregnancy testing and medically-acceptable birth control methods are required.

 FORMCHECKBOX 

Disclose reasonably foreseeable risk of harms, discomforts and inconveniences to a study 
subject, expressing magnitude and likelihood of occurrence.  If none are known, state as such.

 FORMCHECKBOX 

Disclose possible risk of gender-specific reproductive harm to the study subject, to a foetus or a 
breast-feeding child.  If none are known, state as such.

 FORMCHECKBOX 

Describe any anticipated benefits from participating in the study for the subject or for others.  
Do not exaggerate potential benefits, or promise greater access to services, or better care.
 FORMCHECKBOX 

Disclose alternatives to study participation which might be advantageous to the individual, including participation in other studies, standard therapies, or no further medical intervention.

 FORMCHECKBOX 

State that study participation is voluntary and the individual may decline participation; also that 
the subject may withdraw from study at any time, without penalty or loss of benefits to which 
the person is otherwise entitled, including receiving services from this institution.

 FORMCHECKBOX 

Describe the consequences of a subject's decision to withdraw from the study and state the procedures for orderly withdrawal particularly if any follow up procedures would be necessary to ensure the individual’s continued well being.

 FORMCHECKBOX 

Describe circumstances under which a subject may be withdrawn from the study without 
regard to the subject's wishes including reasons of early study termination.

 FORMCHECKBOX 

Provide details of how confidentiality will be protected, what measures are planned to ensure 
anonymity or privacy, identify who will have access to data, how data will be stored and how 
specimens will be disposed of, and whether the subject will be identified in publications.

 FORMCHECKBOX 

(If clinical trial) State additional information is available in a publically accessible clinical trials registry and in the results database once known.  Provide registry name and the URL, as well as the unique identification number assigned to the study by the public registry.
 FORMCHECKBOX 

State that any significant new findings revealed in the course of the study that may affect 
the subject's willingness to continue participation will be provided to the subject.

 FORMCHECKBOX 

Discuss all real or perceived conflict(s) of interest involving the Investigator that have been 
disclosed to the Research Ethics Board or to another institutional representative.

 FORMCHECKBOX 

Discuss the potential for commercialization of the data or specimens collected in the study.

 FORMCHECKBOX 

Identify the commercial entity or funding agency sponsoring the study with a statement 
indicating the type of funding being provided by the sponsor, and to whom.

 FORMCHECKBOX 

Provide details regarding compensation available to the subject to offset costs incurred by participation and describe any additional costs to the subject that will not be reimbursed.

 FORMCHECKBOX 

Indicate how the study results and/or research publication will be shared with the subject.

 FORMCHECKBOX 

Include a statement that the subject authorizes access to MUHC health records, as nedessary.
 FORMCHECKBOX 

For an intervention study, state that the consent document will be filed in the medical record.
 FORMCHECKBOX 

Provide spaces for names and contact information for whom to contact for: (i) questions about 
the study, (ii) questions about research subject’s rights, and (iii) whom to contact in the event 
of a research-related injury.

 FORMCHECKBOX 

Provide spaces for name, date and signatures from: (i) research subject, (ii) person who conducted informed consent discussion, and (iii) person who obtained subject’s consent (if different from discussion).  The legally authorized representative will sign on behalf of a 
legally incompetent subject (e.g. a minor child or an incompetent adult).
 FORMCHECKBOX 

Provide space for name, date and signature of a “witness to the informed consent process” only 
when the subject cannot read or write in the language of the informed consent discussion.
 FORMCHECKBOX 

Do not include any statement by which the subject agrees to waive, or appear to waive any 
legal rights, or to release or appear to release the investigator(s), sponsor(s), institution, or 
their agents or representatives from legal liability. 
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