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Consent Form Checklist


Carefully review the consent form for submission and assure that each of the following elements is present.   You may use the Michener Informed Consent Template to design your Informed Consent Document.
	THE CONSENT FORM CLEARLY IDENTIFIES:
	ICH 4.8.10
	TCPS 2          3.2

	 
	The Full Study Title of the Research Project
	 
	 

	 
	The Primary or Qualified Investigator
	 
	b

	 
	The Sponsor(s) of the Research Project
	 
	b

	 
	Possible Conflicts of Interest
	 
	e


	THE CONSENT FORM CLEARLY EXPLAINS:

	 
	The study involves research
	a
	 

	 
	Introduction-Participant being “asked” to participate in a research study
	 
	a

	 
	The purpose of the proposed research
	b
	b

	 
	What will happen during the study (procedures, treatments, interventions, description of study, probability of being assigned to each study group (if applicable))
	c, d
	b

	 
	The approximate number of participants in the trial
	t
	 

	 
	The expected duration of the study; The expected duration of the participant’s involvement in the trial.
	s
	b

	 
	The responsibilities of the participant.
	e
	b

	 
	The experimental aspects of the trial.
	f
	 

	 
	The potential risks/harms/inconveniences associated with the research project (when applicable, to an embryo, fetus, or nursing infant); likely consequences of non-action.
	g
	c

	 
	The potential benefits associated with the research project; informing participants if there are no benefits.
	h
	c

	 
	Circumstances or reasons to terminate the participant’s involvement in the trial. 
	r
	l

	 
	Costs incurred by the participant.
	l
	 

	 
	Payments to the participant, if any.
	k
	j

	 
	Any alternatives to research participation and associated benefits and risks
	i
	 

	 
	How confidentiality will be protected to the extent permitted by the applicable laws and/or regulations and will not be made publicly available; what information will be collected and for what purposes; anticipated uses of the data; who will have access to the data; how will it be stored; that records identifying the subject will be kept confidential and if the results of the trial are published, the subject’s identity will remain confidential. 
	o
	i                 5.2

	 
	Monitors/auditors/REB/Regulatory authorities granted direct access to records; who may have a duty to disclose information collected and to whom such disclosures could be made; and, that by agreeing to participate, the participant or legally acceptable representative is authorizing such access.
	n
	i

	 
	The voluntariness of research participation; the right to withdraw and refuse participation without prejudice.
	m
	d

	 
	Who to contact regarding scientific or scholarly aspects of research and whom to contact in the event of a trial related injury.
	q
	g

	 
	Who to contact regarding ethical issues in research
	q
	h

	 
	Communication with family doctor (if appropriate)
	4.3.3
	 

	 
	Participant should receive a signed, dated copy of the consent document and all other written information associated with the informed consent process.
	4.8.11
	 

	 
	Assurance that participants will be given information continually and in a timely fashion throughout the study that may affect their willingness to continue to participate.
	p                 4.8.2
	d             3.4

	 
	Assurance that participants will be given information on the participant’s right to request the withdrawal of data or human biological materials, including limitations on the feasibility of that withdrawal.
	 
	d

	 
	Information about compensation or treatment for trial related injury.
	j
	j

	 
	How research results will be disseminated and whether participants will be identified directly or indirectly.
	 
	f


	THE CONSENT FORM DOES NOT INCLUDE:

	 
	Any statement(s) releasing the researcher(s), sponsor(s), institution(s), or agent(s) from liability or negligence.
	4.8.4
	k


	THE CONSENT FORM IS WRITTEN:

	 
	On Michener letterhead; font size 12; adequate margins headings and spacing; appropriate spelling, punctuation, and grammar; page and version numbers; date.
	 
	 

	 
	In the prospective participant's (or substitute decision-maker's) preferred language.
	 
	 

	 
	Information section written in second person (You/Your); signage section written in first person (I).
	 
	 

	 
	In lay language at an appropriate reading level (Grade 6-8). 
	 
	 

	 
	With simple explanation of terms.
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