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University of Ottawa Heart Institute 
Human Research Ethics Board (HREB)

Consent Checklist

This form can be downloaded at: www.ohri.ca/OHREB/HI_research.htm

Standard REB wording can be found in the same location.  
Refer to the consent form guidance document for more details.  This checklist was created to assist you in creating your “Consent to Participate in a Research Study Form”.   
FORMATTING

 FORMCHECKBOX 

Print the 1st page of the Information sheet and the consent form on appropriate Letterhead 
· Page one only of the information sheet and consent form
 FORMCHECKBOX 

Font
· Use a minimum font size of 12 
· Use a consistent font type (e.g. Arial font is recommended)
· Consider using larger font if subjects are likely to be all elderly or visually impaired

 FORMCHECKBOX 

Version Date
· Locate in footer of all pages. Spell out the month (e.g. February)
 FORMCHECKBOX 

Page Numbers
· “x” of “y’  in footer of all pages

 FORMCHECKBOX 

Header title

· Insert a the study name as a header on each of the pages
 FORMCHECKBOX 

Appearance 
· Separate sections through the use of Headings (Purpose, Risks)

· The use of tables is recommended to describe procedures, particularly if they are to be repeated at several visits

· Use adequate margins and spacing

· Use bullets, do not page break tables 

· Avoid bolding text aside from section headings
· Insert spaces between paragraphs
 FORMCHECKBOX 

Document should not exceed 8-10 pages in length

READABILITY
  FORMCHECKBOX 

Language

· Use clear, plain, concise, non legal language 
· Ensure the document is written to a Grade 8 reading level.  

· Write consistently in second person (“You”,”Your”) for the information sheet and use first person (“I”) throughout the Consent form
· Limit use of scientific and medical terms or phrases

· Define all medical terms and acronyms at first use
· Use Canadian spelling  

· Check document for spelling, grammar, punctuation and consistency for tense
ELEMENTS

 FORMCHECKBOX 

Title Page
· “Information Sheet and Consent Form”

 FORMCHECKBOX 

Ethics Protocol Number and Study Title 
· Insert the Ethics board protocol number when known
· Include the full name of the study (as written on the protocol) 
· Avoid acronyms that may give participants the expectation of a favourable outcome (e.g. S.U.C.E.S.S)

 FORMCHECKBOX 

Principal Investigator 
· Include 10 digit phone number in the format of 613-XXX-XXXX
 FORMCHECKBOX 

Co-Investigators 

· List any from affiliated institutions and include 10 digit phone number in format of 613-XXX-XXXX
 FORMCHECKBOX 

Study Coordinators 

· Include 10 digit phone number in the format of 613-XXX-XXXX
 FORMCHECKBOX 

Sponsors, Funding Sources
· List all that apply including drug suppliers and internal funds
 FORMCHECKBOX 

Introduction
· Use standard wording

 FORMCHECKBOX 

Background, Purpose and Design of the Study
· Discuss what prompted the study question. Refer to standard of care

· Describe primary reason for study, what you hope to learn.

· Indicate number of centres participating, total number of subjects from all centres and number of subjects from this institution. 
 FORMCHECKBOX 

Procedures

· Clearly define what is experimental and what is standard of care

· Consider separating phases under separate headings (e.g. Screening, Follow-up)

· Describe all tests, measures, questionnaires, procedures, interventions

· Explain relevant aspects of the research design

· Verify the consent and protocol are consistent 

· The use of tables is recommended to describe procedures, particularly if they are to be repeated at several visits

 FORMCHECKBOX 

Study Duration
· Indicate the duration of the study and how long they will be expected to participate. 
 FORMCHECKBOX 

Possible Side Effects and/or Risks
· Ensure that this section includes all major adverse events described in the Investigator’s Brochure.  

· Provide adequate disclosure and meaningful frequency information


· List frequencies in order of importance and in quantifiable terms

· Address reversibility of side effects
 FORMCHECKBOX 

Pregnancy and Contraception
· Consider whether this section is necessary.  If so, use standard wording.  
 FORMCHECKBOX 

Benefits of the Study
· Use standard wording

· Avoid potentially coercive statements or overstating the benefits
· Do not include monetary reimbursements 

 FORMCHECKBOX 

Alternatives Treatment Available
· Use standard wording

 FORMCHECKBOX 

Withdrawal from the Study
· Use standard wording

 FORMCHECKBOX 

Compensation
· Use standard wording

 FORMCHECKBOX 

Study Costs and Expense Reimbursement
· Use standard wording

 FORMCHECKBOX 

Confidentiality and Storage/Disposal of Data
· Use standard wording 

· Be sure to ask permission for access to health records

 FORMCHECKBOX 

Voluntary Participation

· Use standard wording

 FORMCHECKBOX 

New Information about the Study

· Use standard wording

 FORMCHECKBOX 

Questions about the Study

· Use standard wording

 FORMCHECKBOX 

Consent Signature Page
· Use standard wording

· Keep signature page together with entire consent form

 FORMCHECKBOX 

Separate Consent Forms
· Optional study procedures (e.g. Genetic Testing, Specimen Banking, Pregnancy Follow Up, Pharmacokinetics, Pharmacogenomics)

 FORMCHECKBOX 

For questions please refer to:

· Research Ethics Board at: www.ohri.ca/OHREB/HI_research.htm
· Or call the HREB office at 613-798-5555 x19865
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