
[image: image1.wmf]
University Health Network Research Ethics Board
Consent Checklist

 FORMCHECKBOX 

UHN Letterhead (TGH/TWH/PMH)
 FORMCHECKBOX 

Font 12 (larger if all elderly or visually impaired)

 FORMCHECKBOX 

Page Numbers (x of y)
 FORMCHECKBOX 

Version Code/Date
 FORMCHECKBOX 

Language  

· readability, define all medical terms and acronyms at first use

· Canadian language 

· Second person

 FORMCHECKBOX 

Subject Headers

 FORMCHECKBOX 

Full Title
· exactly as on the protocol

 FORMCHECKBOX 

Identify Principal Investigator and Sponsor
 FORMCHECKBOX 

Introduction and Statement of Research
 FORMCHECKBOX 

Background
 FORMCHECKBOX 

Purpose
 FORMCHECKBOX 

Procedures

· number of subjects, duration of participation

· randomization and the probability of assignment to each treatment arm

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

· responsibilities of the subject

 FORMCHECKBOX 

Risks
· provide adequate disclosure and meaningful frequency information

· assurance that new information will be provided to the participant

 FORMCHECKBOX 

Pregnancy / Pregnancy Prevention / Follow-Up / Known Risks to   Fetus/Nursing Infant
 FORMCHECKBOX 

Benefits

· avoid potentially coercive statements

 FORMCHECKBOX 

Alternatives to Participation
 FORMCHECKBOX 

Confidentiality
· be sure to ask permission for access to health records

 FORMCHECKBOX 

Participation / Freedom to Withdraw
· statement that participation is voluntary

· explain potential reasons for termination of participation in the study

 FORMCHECKBOX 

Compensation/Reimbursement
· UHN standard language is strongly preferred (injury or illness)

·  information about any costs, re-imbursement, payment (and pro-rating)

· potential commercialization of research findings/conflict of interest

 FORMCHECKBOX 

Questions

· full contact information for the Principal Investigator, coordinator, and the Research Ethics Board

 FORMCHECKBOX 

Consent
· will receive a signed copy of this consent form.

 FORMCHECKBOX 

Signatures
· patient, surrogate, person obtaining consent, principal investigator, patient to re-consent if surrogate obtained, witness if necessary

  FORMCHECKBOX 

Separate Consent Forms
· genetics

· banking specimens

· substudies

· women of child bearing potential

· healthy controls

 FORMCHECKBOX 

Refer To:

· Research Ethics link on the Research Intranet at: http://intranet.uhnres.utoronto.ca
· International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use.  (1997). Good Clinical Practice:  Consolidated Guideline.  Minister of Health, Therapeutic Products Directorate, Health Canada.

· Medical Research Council of Canada, Natural  Sciences and Engineering Research Council of Canada, Social Sciences and Humanities Research Council of Canada.  (1998). Tri-Council Policy Statement – Ethical Conduct for Research Involving Humans.  Health Canada.  
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