
Guidelines for Writing Consent Forms

A consent form should provide, to the extent that it is possible, all the information needed for an individual to make an informed decision. Although written information is provided a verbal explanation should also be given as well as the time to consider and ask questions. The invitation to participate in a research study should be presented in a way that avoids coercion or undue influence. 

The guidelines below outline some points that may be considered when drafting a consent form.

Introduction: 
An introductory statement regarding the consent process is recommended. The following statement is an example: “Before agreeing to participate in this study, it is important that you read and understand the following explanation of the proposed study procedures. The following information describes the purpose, procedures, benefits, discomforts, risks and precautions associated with this study. It also describes you right to refuse to participate or withdraw from the study at any time. In order to decide whether you wish to participate in this research study, you should understand enough about its risks and benefits to be able to make an informed decision. This is known as the informed consent process. Please ask the study doctor or study staff to explain any words you don’t understand before signing this consent form. Make sure all your questions have been answered to your satisfaction before signing this document.”

Consent form should:
be on letterhead


be in a language subject understands 

use simple, clear language for technical and medical terms 

define short forms and abbreviations

use meaningful comparisons to describe amounts or risks 

 

 



use large print if older subjects are involved

the information may be worded in second person

 


consent should be identified by version date/or date 

Identification:


Title of study, name of investigator







If there is a sponsor, they should be named 

Rights as a volunteer:
Participation is voluntary

Refusal to participate does not affect care 

Right to withdraw without penalty and implications for treatment/care

Introduction: 


Describe study and purpose

Why individual is asked to participate

Number of participants 




Duration of study

Current experience with experimental drug or treatment



Procedures:


Outline steps in study 

Study design eg. random, groups, placebo - define terms 



Treatment:



Describe intervention, treatment, drugs, etc. 

Dosages, frequency  

 



Implications for current treatment regimen eg restricted drugs 










Availability of treatment following study

Tests




Procedures carried out for study versus usual care 







Description of tests or measurement





Frequency and number







Number of visits and time commitment

Eligibility:



Inclusion/exclusion criteria - specific exclusion criteria should be addressed

Risks, inconvenience:
Must be clearly and fully detailed for treatments and tests  

Discomforts

Provide an estimate of frequency of occurrence and seriousness of side-effects 







Who to call if an adverse event occurs

Risks to fetus/infant: 
Women who are of childbearing potential should be warned if there are potential risks to the fetus. If so, they should be advised not to become pregnant or breast feed during the study. They or their partner should use a medically acceptable form of contraception. The acceptable forms of contraception should be described and the length of time following the trial that they should continue with birth control.  

A pregnancy test before entering the study will be necessary and possibly repeated during the study. 

Similar warnings may be required for male subjects for they or their partner to use effective birth control during the study period.  

Benefits:



For subject, for society – 

Note that the hypothesis being tested is not a benefit therefore statements should be avoided that suggest that a potential benefit is this proposed new treatment (e.g. Statements such as “A benefit of this study is that Drug X may help your medical condition” should be avoided).

Alternative treatment: Describe treatment options if subject chooses not to participate

Withdrawal


Right to withdraw at any time.

Guidelines for subject being withdrawn from study and implications for treatment/care

Rules for stopping study

Confidentiality:

How data will be treated



Possible access to records by sponsor, Health Protection Branch, Food and Drug Administration 



Compensation:
If any and what it covers - in non-legal language. The following standard clause is recommended. “If you become ill or are physically injured as a result of participation in this study, medical treatment will be provided. The reasonable costs of such treatment beyond that provided by your insurance will be covered by the sponsor, _________, for any injury or illness that is directly a result of participation in this trial. In no way does signing this consent form waive your legal rights nor does it relieve the investigators, sponsors or involved institutions from their legal and professional responsibilities.  

New findings:
Participant will be informed of any new findings which develop during the course of study which may relate to their willingness to continue in the study 

Questions/concerns:
Names of contacts and phone numbers. For any questions about rights as a research participant, name Chair of UHN Research Ethics Board as contact (416) 581-7849. 

Consent:
The consent should be in first person and repeat some of the key points that the subject should understand to participate. 


Statement should include that participation is voluntary and that they will receive a copy of the signed informed consent.:

Signatures: 
The consent should be signed and dated by the subject and by the person who has explained the study and obtained the consent.  The person obtaining the consent may be one of the investigators or a designate. In addition, the person obtaining consent should: a) be knowledgeable about the study protocol in order to answer questions that the prospective participant may have, b) be able to obtain information from the investigators to address issues raised by the prospective participant, and c) ideally not be in a treating relationship with the prospective participant.

Date of Consent - 

The consent should be dated for easier tracking of consent versions in the future.
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