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Consent Form Addendum Template
Instructions: 
Please note that TCPS 2, FDA, and ICH GCP guidelines emphasize that consent information shared with participants should be relevant, clear, and directly applicable to their current involvement. In accordance with these guidelines, participants should be informed in a timely manner if new information arises that could impact their willingness to continue participation. The addendum should only include information directly relevant to the participant’s current or ongoing involvement.

This Consent Form Template has been designed to meet current regulatory and ethical standards and includes UHN REB specific requirements and recommendations.    

Please be advised that consent forms that do not meet these requirements may be returned to the study team for revision before being accepted for review by the REB. 

How to use this template:
· Suggested text/examples in blue font may be omitted if they are not relevant to the study/registry
· Headings in UPPERCASE, UNDERLINED BLUE FONT denote sections that should be included as applicable to the study. All text included in the consent form must be applicable/appropriate for that specific study  
· Instructions are highlighted in yellow 
· Turquoise highlighting provides a prompt to adapt text to the research study (e.g., to select from the available options highlighted)

When writing the consent, please remember to:
· Delete this instruction page
· Use plain (lay) language that is easy for a non-medical person to understand, and is consistent with the study population; use clear short words, sentences, and paragraphs; keep language consistent  
· Avoid the use of legalistic language (Examples are: “I understand…”, “You understand…” etc.)
· Use a size and font of text that is consistent and easy to read (size 11 or larger is recommended); use appropriate margins; avoid capitalizing full sentences and/or phrases; ensure the headings match the text
· Define all acronyms, abbreviations, and medical terms when they first appear
· Avoid repetition and extensive use of abbreviations 
· Use the term ‘study doctor’ when referring to physicians involved in the clinical trial, to ensure there is no confusion with the treating or primary care doctors. Non-physician investigators should be referred to as “researchers”
· Refer to study participants as “participants” rather than “subjects”
· Do not refer to a research intervention as “treatment”
· Ensure that the final form is properly formatted and free of spelling and grammar errors
· After all edits have been made, all text should be black 
· Use terminology accurately e.g. 
· de-identified/coded information – direct identifiers are removed from the information and replaced with a code 
· anonymized information – the information is irrevocably stripped of direct identifiers, a code is not kept to allow future re-linkage
· anonymous information – the information never had identifiers associated with it 

REMINDER:  
The informed consent form is only a component of the informed consent process.  Researchers still need to have an informed discussion with, and respond to any questions raised by, participants. Consent is an ongoing process throughout the conduct of the study to ensure consent for participation is maintained.


Addendum to Consent Form for Participation in a Research Study/Registry/Biobank

Study/Registry/Biobank Title:  insert title as written on the protocol
Should the title be complicated, a title in simplified lay terms could be included after the full title. 

Study/Registry/Biobank Doctor: insert name, department and telephone or pager number
Indicate “Dr.” only for doctors licensed to practice medicine in Canada

Please note that the security of e-mail messages is not guaranteed. Messages may be forged, forwarded, kept indefinitely, or seen by others using the Internet. Do not use e-mail to discuss information you think is sensitive. Insert if applicable: Do not use e-mail in an emergency since e-mail may be delayed.

Sponsor/Funder(s): Insert the name of the Sponsor or, if applicable, the funder(s) of the research as documented in the protocol and/or application form, including, if applicable, drug suppliers.  In general,  UHN should not be indicated as a sponsor unless the UHN is a regulatory sponsor, then the entity that funds the study should be indicated as well as non-for-profit status of the UHN.   

Medical Questions After Hours (24 hours / 7 days a week): _________________________

In case of a medical emergency, please call 911 or go to the nearest emergency room. Inform the medical staff that you are participating in a research study. Then the study doctor should be contacted as soon as possible.

Clearly provide instructions for whom to contact, e.g. Principal Investigator, Co-investigator, a staff physician on call (e.g., “Ask for the Medical Oncologist on call”). The contact person must be knowledgeable about the study.  

· A research fellow can only be indicated as a contact person if discussed with and approved by the REB 

· Should a pager or hospital locating (416-340-3155) be used, provide brief instructions on how to page/use locating (e.g. “Ask hospital locating to page the study doctor”)

Should communication via e-mail be suggested, when providing an e-mail address, include a disclaimer (as applicable). Only UHN email addresses should be provided to participants. 






INTRODUCTION
For studies where consent is sought through a substitute decision maker (as approved by the REB), include the following paragraph and revise Consent part as applicable: 
As a Substitute Decision Maker, you are being asked to provide informed consent on behalf of a person who is unable to provide consent for themselves. If the participant gains the capacity to consent for themselves, your consent for them will end. Throughout this form, “you” means the person you are representing. 

You previously signed a Consent Form for the above referenced study/registry/biobank.  At that time, we said that we would tell you about any new information that might affect your health, welfare, or willingness to stay in the study/registry/biobank. We recently learned of the information described below. Based on this new information, you need to decide whether you want to continue to be in this study/registry/biobank.  Continuing to take part is voluntary. You will be provided with a copy of the original signed consent form if you need to review it.  Take your time in reading this form and, if needed, reread the original signed consent form carefully. Please make sure all your questions have been answered to your satisfaction before signing this document. 
Except as specifically stated below, all other information presented in the Main Consent Form that you have signed still remains relevant to this study/registry/biobank.


NEW INFORMATION
Please note that only new information that may affect a participant’s decision to continue in the study/registry should be included here.

Sample language is included below. Please edit/remove/add bullet points as applicable to the protocol. This is not an exhaustive list:

STUDY PROCEDURES
· CT scans will be performed every 8 weeks instead of every 6 weeks while you receive the study drug for the first year and then it will be performed every 6 months instead of every 4 months as long as you receive the study drug.   

MANDATORY SAMPLE COLLECTION

· Additional blood samples will be taken specify amount of blood to be collected, timing of collection, and reason for collection

RISKS OF PARTICIPATION
Please note that side effects now occurring less frequently than previously reported do not need to be included, as this is not considered information that would likely influence a participant’s decision to continue participation.

· New Rare but potentially serious side effects (less than 2%) have been seen: 
· Stroke 
· High Blood Pressure 

· The following side effects have been seen at an increased frequency:

Previously seen in 5 - 10 % of participants, the current data show that these side effects may occur in 20 - 50 % of participants
· Headache 
· Etc.


You will be given a copy of this signed and dated consent form. A copy of the consent form addendum that you sign will be included in your health record/hospital chart.

CONTACTS
If you have questions about taking part in this optional research, or if you suffer a research-related injury, you can talk to your study doctor, or the doctor who is in charge of the study at this institution. That person is:


____________________________			_________________________
Name							Telephone 

If you have questions about your rights as a participant or about ethical issues related to this study, call the Chair of the University Health Network Research Ethics Board (UHN REB) or the Research Ethics office number at 416-581-7849. The REB is a group of people who oversee the ethical conduct of research studies. The UHN REB is not involved in the study at all. Everything that you discuss will be kept confidential.



TITLE: (Use small bold font)   
CONSENT
· All of my questions have been answered
· I do not give up any of my legal rights by signing this consent form
· I agree, or allow the person I am responsible for, to continue in this study/registry/biobank
 

____________________________	________________________	_________________
Signature of Participant/	Printed Name	Date
Substitute Decision-Maker

[bookmark: _Hlk514161674]If consent is provided	 ____________________________		
by Substitute Decision Maker:  	PRINTED NAME of Participant


I have explained to the above-named participant the nature and purpose, the potential benefits, and possible risks of continuing to participate in this study/registry/biobank. All questions that have been raised about the new information, as set out in this form, have been answered.


____________________________	________________________	_________________
Signature of Person conducting 	Printed Name	Date
the consent discussion

The following attestation must be provided if the participant is unable to read or requires an oral translation: 

If the participant is assisted during the consent process, please check the relevant box and complete the signature space below: 

☐	The person signing below acted as an interpreter, and attests that the new information, as set out in this form, was accurately sight translated and/or interpreted, and that interpretation was provided on questions, responses and additional discussion arising from this process. 

____________________________	__            ____________	_________________
PRINT NAME	Signature	 Date		
of Interpreter			

___________________________________________________	
Language
☐	The consent form was read to the participant. The person signing below attests that the new information, as set out in this form, was accurately explained to the participant, and any questions have been answered. 

____________________________	__            ____________	_________________
PRINT NAME	Signature	 Date		
of witness			
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____________________________	
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