Printed on MUHC letterhead

Informed Consent Template for Pediatric Research 

Title:
Principal Investigator:
Local Investigator: (if different from above)

Sponsor/Funded By:

 “You” means “you/your child”.

Purpose and General information

The purpose of the study is to……

Your participation will involve ………..

Study Procedures
This study will……

Possible Risks and Discomforts

Example:

There may be some discomfort from the procedures, including slight pain or bruising and very rarely fainting or infection.

There might be some risks that are not known at this time. You will be told of any new information that may affect whether you want (your child) to continue in this study.

Possible Benefits

Must state if there are benefits or not.

Example:

You may or may not benefit from being in this study, but you (he/she) may contribute to new medical knowledge that may benefit other children in the future.
Compensation (if any)

You will not be paid except for compensation for out-of-pocket expenses, such as parking, public transportation, and babysitting for up to $25.00/per study visit.  

Liability/Injury (for Pharmaceutical studies)
If your child is injured as a direct result of participating in this study, the sponsor will pay for reasonable and necessary medical treatments not covered by the government plan.  You should understand however that you do not waive any legal rights of liability for negligence or other causes of action by signing this form.

Voluntary participation

You participation is voluntary and you should not feel any obligation.  You may agree now and are free to withdraw from this study at any time.  Refusal to join or withdrawal from the study will not affect you care at this hospital. If you discontinue your participation, please contact …

During the course of the study you will be informed of any new findings which may affect your willingness to continue participation in this study.

 Confidentiality

All information obtained during the study will be kept confidential as required or permitted by law and will be kept for 5 years (25 years for pharmaceutical studies).  Your personal identity will remain confidential, as you will only be identified by a subject identification number.  

Your name and other personal identifying information will not be used in any reports, presentations or publications. 

If the results of this study are published, you will not be identified in any way.  Your personal information will be kept strictly confidential except as required or permitted by law. Representatives from Health Canada, the sponsor, and the McGill University Health Centre Research Ethics Office Quality Assurance, may have access to your records as it pertains to this study.  The research team will have access to your hospital records.

Quality Assurance Program
The MUHC has implemented as Quality Assurance Program that includes active continuing review of projects (on site visits) conducted within our establishment.  Therefore, it must be noted that all human subject research conducted at the MUHC or elsewhere by its staff, is subject to MUHC Routine and Directed Quality Improvement Visits.

Contact person

Investigator, co-investigators, and research coordinators + phone numbers and/or pagers.

For additional information regarding your (child’s) rights as a research subject, you may contact the hospital’s Patient Representative (ombudsman), Patricia Boyer (514) 412-4400 ext. 22223, who is independent of the investigator, and works to protect patients’ rights.

Consent

I have read this information and consent form and have had the opportunity to ask questions which have been answered to my satisfaction before signing my name.    I acknowledge that I will receive a copy of the Information and Consent Form for future reference.  I agree to (have my child) participate in the research study.

Participant’s name:

Parent or legal guardian’s printed name:

Parent or legal guardian’s signature:

Relationship to child:

Date: (day/month/year)
_______________________________

Name of the person who obtained consent

________________________________
Signature of the person who obtained consent  

Date: (day/month/year)
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