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Biobanking Addendum to the Consent form
Protocol Title:   Insert Name of Study                                                                                                 
Investigator:   Name of Dr.
Sponsor:  If applicable
Address:  CHEO, Department of______________,

401 Smyth Road, Ottawa, ON K1H 8L1

Telephone Number: (613) 737-7600 Ext                 Fax:  (613) ______________
For more simplicity, the word “you”, when used in this form, means “yourself” or “your child”.
As part of the study mentioned above, you are being invited to allow for your sample(s) to be stored in a biobank for future related research.  A biobank is a type of facility that receives, stores, processes and distributes biological samples as well as the study data related to those samples.  Biobanks provide researchers with access to the samples and study data to conduct related research. 
What research will be done on my sample?

Describe the intended scope and nature of the research to be conducted on stored samples.  Of note here, the CHEO REB does not permit stored samples to be used for unrelated purposes (open consent).  The custodianship of the samples from CHEO patients should be such as to respect this restriction;

The stored samples will be used to study {condition X} and related health problems.  

If applicable, describe the use of the samples for non-research uses (e.g. proficiency testing).
How will my samples be stored?
Describe the ownership and governance of the samples;

Your {type – ie. blood, tissue, DNA} sample(s) will stored {name & location}. The sample(s) will be stored for {x timeline – ie. 20 years}.

The biobank is funded by {name – ie. CIHR} and [the data and] sample(s) stored under the authority of {name – ie. CHEO, OHRI}.

Will my personal information be sent to the biobank?

Describe how the samples will be sent to, and stored at, the facility. Indicate what, if any, other information will be sent along with the sample (i.e., medical history, age, gender).
To protect your identity and privacy, the samples will be labelled with a unique study number or ‘code’ before they are sent to the biobank and no other personal identifiers will be sent.  [If applicable, Study data indicating your {insert – ie. age, gender, medical diagnosis} will be sent along with your de-identified sample(s)]. The code linking any personal identifiers to your sample will be kept in a secure and confidential location at {indicate where} only accessible by {indicate whom – ie. the research staff}.  

Who can use my sample(s)?

Describe the subsequent release of samples to investigators, and if planned, on what basis these decisions would be made. 
If samples are to released externally to other investigators.  :

The sample(s) [and associated study data] may be used by qualified investigators.  {Designate whom} the samples will be released on the basis of …  {please specify; for example, scientific merit….}. Investigators who would like to do research with the sample(s) will be required to have REB approval, and will sign agreements that control the use of the [study data and] sample(s). The investigator will not be permitted to disclose or to transfer [study data or] sample(s) to anyone else. They will also not be permitted to use the sample(s) [or study data] for purposes other than those included in the agreements. The Investigators also agree that they will not attempt to re-identify you from your [study data and] sample(s). 
If the samples are being retained only for the use of the primary investigators:

The sample(s) will not be released outside of {designate where – i.e., CHEO}, and any further testing on the sample(s) will be related to the primary aims of the main study that you participated in.
Can I withdraw my sample(s)?
Describe the mechanisms, if available, for allowing a patient to withdraw his/her sample from the biobank, and the available types of withdrawal (e.g., whether or not it would be possible to withdraw samples and/or data).

Example:
You can withdraw your consent by {specify how}.  If you withdraw your consent before your sample is sent to the biobank, the sample can be destroyed. If you withdraw your consent after your sample has been sent to the biobank, the unused sample will be destroyed. If you choose to withdraw, the results of any research that has already been done will be used for analyses but no further testing will be carried out. 

Will I be notified of any findings from research on my samples?
A. Describe the circumstances under which a patient might be re-contacted for feedback on incidental findings from these secondary analyses.

If future research uncovers information that might be helpful to your current or future health, the Investigator will be contact by {insert name} providing the sample(s) study code, and the Investigator would compare this with the masterlist, and contact you offering to discuss these findings with you.  The Investigator would first advise you of any risks and benefits of sharing this information with you.  If necessary, the Investigator will recommend consultation with {describe appropriate contact – ie. genetic counsellor} and repeat testing in a clinical (not research) laboratory.
OR

There is no intent to contact participants with individual findings from any future research.

B. Describe, if any, the strategy for ongoing communication with the population of interest
 What if I have questions?

If you have any questions concerning participation in this study, or if at any time feel that you have experienced a study-related injury or reaction to the study medication, contact:
Dr. ___________ 613- 737 7600 Ext.___

This study has been reviewed and approved by the CHEO Research Ethics Board.  The CHEO Research Ethics Board is a committee of the hospital that includes individuals from different professional backgrounds.  The Board reviews all human research that takes place at the hospital.  Its goal is to ensure the protection of the rights and welfare of people participating in research.  The Board’s work is not intended to replace a parent or child’s judgment about what decisions and choices are best for them.  You may contact the Chair of the Research Ethics Board, for information regarding patient’s rights in research studies at (613) 737-7600 (3272), although this person cannot provide any health-related information about the study.

Addendum Signatures

By signing this addendum I agree that:

· I voluntarily consent to allow collections of my sample(s) and study data for the research purposes explain in this addendum;
· I understand the information within this addendum;
· I allow access to my medical records and/or personal information as described in this addendum, and;
· I do not give up my legal rights by signing this form.
	Signature of Participant
	
	Name of Participant
	
	Date


	Witness to Participant’s Signature 
	
	Name of  Witness
	
	Date


	Signature of Person Obtaining Informed Consent
	
	Name of Person Obtaining Informed Consent
	
	Date


	Signature of Participant’s Substitute Decision Maker
	
	Name of Participant’s Substitute Decision Maker
	
	Date


If the consent discussion has been conducted in a language other than English, please indicate:

	Language


	Signature of Translator
	
	Name of Translator
	
	Date
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