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	Consent for Future Use of Identifiable Information or BioSpecimens in Research



The informed consent template has been revised to accommodate different kinds of research and changes in regulations.
This template contains 3 different kinds of language, distinguished by color:
· Language in black font is required and should (usually) appear in all informed consent documents.
· Language in green font provides instructions about what should be stated in various sections. Green font should not appear in the final document.
· Blue hyperlinks lead to sections that must be inserted depending on the nature of the research. These sections should be copied and pasted into the template. It is possible that you will not need to insert any language in this category. 
ScreenTips. Hovering the mouse pointer over a hyperlink reveals a small balloon with information about when to follow the hyperlink.
All fonts should appear black when you have finished constructing the document.
Delete this page when you have finished developing the document.
We anticipate that this template will be revised frequently.
Be sure to use the most recent version.
Please send us feedback about the template:    cmuirb@cmich.edu
	
[image: image2.wmf] 


	Consent for Future Use of Identifiable Information or BioSpecimens in Research



	Study Title:
	Title as shown on IRB application

	Research Investigator(s):
	Names and Departments. Principal Investigator MUST be a faculty member 

	Investigator(s) Contact Information
	Office phone and cmich.edu address. Do not supply home phone number; it is not advisable to list a personal cell phone number or a personal email address.


1. Introductory statement.
A general description of the types of research that may be conducted with the identifiable private information or identifiable biospecimens. This description must include sufficient information such that a reasonable person would expect that the broad consent would permit the types of research conducted. 

2. Are there any risks to me for participating in the study?  

A description of any reasonably foreseeable risks or discomforts to the subject 
3. What are the potential benefits of participating in the study?  

A description of any benefits to the subject or to others which may reasonably be expected from the research
4. Confidentiality
A statement describing the extent, if any, to which confidentiality of records identifying the subject must be maintained

5. Your participation is voluntary
A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled
6. Biospecimens (Delete if not applicable) 

For research involving biospecimens, a statement that the subject’s biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit
7. Biospecimens (Delete if not applicable)

For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen)
8. Uses of your information or biospecimen

A description of the identifiable private information or identifiable biospecimens that might be used in research, whether sharing of identifiable private information or identifiable biospecimens might occur, and the types of institutions or researchers that might conduct research with the identifiable private information or identifiable biospecimens
9. How long will my information or biospecimen be stored?

A description of the period of time that the identifiable private information or identifiable biospecimens may be stored and maintained (which period of time could be indefinite), and a description of the period of time that the identifiable private information or identifiable biospecimens may be used for research purposes (which period of time could be indefinite)
10. Future uses

Unless the subject or legally authorized representative will be provided details about specific research studies, a statement that they will not be informed of the details of any specific research studies that might be conducted using the subject’s identifiable private information or identifiable biospecimens, including the purposes of the research, and that they might have chosen not to consent to some of those specific research studies
11. Results of clinical testing (Delete if not applicable)
Unless it is known that clinically relevant research results, including individual research results, will be disclosed to the subject in all circumstances, a statement that such results may not be disclosed to the subject.
12. How can I contact someone for information about this study?
An explanation of whom to contact for answers to questions about the subject’s rights and about storage and use of the subject’s identifiable private information or identifiable biospecimens, and whom to contact in the event of a research-related harm.
To talk to someone other than the researcher(s) about your rights as a research participant; obtain information; report a research-related injury; ask questions or discuss any concerns about this study; or you wish to offer input about this study, please contact (anonymously if you wish):
Central Michigan University Institutional Review Board
600 East Preston Street, Foust Hall 104
Mount Pleasant, MI 48859
Phone: (989) 774-6401
Email: researchconcern@cmich.edu
13. What happens if I refuse to participate or want to stop being in the study? 

You are free to refuse to participate in this research project or to withdraw your consent and discontinue participation in the project at any time without penalty or loss of benefits to which you are otherwise entitled. Your decision not to participate will not affect your relationship with the institution(s) involved in this research project. 

Information for European participants
Statement of Consent 

My signature below indicates that I am 18 years of age or older and all my questions have been answered. I consent to participate in the project as described above.
	Name of Participant:
	

	Signature:
	

	Date:
	


You will be given a copy of this form to keep for your records.
Legally Authorized Representative (LAR). 

Statement of Person Obtaining Consent. 

Delete any text that follows.

ADDITIONAL ELEMENTS OF CONSENT TO BE ADDED WHEN APPROPRIATE
Information for European Participants (Members States of the EU, Iceland, Liechtenstein, Norway, or UK)
If you are a resident of one of the Member States of the European Union, or of Iceland, Liechtenstein, Norway, or the UK, then you have additional rights under the General Data Protection Regulations (GDPR). You have the right to withdraw you consent to participate as easily as you gave your consent initially. You may request that data about you collected in the course of this research be erased and we will honor your request [or explain why the request cannot be honored.] Consult IRB on this matter.
Statement by Legally Authorized Representative (LAR):
My signature below indicates that I am 18 years of age or older and all my questions have been answered. I agree to allow my charge to participate in the project as described above.
	Name of Participant:
	

	Name of LAR:
	

	Signature of LAR:
	

	Relationship to Participant:
	

	Date:
	


Statement of Person Obtaining Consent
I have discussed with this participant or LAR the procedure(s) described above and the risks involved in this research. I believe he/she understands the contents of this consent document and is competent to give legally effective and informed consent.
	Name:
	

	Signature:
	

	Date:
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