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CONSENT FOR PARTICIPATION IN RESEARCH ACTIVITIES
1. Brief Description (Introduction/purpose)

This section should contain the following information: Name(s) of investigators and title of the study and what is being studied.

Example: The purpose of this research study is to determine               .  It is being conducted by               , an undergraduate student at Siena Heights University for partial fulfillment of course requirements in _______________________.

2. Procedures

Tell the subjects what would happen to them if they participated that would not otherwise happen to them.  Subjects should know exactly what is expected of them, where they need to go, and the amount of time they will be required to give as well as the duration of their participation (i.e., data collected all at one time, data collected 3 times a month, etc.)

Example: The research will be conducted in the psychology laboratory located at             .  You will be required to answer a questionnaire, and then use the computer to               .  The total time will be approximately one hour a day for three days.  The 3 times will be scheduled with you in advance and will be one week apart.

3. Risks/Discomforts

This section should include potential legal, economic, psychological, and physical risks.  If there are no risks then this should be stated (i.e., no known risks).  In some cases, the term disadvantages may be used. There is always a risk when using human subjects. 
Example: The participation may be time consuming. 
Example: The questions may result in memories which may cause you discomfort.

4. Benefits

An unbiased statement which discusses personal and/or societal benefits, or benefits to the field of __________.  If there are no benefits to the individual it should be thus stated. 
Example: There are no known benefits to you for participation in this study.  Other parents of handicapped children may benefit from the knowledge gained regarding [fill in general purpose of study].

5. Anonymity and Confidentiality

There needs to be a statement regarding the anonymity of subjects’ participation and that the information collected will remain confidential and will be reported as aggregate (i.e., group, summary) not individual data.

Subjects should be informed about any limitations to the anonymity and confidentiality conditions.  These could involve the methodology to be employed or disclosure laws that limit confidentiality.

Example: If the research protocol involves some sort of test-retest methodology, then subjects’ names and contact information would have to be collected.  Subjects should be assured that only the primary investigator would have this list and that it would be destroyed upon completion of the study.

Example: The researcher – subject relationship is not a privileged one (e.g., doctor – patient).  Should the subject disclose involvement in illegal activities and/or threaten to harm specific people, the researcher is legally required to report such information to authorities.

6. Researchers Name/Phone/Address

Subjects have the right to be able to contact the investigator if any questions come up.  This must be visible on the consent form.

Example: If you have any questions regarding this research project you may contact                (name, business address, business phone).

7. Information Regarding Research Participation

Provide the name of a contact person who is not involved with the study who can answer questions about the rights of a research subject.  This must be visible on the consent form.

Note: In is recommended that you use a professional address and phone number (e.g., Siena Heights) because 1) your research is professional work and should be represented as such, and 2) to minimize any unnecessary disclosure of personal information.
Example: If you have any questions regarding your rights as a participant in a research project, you may contact 

IRB Chairperson

Siena Heights University

Adrian, MI 49221

(517) 264-XXXX

IRB@sienaheights.edu
8. Consent to Participate
Subjects should be informed that participation in the research is voluntary.  If a small stipend or incentive was offered to solicit participation, subjects should be informed it is theirs to keep, irrespective of their decision regarding continued participation. Participants also need to know they have a right to discontinue at any time. 
Example: Participation in this research study is voluntary.  As a subject, you have the right to refuse participation and the right to withdraw later for any reason (and without jeopardy to any service or compensation).

8. Signatures

Consent to participate in the research study should be secured from all subjects.  Anyone over the age of 18, unless a member of a dependent and/or at-risk population, may provide their own consent.  In the case of dependent or at-risk populations (e.g., minors, inmates, mentally ill, English Second Language, etc.), consent must be obtained from a legal guardian or legally designated authority (see Part B Summary of Proposal for Human Subjects Research).

It is customary to secure a subject’s consent to participate by having him or her sign and date the consent form.  However, Federal regulations (45 CFR 46.117c) state a signed informed consent may be waived if: (1) the subject’s participation in the study is otherwise anonymous and a signature on the consent form would therefore serve as the only record linking the adult subject with the research, or (2) the research presents no more than minimal risk to the adult participants and involves no procedures where written consent is normally required outside the context of research. 

 Note: All subjects must be provided consent information prior to the start of the research study.  However, under certain limited conditions, they may not have to provide a signature to indicate their consent.
Example: If a signature is required
I have read and understand the above consent form.  I understand that my participation in this research project is voluntary.  I also understand my rights and responsibilities as a subject in this research study.

_______________________________________

_____________________

Name







Date
Example: If no signature is required
I have read and understand the above consent form.  I understand that my participation in this research project is voluntary.  I also understand my rights and responsibilities as a subject in this research study.  My participation in the study will serve to indicate my consent to participate.

Sample
SIENA HEIGHTS UNIVERSITY
Sample

CONSENT FOR PARTICIPATION IN RESEARCH ACTIVITIES*
The purpose of this study is to investigate the relationship between attitudes and behaviors.  It is being conducted by John Smith, an undergraduate student at Siena Heights University for partial fulfillment of course requirements in PSY 445 Research in Psychology.

As a participant in this study you will be asked to provide information regarding your beliefs and about religious behaviors.  Additionally, you will be asked to return in one month to complete a follow-up survey.  Because of the two-part nature of this investigation, you will be identified only by a code number in order to match the two surveys you complete.  No attempt will be made to discern your name or any other aspect of your identity.

There should be few, if any, risks to you as a participant.  If you should experience any discomfort or uneasiness at any time, please feel free to address the investigator about your concerns or you may discontinue at any time. 
In all likelihood there will be few personal benefits to you deriving from your participation.  You may, however, gain a sensitivity to the nature of the relationship between attitudes and religious behaviors.

The responses you provide will be entirely confidential.  Also, your participation is voluntary.  You have the right to refuse participation at any time for any reason.

If you have any questions regarding this project, you may contact

John Smith

Department of XXXXXXX
Siena Heights University

Adrian, MI 49221

(517) 264-XXXX
If you have any questions regarding your rights as a participant in a research project, you may contact 

IRB Chairperson

Office of the Dean of the College of Arts and Sciences

Siena Heights University

Adrian, MI 49221

(517) 264-7244
IRB@sienaheights.edu
I have read, understand, and have received a copy of the above consent form.  I desire to participate of my own free will and choice as a subject in this research study.  In doing so I accept the benefits and risks described above.

_______________

* Note: Consistent with Federal regulations discussed above, the requirement for a signed informed consent may be waived in this instance.
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