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PLEASE NOTE: This Maryville letterhead template is for the expressed use for Institutional Review Board Informed/Implied Consent documents or other similar documents for research projects.  Any unauthorized use of this letterhead for other purposes may be grounds for disciplinary action.

Title of the Research Project

Informed Consent

You are being asked to participate in a project conducted through Maryville University (and if applicable—any cooperating institution) by (name and position of researcher – if appropriate, also include relationship with any cooperating institution/organization/agency) [if student researcher, include that you are “working under the direction of my faculty advisor, Dr. _____, Assistant/Associate Professor of ________.” and include his/her title].   The University requires everyone who agrees to participate in this project to provide signed consent to do so. [If using implied consent, simply omit the word “signed” in this sentence.]  

Purpose (use the headings to identify key information for the participant)
The overall purpose of this research is to (describe your purpose)  

Participation

Your participation will involve (be specific about tasks participants are expected to complete including the use of the participant’s data.)

The amount of time of your participation will be (be specific – 1 hour, two 20-minute sessions)

Risks

This research study may include some risks or discomfort which would involve (explain discomfort:  mild headache; possible disappointment at test result; potential breach of confidentiality; potential for embarrassment, etc.).

To minimize risks, researcher will employ the following safeguards (be specific about protections)
Benefits

The possible benefits for you from this research are (may include indirect or direct, but do not list if not tangible.  You may say… We do not promise you will receive benefits from this study. You should also note here if there are any incentives being provided for participating in the research.)  

An alternative treatment to the one offered by this study might be (list alternatives, if applicable – often there are no alternative treatments except not to participate).
Initials ________  Date _________
Confidentiality

To maintain confidentiality about your personal records the researcher will (indicate how data will be coded, stored, identifiers removed, how long it will be retained, and how it will be destroyed when appropriate).
[if a mandated reporter, insert the following statement]
As stated by law, if during the research process the researcher learns of any information that would put the participant at risk such as child/elder abuse/neglect and/or thoughts of suicide/homicide, the researcher is mandated to report that information to the proper authorities. 
Dissemination

The results of this study will be (printed in a doctoral project; shared with my research advisor; shared as a poster session at a local conference; shared with school district administrators, etc.)

The data collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies.

[or select the following statement if using broad consent]
Additionally, de-identified data collected from this study could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative.  

[The following five paragraphs are required with very minimal modifications.]
Explanation of voluntary participation

Participation in this study is completely voluntary. Not participating in this study does not involve a penalty of any kind. Participants may withdraw from this study at any time even after the (interview, focus group, intervention) has occurred and data collected.

Questions

If you have any questions regarding this study, or if any problems arise, you may call the researcher, (name) at (phone number) (or the researcher’s faculty advisor [name] at [phone number]).  You may also ask questions, state concerns regarding your rights as a research subject, or express any feelings of pressure to participate by contacting:  Dr. Robert Bertolino, Chair of the Institutional Review Board at Maryville University, (314) 529-9659.

Integrity

Maryville University recognizes its federally mandated responsibility to ensure that research be conducted in an ethical and scholarly manner, respecting the rights and welfare of all the human participants.  Any research misconduct including but not limited to fabrication, falsification, or plagiarism in proposing, performing and reviewing research, or in reporting research results, should be reported to Dr. Kimberly Allen, the Research Integrity Officer at Maryville University at (314) 529-6685.

Maryville University investigators, and their colleagues who are conducting research, recognize the importance of your contribution to the research studies which are designed to improve (therapeutic care; educational learning environments – insert whatever is appropriate given the purpose of your study).  Maryville University investigators and their staffs will make every effort to minimize, control, and treat any complication that may arise as a result of this research.  Research involving physical tasks or other health-related treatments need to add, if applicable:   If you believe you are injured solely as a result of the research question being asked in this study, please contact the principal investigator or the Chair of the Institutional Review Board.  Maryville reserves the right to make decisions concerning payment for medical treatments for injuries solely and directly related to your participation in the research. 
By signing this form, you acknowledge that you are at least 18 years of age, that you have read and understand this form, and that you have had an opportunity to ask questions about the research project.  You are voluntarily agreeing to participate in a study based on the information presented to you.  You may choose to withdraw at any time without prejudice or penalty.  You will receive a copy of this form, which will include the name and phone number of the researcher and the IRB at Maryville University, should you have any questions.  

[Alternate to this final paragraph if seeking implied consent may be “By returning the survey(s) completed in whole or in part, you acknowledge that you are at least 18 years of age and have read and understand this form, and that you have had an opportunity to ask questions about the research project. You are voluntarily agreeing to participate in a study based on the information presented to you. You may choose to withdraw at any time without prejudice or penalty. You may print a copy of this page, which includes the name and phone number of the researcher and the IRB at Maryville University, should you have any questions.”  Please note, a participant’s signature is not required, and initials and date are not needed on each page.  Researcher should still sign the form.]
___________________________________________________

______________

Subject / participant’s signature





Date

_______________________________________  __________________  ______________

Researcher’s signature 




Date

Phone Number

The date approval stamp on this consent form indicates that the project has been reviewed and approved by the Maryville University Institutional Review Board.  

