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              Institutional Review Board

Sample Consent Forms
Please use this template to prepare your consent form.  Bolded, italicized text found throughout this document offers guidance and suggestions.  Replace this with the appropriate text for your project.
	Project Title
	[This title should be the same as the project title used in the IRB application.]

	Why is this research being done?
	This is a research project being conducted by ___________ at Capitol College.  We are inviting you to participate in this research project because you ______________.  [describe why the person reading the consent form is a possible research subject for your project]  The purpose of this research project is _____.  [describe the knowledge or information that is being sought and explain why you are seeking the knowledge or information]

	What will I be asked to do?


	The procedures involve __. [Describe the procedure(s) chronologically using lay language and short sentences.  State the location where the study will be conducted.  Explain medical and other technical terminology using simple language.  State the overall duration for the subject’s participation and, if appropriate, how long each procedure will take.  If the research involves surveys or interviews, include a detailed description of the questions. Identify experimental procedures.  Describe alternative procedures or courses of treatment, if any that might be advantageous to the subject.]
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	Project Title
	[This title should be the same as the project title used in the IRB application.]

	What about confidentiality?


	We will do our best to keep your personal information confidential.  To help protect your confidentiality, ____________ [Include a description of the procedures to maintain the confidentiality of the data, e.g. having locked filing cabinets and storage areas, using identification codes only on data forms, and using password-protected computer files.  For anonymous surveys, state that “the surveys are anonymous and will not contain information that may personally identify you”.  For coded identifiable information, state the following, if applicable (1) your name will not be included on the surveys and other collected data; (2) a code will be placed on the survey and other collected data; (3) through the use of an identification key, the researcher will be able to link your survey to your identity; and (4) only the researcher will have access to the identification key.]   If we write a report or article about this research project, your identity will be protected to the maximum extent possible.  Your information may be shared with representatives of Capitol College or governmental authorities if you or someone else is in danger or if we are required to do so by law.

[If there is a possibility that you will collect information on child abuse or neglect, abuse or neglect of the developmentally disabled or other vulnerable adults, danger to the subject or others, or similar types of information that may need to be disclosed to comply with legal requirements, professional standards, etc., the possibility of such disclosure must be included in the consent form.  Use the following example, and modify it to include all applicable types of information.  If there is a possibility that you will collect such information, but you do not intend to disclose it, you must provide an explanation and any justification for non-disclosure in your IRB Application. If you have a Certificate of Confidentiality, refer to the Appendix.]  In accordance with legal requirements and/or professional standards, we will disclose to the appropriate individuals and/or authorities information that comes to our attention concerning child abuse or neglect or potential harm to you or others.
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	What are the risks of this research?


	There may be some risks from participating in this research study [Describe any known risks including physical, psychological, social, emotional, legal and financial risks that may result from participating in the research.  Some studies include risks that may be better described as things that could make the subject feel uncomfortable such as fear, embarrassment or fatigue. These are also examples of risks that should be included.  If you will be asking the subject any sensitive questions (e.g. drug abuse, criminal activity), please indicate this and provide information on the topics that will be covered. Do not describe risks as minimal and do not state that there are no risks beyond everyday life.  Risks should be consistent with the risks described in the protocol. If applicable include a statement that the research (or a particular procedure) may involve risks to the subject (or to the embryo or fetus if the subject is or may become pregnant) that are currently unforeseeable. OR if applicable, state the following: There are no known risks associated with participating in this research project.

	What are the benefits of this research?
	The benefits to you include [only list the direct and reasonably expected benefits to the subject.  Monetary compensation and extra credit for courses are not benefits and should be described in the procedures section] ____________________ or This research is not designed to help you personally, but the results may help the investigator learn more about ______________________________. We hope that, in the future, other people might benefit from this study through improved understanding of ___. Describe the anticipated benefits to science or society expected from the research, if any.

	Do I have to be in this research?

May I stop participating at any time?
	Your participation in this research is completely voluntary.  You may choose not to take part at all.  If you decide to participate in this research, you may stop participating at any time.  If you decide not to participate in this study or if you stop participating at any time, you will not be penalized or lose any benefits to which you otherwise qualify. [If applicable, include an explanation of any circumstances under which a subject’s participation may be terminated by the investigator without regard to the subject’s consent.  If applicable, include an explanation of the consequences of a subject’s decision to withdraw from the research and any procedures for orderly termination of a subject’s participation.]

	Is any medical treatment available if I am injured?


	[Include this section for research involving more than minimal risk]
Capitol College does not provide any medical, hospitalization or other insurance for participants in this research study, nor will we provide any medical treatment or compensation for any injury sustained as a result of participation in this research study, except as required by law.
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	What if I have questions?


	This research is being conducted by [Principal Investigator’s name and department] at Capitol College.  If you have any questions about the research study itself, please contact ___________ [Principal Investigator’s name] at: _____ ____________ [Address, telephone number, and (if appropriate) e-mail address of principal investigator.]
This research has been reviewed according to Capitol College IRB procedures for research involving human subjects.

	Statement of Age of Subject and Consent


	Your signature indicates that:

you are at least 18 years of age;,

the research has been explained to you;

your questions have been fully answered; and

you freely and voluntarily choose to participate in this research

project.

	Signature and Date


	NAME OF SUBJECT


	

	
	SIGNATURE OF SUBJECT
	

	
	DATE
	


NOTE: When consent form requires more than one page, please include a space for the subject to initial and date at the top right-hand corner of each page. 
In addition, each page must display a page range (ex: Page 1 of 2, then Page 2 of 2).  This step would confirm that the subject agreed to the entire contents of the consent form.
CONSENT FORM (Example)
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	Project Title
	Prolonged Sleep Loss

	Why is this research being done?
	This is a research project being conducted by John Doe at Capitol College.  We are inviting you to participate in this research because you are at least 18 years of age and you are not currently experiencing any sleep loss problems.  The purpose of this research is to measure the effects of prolonged sleep loss.

	What will I be asked to do?


	The procedures involve three sessions, four weeks apart, during which you will be asked to go without sleep for periods of 24 to 48 hours. The total time for your participation will be 72 to 144 hours.  At various times during the sleepless period, you will be asked to perform simple tasks and to respond to sound by pushing a button.  The research will take place at the Sleep Lab at Capitol College.

	What about confidentiality?


	We will do our best to keep your personal information confidential.  To help protect your confidentiality: (1) your name will not be included on the surveys or other collected data; (2) a code will be placed on the survey and other collected data; (3) through the use of an identification key, the researcher will be able to link your survey to your identity; and (4) only the researcher will have access to the identification key.  If we write a report or article about this research project, your identity will be protected to the maximum extent possible.

Your information may be shared with representatives of Capitol College or governmental authorities if you or someone else is in danger or if we are required to do so by law.

	What are the risks of this research?


	There are some risks from participating in this research study.  As a result of sleeplessness, you may experience extreme tiredness and sleep disturbances over a short period of time.  There are risks associated with driving while tired.  Therefore, you should not drive while tired and you must make arrangements for someone to pick you up after each session.  Normally, there are no long-term effects associated with the periods of sleeplessness involved in this experiment.
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	Project Title
	Prolonged Sleep Loss

	What are the benefits of this research?


	This research is not designed to help you personally, but the results may help the investigator learn more about sleep loss and the ability of persons to perform tasks for the safe operation of machinery and cars.  We hope that, in the future, other people might benefit from this study through improved understanding of how sleep loss affects the ability of a person to safely operate machinery and cars.

	Do I have to be in this research?

Can I stop participating at any time?
	Your participation in this research is completely voluntary.  You may choose not to take part at all.  If you decide to participate in this research, you may stop participating at any time.  If you decide not to participate in this study or if you stop participating at any time, you will not be penalized or lose any benefits to which you otherwise qualify.

	Is any medical treatment available if I am injured?


	The University of Maryland does not provide any medical, hospitalization or other insurance for participants in this research study, nor will the University of Maryland provide any medical treatment or compensation for any injury sustained as a result of participation in this research study, except as required by law.

	What if I have questions?
	This research is being conducted by John Doe at Capitol College.  If you have any questions about the research study itself, please contact John Doe at: The University of Maryland, 123 Lee Building, 301-555-1212 or johndoe123@umd.edu

This research has been reviewed according to Capitol College IRB procedures for research involving human subjects.

	Statement of Age of Subject and Consent


	Your signature indicates that:

you are at least 18 years of age;,

the research has been explained to you;

your questions have been answered; and

you freely and voluntarily choose to participate in this research project.

	Project Title
	Prolonged Sleep Loss

	Name of Subject


	

	Signature of Subject
	

	Date
	


NOTE: When consent form requires more than one page, please include a space for the subject to initial and date at the top right-hand corner of each page. 
In addition, each page must display a page range (ex: Page 1 of 2, then Page 2 of 2).  This step would confirm that the subject agreed to the entire contents of the consent form.
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