

Consent Form to Participate in a Research Study
· Delete these bullets from your final document.
· This consent form is a model text.  Model text should be modified to meet specific needs of a particular study; however, it is recommended to use the model text whenever applicable. 
· Instructions are in [italics]. Remove the instructions from the final consent document.
· It is recommended that language appropriate for a 6th grade reading level is a good target.  
· Limit the use of technical jargon and terms.  If used, the terms must be defined and explained.   
· Wherever possible use bulleted lists as well, as diagrams, schemas and calendars of events.  
· Use brief paragraphs.  
· Use bold and underline to emphasize terms and issues.  
· If the research study involves minors (under 18 years old), use the term "your child" in place of "you" throughout the consent form.  If the study involves both adults and minors, use the term “you/your child” throughout the consent form.
· If sections do not apply to your study, the entire section may be removed from your final document.
Researcher’s Name(s):  




Project Number:
Project Title:
INTRODUCTION
This consent may contain words that you do not understand.  Please ask the investigator or the study staff to explain any words or information that you do not clearly understand.
You are being asked to participate in a research study.  This research is being conducted [include a brief statement foreshadowing the purpose for the research]. When you are invited to participate in research, you have the right to be informed about the study procedures so that you can decide whether you want to consent to participation. This form may contain words that you do not know.  Please ask the researcher to explain any words or information that you do not understand.
You have the right to know what you will be asked to do so that you can decide whether or not to be in the study.  Your participation is voluntary.  You do not have to be in the study if you do not want to.  You may refuse to be in the study and nothing will happen.  If you do not want to continue to be in the study, you may stop at any time without penalty or loss of benefits to which you are otherwise entitled.
[When appropriate, describe the consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation by the subject].
This research is funded by [Name of sponsor].
[If applicable:]
The Principal Investigator, ______, and __his/her__ collaborators have financial interests in the company sponsoring this research.

WHY IS THIS STUDY BEING DONE?
The purpose of this research is to [Describe the purpose(s) of the research here].
HOW MANY PEOPLE WILL BE IN THE STUDY?
About _________ people will take part in this study at this institution, nationwide or internationally.  

WHAT AM I BEING ASKED TO DO?
You will be asked to [Describe the procedures to be followed.  Describe any procedures which are experimental]. 
HOW LONG WILL I BE IN THE STUDY?
This study will take [Describe the expected TOTAL duration of the subject’s participation] approximately [Length of time] to complete.  You can stop participating at any time without penalty.
WHAT ARE THE BENEFITS OF BEING IN THE STUDY?
Your participation will benefit [Describe any benefits to the subject or to others which may reasonably be expected from the research].
WHAT ARE THE RISKS OF BEING IN THE STUDY?
 [Describe any reasonably foreseeable risks or discomforts to the subject].
[If applicable, add a statement that the particular treatment or procedure may involve risks to the subject (or the embryo or fetus, if the subject is or may become pregnant) which are currently unforeseeable].
WHAT ARE THE COSTS OF BEING IN THE STUDY?
There is no cost to you. [If applicable, add a statement regarding any additional costs to the subject that may result from participation in the research].
WHAT OTHER OPTIONS ARE THERE?
Instead of being in this study, you have these options:

 [Include a disclosure of appropriate alternative procedures or courses of treatment, if any, which might be advantageous to the subject].
You also have the option of not participating in this study, and will not be penalized for your decision.  [If there is not an alternative option, please add that an alternative is to not be in this research study].
CONFIDENTIALITY
 [Add a statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained].
[If applicable:]
Information produced by this study will be stored in the investigator’s file and identified by a code number only.  The code key connecting your name to specific information about you will be kept in a separate, secure location.  Information contained in your records may not be given to anyone unaffiliated with the study in a form that could identify you without your written consent, except as required by law.  

 [If a Certificate of Confidentiality will be obtained, include the appropriate language here]
[Add the following if photographs, audiotapes or videotapes are or may be used.] 
 In addition, if photographs, audiotapes or videotapes were taken during the study that could identify you, then you must give special written permission for their use.  In that case, you will be given the opportunity to view or listen, as applicable, to the photographs, audiotapes or videotapes before you give your permission for their use if you so request.
WILL I BE COMPENSATED FOR PARTICIPATING IN THE STUDY?

You will receive no payment for taking part in this study.

OR

You will be compensated $$ amount for completion of the duration of the study.  You will be paid $$ for the first part and $$ after completion of the study.  [Describe how the payment will be prorated according to the study.]  You will also be provided any other compensation (i.e., membership to gym, palm pilot, etc.).
[If your subjects are students and they will be offered extra credit, please include the number of extra credit points.  In the case where extra credit is offered, the researcher MUST offer a comparable alternate method to obtain the credit points for those who decline to participate in the research study.  Describe the alternative here].
 WHAT IF I AM INJURED? 
[For greater than minimal risk studies only]  
 It is not the policy of the University of Missouri to compensate human subjects in the event the research results in injury.  The University of Missouri, in fulfilling its public responsibility, has provided medical, professional and general liability insurance coverage for any injury in the event such injury is caused by the negligence of the University of Missouri, its faculty and staff.  The University of Missouri also provides, within the limitations of the laws of the State of Missouri, facilities and medical attention to subjects who suffer injuries while participating in the research projects of the University of Missouri.  In the event you have suffered injury as the result of participation in this research program, you are to contact the Risk Management Officer, telephone number (573) 882-1181, at the Health Sciences Center, who can review the matter and provide further information.  This statement is not to be construed as an admission of liability.
WHAT ARE MY RIGHTS AS A PARTICIPANT?
Participation in this study is voluntary.  You do not have to participate in this study.  
You will also be informed of any new information discovered during the course of this study that might influence your health, welfare, or willingness to be in this study. 
[When a Data Safety and Monitoring Board exists:]
A Data Safety and Monitoring Board, an independent group of experts, will be reviewing the data from this research throughout the study. We will tell you about the new information from this or other studies that may affect your health, welfare, or willingness to continue participation in this study.

[When appropriate, add a statement regarding the anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent].
WHO DO I CONTACT IF I HAVE QUESTIONS, CONCERNS, OR COMPLAINTS?
Please contact [            ] if you have questions about the research.  Additionally, you may ask questions, voice concerns or complaints to the research team.
WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?
If you have any questions regarding your rights as a participant in this research and/or concerns about the study, or if you feel under any pressure to enroll or to continue to participate in this study, you may contact the University of Missouri Campus Institutional Review Board (which is a group of people who review the research studies to protect participants’ rights) at (573) 882-9585 or umcresearchcirb@missouri.edu.

You may ask more questions about the study at any time.  For questions about the study or a research-related injury, contact name(s) of investigators and study staff     at     telephone number    .

A copy of this Informed Consent form will be given to you before you participate in the research.
SIGNATURES
I have read this consent form and my questions have been answered.  My signature below means that I do want to be in the study.  I know that I can remove myself from the study at any time without any problems.
Subject









Date
Legal Guardian/Advocate/Witness (if required)*



Date

Additional Signature (if required) (identify relationship to subject)*
Date

*The presence and signature of an impartial witness is required during the entire informed consent discussion if the subject or subject’s legally authorized representative is unable to read.  
**The "Additional Signature" line may be used for the second parent’s signature, if required.  This line may also be used for any other signature which is required as per federal, state, local, sponsor and/or any other entity requirements.
“If required” means that the signature line is signed only if it is required as per federal, state, local, sponsor and/or any other entity requirements.
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