NDSU
North Dakota State University


[Department]




[Address]



Fargo, ND 58108-6050


[Phone number]

Title of Research Study:  Title as it appears on IRB Application

This study is being conducted by:  Name and contact information of primary researcher(s), (If applicable, include advisor name and contact information and/or sponsor/funding agency)

Why am I being asked to take part in this research study?  Describe, at a 6th-8th grade reading level why this person might qualify for the research study.  What is it about the individual that makes them of interest to the research team?  Is there anything that would exclude them from participating (e.g. age restrictions, pregnancy, or health restrictions).  When appropriate, also include the approximate number of participants in the study.
What is the reason for doing the study?  Describe the purpose of the study at a 6th – 8th grade reading level.  This purpose should be consistent with the purpose outlined in the protocol. When appropriate, this statement should include not only the immediate purpose of the study, but also any larger, ultimate purpose.
What will I be asked to do?  OR What Information will be collected about me?  Describe the procedures chronologically using simple language, short sentences, and short paragraphs (less than 6 sentences).  The use of subheadings or bulleting may help to organize the section.

Where is the study going to take place, and how long will it take?  Describe where the study will take place and the amount of participant’s time the research will take.
What are the risks and discomforts?  Describe any known risks or discomforts that may result from participating in the research.  List the most likely and/or most severe first.  Common risks in social/behavioral research include loss of confidentiality and emotional, psychological distress and or social implications.  It may be appropriate to include the following sentence,
“It is not possible to identify all potential risks in research procedures, but the researcher(s) have taken reasonable safeguards to minimize any known risks to the participant [or embryo or fetus if the subject is or may become pregnant (add only if applicable)].”  If applicable, add a statement that, “If new findings develop during the course of this research which may change your willingness to participate, we will tell you about these findings.”
For any research activity involving consumption of food or application of chemicals or other products to the skin, include the following:  “If you are known to have a sensitivity to any food or food ingredient, or have had violent allergic reactions to drugs, chemicals, or food ingredients, you should not take part in this study.

What are the benefits to me?  If direct subject benefits can reasonably be anticipated as a result of participating in the study, then describe these benefits.  Conclude with the following standard clause:  

However, you may not get any benefit from being in this research study.
If direct subject benefits are not expected, then use the following standard clause:

You are not expected to get any benefit from being in this research study.
What are the benefits to other people?  State the possible benefits to society in terms of advancement of knowledge, and/or ultimate possible benefits to persons in the prospective subject’s position.

Do I have to take part in the study?  Your participation in this research is your choice.  If you decide to participate in the study, you may change your mind and stop participating at any time without penalty or loss of benefits to which you are already entitled.

What are the alternatives to being in this research study?  In reasonable detail, describe any alternatives subjects may have available, or state, “Instead of being in this research study, you can choose not to participate.”  This section should also contain information about alternative ways to earn compensation such as extra or course credit.
Who will see the information that I give?  Describe whether or not records will be kept confidential.  If records will not be confidential, describe how records will be presented, and if they will be archived for the public.
[Possible language includes:]
We will keep private all research records that identify you.  Your information will be combined with information from other people taking part in the study.  When we write about the study, we will write about the combined information that we have gathered.  We may publish the results of the study; however, we will keep your name and other identifying information private.  
[OR]

This study is anonymous.  That means that no one, not even members of the research team, will know that the information you give comes from you.

[OR]
We will make every effort to prevent anyone who is not on the research team from knowing that you gave us information, or what that information is.  For example, your name will be kept separate from your research records and these two things will be stored in different places under lock and key.  [IF APPLICABLE: You should know, however, that there are some circumstances in which we may have to show your information to other people.  For example the law may require us to show your information to a court [IF APPLICABLE: or to tell authorities if we believe you have abused a child, or you pose a danger to yourself or someone else.]

If you withdraw before the research is over, your information will be [retained in the research record] OR [removed at your request], and we will not collect additional information about you.  

Can my taking part in the study end early?  (Include this section only if applicable)  Describe in lay terms any reason why a participant may be removed from the study, e.g., “If you fail to show up to all sessions you may be removed from the study.”

Will I receive any compensation for taking part in this study?  (Include this section only if applicable)  Describe any compensation.  Examples include monetary payment for the time commitment, extra or course credit, gift cards, and small gifts.  If a raffle will be held for a prize, include the likelihood/probability of winning that prize.
What if I have questions?

Before you decide whether to accept this invitation to take part in the research study, please ask any questions that might come to mind now.  Later, if you have any questions about the study, you can contact the researcher, 




 at [include phone number and email address]  

What are my rights as a research participant?

You have rights as a participant in research. If you have questions about your rights, or complaints about this research [may add, “or to report a research-related injury” if applicable], you may talk to the researcher or contact the NDSU Human Research Protection Program by:
· Telephone: 701.231.8995 or toll-free 1.855.800.6717
· Email: ndsu.irb@ndsu.edu
· Mail:  NDSU HRPP Office, NDSU Dept. 4000, PO Box 6050, Fargo, ND 58108-6050.
The role of the Human Research Protection Program is to see that your rights are protected in this research; more information about your rights can be found at:  www.ndsu.edu/irb .  
Documentation of Informed Consent:
You are freely making a decision whether to be in this research study.  Signing this form means that 

1. you have read and understood this consent form
2. you have had your questions answered, and

3. you have decided to be in the study.

You will be given a copy of this consent form to keep.

Your signature








Date

Your printed name


Signature of researcher explaining study





Date

Printed name of researcher explaining study



(This information can be typed in or printed on department letterhead)
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