[image: Description: cid:3365659872_46747]
Insert Department
Campus Address
Fargo, ND 58108-6050
Phone Number

Title of Study
This study is being conducted by:  Name and contact information for primary researcher(s).  If study is being conducted by a graduate student, the PI (advisor) should also be listed here.

Key Information about this study:
This consent form is designed to inform you about the study you are being asked to participate in.  Here you will find a brief summary about the study; however you can find more detailed information later on in the form.
· List key pieces of information designed to assist the participant in deciding whether or not they would like to participate in the study.
· This information should include:
· Any relevant inclusion or exclusion criteria,
· Risks/Benefits,
· Time commitment,
· Compensation,
· Privacy concerns.
· This section is designed to be a concise and focused presentation of key information that is mostly likely to assist in understanding the reasons why one might or might not want to participate in research.

Why am I being asked to take part in this study?  
Describe, at a 6th-8th grade reading level, the purpose of the study.  
What will I be asked to do?  
Describe in simple and concise terms what participants will be asked to do and/or what information will be collected about them during the course of the study.  Avoid technical language and acronyms whenever possible.  This section can be broken out into several short paragraphs, presented with bullet points, and/or contain diagrams or figures. 
Where is the study going to take place, and how long will it take?
Describe where the study will take place as well as the total time commitment for the participant.
[image: http://www.financialinsights.net/wp-content/uploads/2012/07/wealth_management_icons_risk.png] What are the risks and discomforts?
Describe any anticipated risks that may result from the research (physical, psychological/emotional, financial, privacy/confidentiality related, stigmatizing or reputational risk, or legal (criminal or civil) liability.  The most likely or the most critical should be listed first, followed by risks which are less likely or less critical.
It may be appropriate to include a statement that, “It is not possible to identify all potential risks in research; however, reasonable safeguards have been taken to minimize known risks.  If new findings develop during the course of the research which may change your willingness to participate, we will tell you about these findings.”
If the research involves consumption of food, or the application of chemicals or other products to the skin, please include the following, “If you are known to have a sensitivity to any food or food ingredient, or have had a violent allergic reaction to drugs, chemicals, or food ingredients you should not take part in this study.
[image: http://cdn.mysitemyway.com/etc-mysitemyway/icons/legacy-previews/icons/3d-glossy-green-orbs-icons-business/103478-3d-glossy-green-orb-icon-business-thumbs-up1.png]What are the expected benefits of this research?
Individual Benefits:  If the participant will directly benefit from the research, include a description of the potential benefits here (e.g., “You will receive access to XYZ by participating in this research).  Compensation (monetary or other compensation) should NOT be described in this section.  
Societal Benefits:  Describe the expected societal benefits, or the expected scientific advances.
Do I have to take part in this 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.
[image: https://cdn4.iconfinder.com/data/icons/dot/256/usd_dollar_money_cash.png]Will it cost me anything to participate?
If the participant will be responsible for any costs associated with the research, describe these in this section.  This section can be deleted if it is not applicable.
What are the alternatives to being in this study?
If there are alternative treatments, ways to earn extra/course credit, etc. these should be described here.  You may also state, “Instead of being in this research, you may choose not to participate.”


[image: ]Who will have access to my information?
Describe whether or not identifiable information or biospecimens will be collected during the course of the research.  Describe who will have access to this information/biospecimens, how they will be protected, how research results will be presented, and if they will be available to anyone outside the research team at any time.
If the study involves the investigation of a drug (Phase I-IV), non-approved use of a drug or substance, or investigation of a medical device or substance that is subject to FDA regulations, following statement is required, “Representatives of the United States Department of Health and Human Services or the United States Food and Drug Administration may inspect your (insert “medical records” or “research records” as appropriate) to assess the results of this (insert “drug treatment” “medical device therapy” or “research” as appropriate.)
IF APPLICABLE, add the statement:  A description of this clinical trial will be available on http://www.ClinicalTrials.gov as required by US Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this website at any time.
[The Certificate of Confidentiality section below is required for all NIH funded research, and any other research with a Certificate of Confidentiality.  Delete if not applicable.]
Certificate of Confidentiality [include if applicable]
The Department of Health and Human Services (HHS) has issued a Certificate of Confidentiality to further protect your privacy.  With this Certificate, the investigators may not disclose research information that may identify you in any Federal, State, or local civil, criminal, administrative, legislative, or other proceedings, unless you have consented for this use.  Research information protected by this Certificate cannot be disclosed to anyone else who is not connected with the research unless:
1. there is a law that requires disclosure (such as to report child abuse or communicable diseases but not for legal proceedings);
2. you have consented to the disclosure, including for your medical treatment; or
3. the research information is used for other scientific research, as allowed by federal regulations protecting research subjects.
Disclosure is required, however, for audit or program evaluation requested by the agency that is funding this project or for information that is required by the Food and Drug Administration (FDA).
You should understand that a Confidentiality Certificate does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research.  If you want your research information released to an insurer, medical care provider, or any other person not connected with the research, you must provide consent to allow the researchers to release it.  This means that you and your family must also actively protect your own privacy.
Finally, you should understand that the investigator is not prevented from taking steps, including reporting to authorities, to prevent serious harm to yourself or others.
How will my [information/biospecimens] be used?
NOTE:  Research collecting identifiable private information and/or identifiable biospecimens must state that:
· Collected samples/data may be given to another investigator for future research without additional consent, OR
· Collected samples/data will not be used or distributed for future research, even if de-identified.
When applicable, describe whether clinically relevant research results will be given to the participant, and under what conditions (NEW Additional Element).
If biospecimens (even after they are de-identified) will be used for commercial profit, this must be disclosed to participants, including whether or not that profit will be shared. (NEW Additional Element).

In addition, describe whether the research will or might include whole genome or exome sequencing. (NEW Additional Element).

Can my participation in the study end early?
When applicable, describe any reason for which a participant may be removed from the study.

[image: https://cdn4.iconfinder.com/data/icons/dot/256/usd_dollar_money_cash.png]Will I receive any compensation for participating in the study?
When applicable, include this section describing any monetary or other compensation/incentives for participating.  These may include extra or course credit, gift cards, small gifts, etc.  If a drawing or raffle will be used, include the probability of receiving the incentive.


[image: ] What happens if I am injured because of the study? [include if applicable]
[bookmark: _GoBack]If you are injured during the course of this study, you should contact the [Insert Principal Investigator] at 701.231.____ or [mobile number, if applicable].  Treatment for the injury will be available including first aid, emergency treatment, and follow-up care as needed.  Payment for this treatment must be provided by you and your third party payer (such as health insurance or Medicaid).  This does not mean that you are releasing or waiving any legal right you might have against the researcher or NDSU as a result of you participation in this research.

[image: ] What if I have questions?
Before you decide whether you’d like to participate in this study, please ask any questions that come to mind now.  Later, if you have questions about the study, you can contact [Principal Investigator] at [phone number] or [email address], or [Co-Investigator] at [phone number] or [email address].

What are my rights as a research participant?
You have rights as a research participant.  All research with human participants is reviewed by a committee called the Institutional Review Board (IRB) which works to protect your rights and welfare.  If you have questions about your rights, an unresolved question, a concern or complaint about this research you may contact the IRB office at 701.231.8995, toll-free at 855-800-6717 or via email (ndsu.irb@ndsu.edu).

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								Date


												
Signature of researcher explaining study						Date


								
Printed name of researcher explaining study		
Version date:  XX/XX/XX
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