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INFORMED CONSENT

The University of South Dakota

TITLE:




[Insert title of project]

PROJECT DIRECTOR:


 [Insert name]

PHONE #:
[Insert phone number; do not use personal phone number, use office numbers]

Department:




[Insert department name]

WHAT IS THE PURPOSE OF THIS STUDY?

You are invited to participate in a research study about [insert general statement about study].  You were selected as a possible participant because you [explain how subject was identified; for example, are taking an introductory psychology class, are an elementary school administrator.]  

The purpose of this research study is [give a general description of the project-what is being investigated, what is the hypothesis, what knowledge is being sought and why].
HOW MANY PEOPLE WILL PARTICIPATE?

Approximately [number] [students, children, people] will take part in this study.  [Add a sentence if study will be done at other sites and how many total subject are expected to be enrolled.]

HOW LONG WILL I BE IN THIS STUDY?

Your participation in the study will last [insert total length of the study]. You will need to visit the [insert location: research office, psychology lab]  [insert number] times. Each visit will take about [insert number of minutes/hours] minutes/hours.

WHAT WILL HAPPEN DURING THIS STUDY?

[Describe the procedures/process in chronological order: define and explain all technical terms.]

[Identify and explain any procedures that are experimental.]

[Explain tasks, surveys, interviews or procedures; describe the assignment to control or experimental groups, length of time for participation, frequency of procedures, location, etc.]

[If the study involves surveys or questionnaires, include a statement that the subject is free to skip any questions that he/she would prefer not to answer.]

WHAT ARE THE RISKS OF THE STUDY?

There may be some risk from being in this study. [Describe the risks-psychological, emotional, physical, legal, privacy issues, etc.  Depending on the type of study, some risks may be better described as things that could make the subject “uncomfortable”, such a fatigue or embarrassment.  There is no such thing as a risk-free study.  If there are no known risks, state that there are “no foreseeable risks” to participating]

[Describe or list additional counseling or support services for studies that may engender strong emotions.]
Example:


You may experience frustration that is often experienced when completing surveys. Some questions may be of a sensitive nature, and therefore you may become upset as a result. However, these risks are not viewed as being in excess of “minimal risk”.
Nonetheless, if you become upset by questions, you may stop at any time or choose not to

answer a question.  If you would like to talk to someone about your feelings regarding this 

study, you are encouraged to contact [if appropriate, add hotline numbers, agencies, etc.

If a subject is a University of South Dakota student add The University of South Dakota’s
Student Counseling Center at 605-677-5777 which provides counseling services to students at

no charge,  or another service if appropriate].
[Unforeseen Risks: In addition to anticipated/expected risks, certain studies may involve unforeseen reactions, hazards, discomforts, and inconveniences affecting the quality of life.  If you anticipate unforeseen risks, a statement must be included that "participation in the study may involve unforeseen risks".  When possible, list such risks, indicate what will be done to avoid or minimize such unforeseen risks.]

WHAT ARE THE BENEFITS OF THIS STUDY?

You [may not/will not] benefit personally from being in this study.  However, we hope that, in the future, other people might benefit from this study because [describe why others might benefit in the future in terms of the knowledge that will be gained].  [Compensation/extra credit is not a benefit and should not be listed as a benefit.]

WHAT ARE THE ALTERNATIVES TO PARTICIPATING IN THIS STUDY? 

[If the research involves a group of subjects (such as students in a classroom or this project being done as extra credit), describe and explain the procedures that will be employed to provide alternative, yet equal activities/extra credit  for those who do not wish to participate.] 

Example:
If you choose not to participate in this study, you may earn extra credit in your course in alternate ways.  Please consult your instructor, who will provide you with comparable assignments that you may choose to complete, (e.g., writing assignments, participation in other research experiments, etc.)
WILL IT COST ME ANYTHING TO BE IN THIS STUDY?

You [will/will not] have any costs for being in this research study.  [Describe any costs to the subject.  Be sure to include any travel/parking costs for which the subject may be accountable for.]

WILL I BE PAID FOR PARTICIPATING?
You [will/will not] be paid for being in this research study. [Describe the monetary compensation.  If subjects must provide SSN and address to receive a check for payment, please indicate.  If compensation is pro-rated when a subject withdraws prior to completing the study, explain how it is pro-rated.  If there is non monetary compensation, (e.g., extra credits, gift certificate, drawing, please describe.

WHO IS FUNDING THE STUDY?

[Pick one of the following statements.]

The University of South Dakota and the research team are receiving no payments from other agencies, organizations, or companies to conduct this research study.




OR

[Name of agency/organization/company] is funding this research study.  This means that [insert USD or other area; e.g., Sanford Research/USD, VA, etc.] is receiving payments from [name] to support the activities that are required to conduct the study.  No one on the research team will receive a direct payment or an increase in salary form [name] for conducting this study.

ARE MY RECORDS CONFIDENTIAL?
The records of this study will be kept confidential to the extent permitted by law.  In any report about this study that might be published, you will not be identified.  Your study record may be reviewed by government agencies, Office of Human Subjects Protection and The University of South Dakota- Institutional Review Boards [and, if appropriate, the FDA if research involves foods, including dietary supplements that bear a nutrient content claim or health claim, infant formulas, food and color additives].
Any information that is obtained in connection with this study and that can be identified with you will remain confidential and will be disclosed only with your permission or as required by law. Confidentiality will be maintained by means of [describe coding procedures and plans to safeguard data, including where data will be kept, who will have access to it, etc.].
If we write a report or article about this study is written, we will describe the study results will be described in a summarized manner so that you cannot be identified.

[If information will be released to any other party for any reason, state the person/agency to whom the information will be furnished, the nature of the information, and the purpose of the disclosure.]

[If activities are to be audio- or videotaped, describe the subject's right to review/edit the tapes, who will have access, if they will be used for educational purposes, and when they will be erased.]

[Researchers should also explain how the identity of the non-participants will be guarded. For example, if interviews are being conducted, how will the identity of non participants be kept anonymous; i.e., use of first names only?]

WILL I BE COMPENSATED FOR AN INJURY?
In the event that this research activity results in an injury, treatment will be available including first aid, emergency treatment, and follow-up care as needed.  Payment for any such treatment is to be provided by you (you will be billed) or your third-party payer, if any (such as health insurance, Medicare, etc.).  No funds have been set aside to compensate you in the event of an injury.  If you feel you have suffered a research-related injury, please contact [give investigators name] at [give telephone number.]   

 [Disclose any additional costs of the research procedures with estimated amounts.]

IS THIS STUDY VOLUNTARY?

Your participation is voluntary. You may choose not to participate or you may discontinue your participation at any time without penalty or loss of benefits to which you are otherwise entitled.  Your decision whether or not to participate will not affect your current or future relations with The University of South Dakota. [If the researcher is recruiting students in his/her course to be research subjects, give further details about the procedure for ensuring there will be no penalty to those who do not participate.]

If appropriate, add: 
If you decide to leave the study early, we may need to describe the procedures the subject may need to follow, such as calling the study coordinator, coming in for a close-out visit; describe any consequences of the subject’s withdrawal].
If appropriate, add: 
You will be informed by the research investigator[s] of this study of any significant new findings that develop during the study which may influence your willingness to continue to participate in the study.

If appropriate, add: 
[Specify any circumstances of early withdrawal from the study without participant’s approval, such as deteriorating health or other conditions that might make continued participation harmful.l]

WHOM MAY I CONTACT IF I HAVE QUESTIONS?
You may ask any questions you have now or later.

The researchers conducting this study are:

[insert name(s) of investigator(s)] 
[insert telephone number] during the day 
and at [insert after hour’s telephone number] after hours.  
· You may call these numbers if you have questions, concerns, or complaints about the research.
· [Remove, if not applicable.]You should also call these numbers if you have a research-related injury. 
Appointment contact, if applicable: If you need to change your appointment, please contact [name and phone number].
If you have questions regarding your rights as a research subject, you may contact The University of South Dakota- Office of Human Subjects Protection at (605) 677-6184. 
· You may also call this number about any problems, complaints, or concerns you have about this research study.  
· You may also call this number if you cannot reach research staff, or you wish to talk with someone who is independent of the research team.  

· General information about being a research subject can be found by clicking “Information for Research Participants” on the web site: http://www.usd.edu/research/research-and-sponsored-programs/research-participant-information.cfm
[If applicable] I give consent to be audiotaped during this study.
Please initial: 

____ Yes
____ No
[If applicable] I give consent to be videotaped during this study.
Please initial: 

____ Yes
____ No
[If applicable] I give consent for my quotes to be used in the research; however I will not be identified.

Please initial: 

____ Yes
____ No
Your signature indicates that this research study has been explained to you, that your questions have been answered, and that you agree to take part in this study.  You will receive a copy of this form.

Subject’s Name: ______________________________________________________

______________________________________
________________________

Signature of Subject




Date

If you are not giving the consent in person, remove section below.
Statement of Person Who Obtained Consent

I have discussed the above study with the subject or, when appropriate, with the subject’s legally authorized representative.  It is my opinion that the subject adequately understands the risks, benefits, and procedures involved with participation in this research study.

__________________________________

__________________________

Signature of Person Obtaining Consent


Date
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