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Human Subjects Committee

Human Subjects Approval Request

South Dakota State University

_____Exempt
_____Expedited Review
_____Committee Review
1. Principal investigator _______________________________ Phone No. _______________

    E-mail address of principal investigator _________________________________________
____Faculty
____Graduate Student
____Undergraduate Student
____Not SDSU Researcher 

           If student, faculty advisor _______________________________  

    College/School _____________________________ Department ________________

(Please use an additional sheet to list names and contact information for others involved with the project).

2. Project title __________________________________________________________

3. Sponsoring agency ____________________________________________________

4. Project Period (contact with participants): From ______/______/_______ To ______/______/_______

5. Location of study _____________________________________________________

6. Number of human participants to be selected ___________________________________

7. Types of participants to be selected:
     ___Normal Adults             ___Pregnant Women                 ___Prisoners

     ___Minors                       ___Fetuses                               ___Mentally Disabled or Delayed

8. Exemption from Committee Review Requested? ______ Yes ______ No

   If “yes”, indicate basis for exemption. For complete descriptions of the exempt categories of research, see:
http://www.sdstate.edu/research/compliance/humansubjects/index.cfm
     ___Educational Research
           ___Educational Tests               ___Study of Existing Data

     ___Survey/Interview Research              ___Observational Research
   ___ Food Tasting
     (The above do not automatically make a project exempt; it may require expedited or full committee review.)

9. Will any drugs, chemical or biological agents be administered to human subjects?

     ____ Yes ____ No    If Yes, include documentation regarding safety from a source other than the manufacturer in METHODS.
10. Will specimens or samples of tissues, body fluids, or other substances be collected from participants?     

     ____ Yes ____ No       If Yes, include details of collection, storage, labeling, use, and disposal in METHODS.
11. Has each investigator involved in the study completed CITI on-line training and filed a copy of the certificate in the Office of Research and Sponsored Programs?   ____ Yes ____ No

12. Research Protocol: Complete a description of the proposed study following instructions.

13. Informed Consent: Attach copies of all forms which will be used to obtain the legally effective informed consent of human subjects or their legal representatives, or justification why informed consent should be altered or waived.

14. Additional Materials: Attach a copy of all surveys, recruitment materials, and any other relevant documents.
Authorized Signatures:

Principal Investigator ________________________________________
Date __________________

                         I ____ do ____ do not wish to appear before the committee

Advisor (if student project)____________________________________
Date __________________

Department Head or Dean ____________________________________ 
Date __________________

Research Protocol

PLEASE DELETE ALL ITALICIZED INSTRUCTIONS BEFORE SUBMISSION
A. Objectives: (Include a description of the project. If there is a manipulated independent variable, list all possible values. If necessary, delineate a timeline for all conditions).

B. Participants: (Quantitative researchers should discuss and describe the population, sample frame, sample and number of participants. If the exact number is not known prior to recruitment, a minimum/ maximum range is acceptable. When a study presents a significant identifiable risk to participants, a consultant familiar with the disciplinary context of the study may be asked to assess the risk. Qualitative researchers should describe the general population characteristics and the number of participants.)
C. Time Required for Individual Participants: (State the amount of time required from a single participant. If more than one session/contact is required, list all activities and time required).
D. Compensation to Participants: (Include any financial, extra credit, and/or any other forms of compensation. Be explicit about what portion(s) of the study the participant must complete to obtain the compensation. If this is a class where extra credit is being offered as compensation, it must be stated that alternative opportunities to obtain extra credit are available for equivalent amounts of work.)
E. Benefits to Participants: (If the participants would directly benefit from the results of the study, this should be listed. If the participants will probably not benefit in any way, list none).
F. Methods: (Details for all procedures must be listed. Include a copy of any survey items or interview questions in an Appendix. If Internet surveys are used, any procedures, including Internet survey software providers, must be approved.)
G. Risks to Participants: (Please evaluate and discuss all potential risks of the study. Any physical, emotional, economic or other risks must be listed. Risks may be classified as no greater than minimal or greater than minimal risk.  If you believe there are no known risks in participation, please indicate that there are no known or no foreseeable risks.)
H. Risk Reduction: (List the steps taken to reduce or prevent risks listed in G.)
I. Confidentiality: (List the steps taken, if any, to keep the identity of the participants confidential, including the location of storage for information and a date for the destruction of personal information. Any project conducted via the Internet must detail measures to assure appropriate computer security issues.)
J. Recruitment:  (Contact information for all participants should be obtained using acceptable research methods.  State all details of how participants will be recruited for the study. Include how the names/contact information for all participants will be obtained. Include a copy of any advertisements, flyers, or posters to be used in an Appendix.) 

DELETE THE FOLLOWING INSTRUCTIONS PRIOR TO SUBMISSION

SUBMISSION OF ALL PROPOSALS SHOULD BE AS AN E-MAIL ATTACHMENT TO SDSU.IRB@SDSTATE.EDU.

The following are examples and samples for contact and/or consent. They should be modified to fit your individual project.  Items in bolded italics and other sections should be modified for your project or deleted if not appropriate. In some cases, you may need to add information. For example, if the project is conducted in a class, there should be information added that participation is not part of the grade. 
Not all pages may be required for every study. 
For some studies, implied consent may be appropriate. Wording examples for implied consent are shown in red. Prior to submission and use with participants, items in red should be changed to black font type. The color is used in the electronic version to assist the PI in identifying the implied consent items. Implied consent items should be deleted when signed consent is required.

Cover Letter- usually used for surveys and when recruitment is done at a distance, such as through the mail.

Information Sheet- may be used when recruitment is done face-to-face, such as in a classroom. If a signed Consent Form is required, an Information Sheet (which is the Consent Form without a signature) can be given to the participant to take with them should there be any questions in the future.

Consent Form- must be used for all projects posing greater than minimal risk to participants.  
Assent- If minors (under the age of 18 years in South Dakota) are included as participants, they cannot provide legal consent. Instead, investigators should obtain assent from these participants. The format must follow the general ideas of the consent form, and should be written in language appropriate to the age of the participant. Readability statistics are available on most word processing programs, and should be included in the submission.
Parental Permission Form- to be used when a participant is under 18 years of age and can be modified for use with other vulnerable populations.

Cover Letter with Implied Consent 
Dear ________________:

I/We _____________________ are conducting a research project entitled "__________________________" as part of a (dissertation, class project, etc.) at South Dakota State University.

The purpose of the study is to_________________________________________________

_______________________________________________________________________

You as a (student, teacher, etc.) are invited to participate in the study by (completing the attached survey, etc.) We realize that your time is valuable and have attempted to keep the requested information as brief and concise as possible. It will take you approximately ______ minutes of your time. Your participation in this project is voluntary. You may withdraw from the study at any time without consequence.

There are (no known risks) or( some possible risks) to you for participating in this study. (List any possible risks. If questions are of a sensitive nature, give them the option of not answering the ones they find upsetting. If there are risks, describe how you will reduce the risks.)
 
(There are no direct benefits…) or (The benefits to you are…)
Your responses are strictly confidential. When the data and analysis are presented, you will not be linked to the data by your name, title or any other identifying item.

Please assist us in our research and return the completed survey in the enclosed envelope. 

Your consent is implied by the return of the completed questionnaire. Please keep this letter for your information. If you have any questions, now or later, you may contact us at the number below. Thank you very much for your time and assistance. If you have any questions regarding your rights as a research participant in this study, you may contact the SDSU Research Compliance Coordinator at 605-688-6975, SDSU.IRB@sdstate.edu.

Sincerely,

Project Director

Address

E-mail Address

Phone No.

This project has been approved by the SDSU Institutional Review Board, Approval No.: ___________

Information Sheet

Participation in a Research Project

South Dakota State University

Brookings, SD 57007

Department of _____________________________

Project Director ____________________________ 

Phone No. ________________  

E-mail ___________________________________

Date _____________________

Please read (listen to) the following information:

1. This an invitation for you (as a student, teacher, etc.) to participate in a research project under the direction of the _______________________.

2. The project is entitled ______________________________________________.

3. The purpose of the project is to _______________________________________.

4. If you consent to participate, you will be involved in the following process, which will take about ____ minutes of your time: (Include procedures here, and include where the project will take place.)
5. Participation in this project is voluntary. You have the right to withdraw at any time without penalty (will not affect your care, grades, etc.). If you have any questions, you may contact the project director at the number listed above.

6. (There are no known risks) or (The risks are …) to your participation in the study. (If questions are of a sensitive nature, you will need to indicate how you will handle someone becoming upset; i.e., referral to the Counseling Center or a therapist).
7. (The benefits to you are …) or (There are no direct benefits…)

8. There (is) (is no) compensation (money, extra credit, etc) for your participation in this study.  (If the participant must travel to the study site, you can include there will be no reimbursement for travel or parking.)
9. Your responses are strictly confidential. When the data and analysis are presented, you will not be linked to the data by your name, title or any other identifying item.

10. As a research participant, I have read the above and have had any questions answered. I will receive a copy of this information sheet to keep.

If you have any questions regarding this study you may contact the Project Director. If you have questions regarding your rights as a participant, you can contact the SDSU Research Compliance Coordinator at (605) 688-6975 or SDSU.IRB@sdstate.edu.

This project has been approved by the SDSU Institutional Review Board, Approval No.: ___________

Participant Consent Form or Child Assent Form (amend for children as appropriate)
Participation in a Research Project

South Dakota State University

Brookings, SD 57007

Department of _____________________________

Project Director ____________________________ 

Phone No. ________________  

E-mail ___________________________________

Date _____________________

Please read (listen to) the following information:

1. This is an invitation for you (as a student, teacher, etc.) to participate in a research project under the direction of _______________________.

2. The project is entitled _______________________________________________.

3. The purpose of the project is to ________________________________________.

4. If you consent to participate, you will be involved in the following process which will take about ____ minutes of your time: (Include procedures here, and include where the project will take place.)
5. Participation in this project is voluntary. You have the right to withdraw at any time without penalty (will not affect your care, grades, etc.). If you have any questions, you may contact the project director at the number listed above.

6. (There are no known risks) or (The risks are …) to your participation in the study. (If questions are of a sensitive nature, you will need to indicate how you will handle someone becoming upset; i.e., referral to the Counseling Center or a therapist).
7. (The benefits to you are …) or (There are no direct benefits…)

8. There (is) (is no) compensation (money, extra credit, etc) for your participation in this study. (If the participant must travel to the study site, you can include there will be no reimbursement for travel or parking.)
9. Your responses are strictly confidential. When the data and analysis are presented, you will not be linked to the data by your name, title or any other identifying item.

As a research participant, I have read the above, have had any questions answered, and agree to participate in the research project. I will receive a copy of this form for my information.

Participant's Signature ______________________________ Date __________

Project Director's Signature __________________________ Date __________

If you have any questions regarding this study you may contact the Project Director. If you have questions regarding your rights as a participant, you can contact the SDSU Research Compliance Coordinator at (605) 688-6975 or SDSU.IRB@sdstate.edu.

This project has been approved by the SDSU Institutional Review Board, Approval No.: ___________

Parental Permission Form

Participation in a Research Project

South Dakota State University

Brookings, SD 57007

Department of _____________________________

Project Director ____________________________ 

Phone No. ________________  

E-mail ___________________________________

Date _____________________

Please read (listen to) the following information:

1. This is an invitation for your child (as a student, group member, etc.) to participate in a research project under the direction of _______________________.

2. The project is entitled _______________________________________________.

3. The purpose of the project is to ________________________________________.

4. If you consent to participate, you will be involved in the following process which will take about ____ minutes of your time. (Include where the project will take place.)
a.

b.

c.

5. Participation in this project is voluntary. Your child has the right to withdraw at any time without penalty (will not affect their care, grades, etc.). If you or your child has any questions, you may contact the project director at the number listed above.

6. (There are no known risks) or (The risks are …) to your child’s participation in the study. (If questions are of a sensitive nature, you will need to indicate how you will handle someone becoming upset; i.e., referral to the Counseling Center or a therapist).
7. (The benefits to you are …) or (There are no direct benefits…)

8. There (is) (is no) compensation (money, extra credit, etc.) for your child’s participation in this study. (If the participant must travel to the study site, you can include there will be no reimbursement for travel or parking.)
9. Your child’s responses are strictly confidential. When the data and analysis are presented, your child will not be linked to the data by name, title or any other identifying item.

10. Your child will be informed of all research activities and will be given the choice to participate. If your child at any time indicates that participation in the project is causing stress or that participation is no longer voluntary, the project will immediately be terminated.

As the parent of a research participant, I have read the above, have had any questions answered, and agree to allow my child _________________________________________   to participate in the research project. I will receive a copy of this form for my information.

Parent's Signature ______________________________ Date __________

Project Director's Signature __________________________ Date __________

If you have any questions regarding this study you may contact the Project Director. If you have questions regarding your rights as a participant, you can contact the SDSU Research Compliance Coordinator at (605) 688-6975 or SDSU.IRB@sdstate.edu.

Human Subjects Committee - Checklist 
South Dakota State University

COMPLETE by checking all appropriate items and INCLUDE THIS SHEET IN ALL SUBMISSIONS

Project Director: __________________________________________________________________________

Project Title: _____________________________________________________________________________

TITLE

1. __ Does the title of the study appear and match the title used throughout the proposal?

INVITATION TO PARTICIPATE

2. __ Does the consent form begin with a clear invitation to participate?

3. __ Is there a description of who participants will be; how they were selected?

PURPOSE

4. __ Is there a clear statement of the purpose of the research?

5. __ Does it state who is conducting the research?

6. __ Does the consent form state that participation is voluntary?

7. __ Is it stated that the participant may withdraw without penalty?

PROCEDURES

8. __ Is the explanation of procedures adequate? 

9. __ Are copies of the instruments attached?

10. __ Has permission to use instruments been obtained, if was developed by someone else?

11. __ Does it state amount of time the participant will be involved?

BENEFITS

12__ Is the statement of potential benefits complete?

COMPENSATION

13. __ Is the availability of compensation stated?

14. __ Is there any cost to the participants?

15. __ Is there compensation in case of injury?

16. __ Is there alternative treatment available?

17. __ Is there a statement on emergency medical treatment (for more than minimal risk studies)?
RISKS

18. __ Is the description of the potential risks and discomforts complete?

19. __ Are methods of risk reduction in place? (i.e., referral in case of upset due to questions asked)

20. __ Does it state that the investigator may remove a participant from the study if it is in their best interest?

CONFIDENTIALITY

21. __ Is the assurance of confidentiality, when applicable clear and complete?

22. __ Is the FDA access (or other access) to research records statement included, if applicable?

23. __ Has the participant had an opportunity to ask questions and they have been provided with contact information should they questions in the future?

24. __ Does it state that participants will receive a copy of the consent form?

SIGNATURES

25. __ Are there dated subject and investigator blanks?

GENERAL QUESTIONS

26. __ Is the investigator's name and phone number on the form (i.e., signature block)

27. __ Is the consent form written in "lay language"?

 28. __ Is the consent form free of any exculpatory language? (That is, no PI can claim that they are not responsible for anything that happens to a participant do to their participation in their study).

29. __ If children are included as subjects, is provision made for securing the assent of the child and the consent of the parent/guardian?

30. __ Has permission been obtained from schools, agencies involved?

31. __ What is the overall risk classification?  Minimal?  Greater than minimal?
PROTOCOL QUESTIONS

32. __ Do you have any major questions pertaining to the protocol (indicate on back with page # and section referenced)?
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