Simpson College Institutional Review Board 2009-2010

Application for Approval of Research Involving Human Participants

Principal Investigator:                                     

Email:                                                                                            Phone: 
Additional Investigators:

Faculty or Staff Sponsor (If proposal is for student research) 
Project Title:  
Submission Date:                              Project Start Date:                             Project End Date:                  
Signatures

The signatures below verify that the information provided in this proposal is accurate.  Researchers bear the primary responsibility for ensuring the safety of their participants.

_________________________________________

_________________________________

Principal Investigator





Date

_________________________________________

_________________________________

Faculty or Staff Sponsor (if proposal is for student research)

Date

Please have all additional researchers sign below.
1. Provide a brief explanation of the purpose of the proposed study.

2. Expected number of participants      :                 # of Men:                      # of Women:
3. Expected age range of participants (put an X in each box that applies):

0-7 (Include parental consent form)

8-17 (Include child’s consent form and parental consent form)

18-65

65 and older

If exact ages are targeted, please specify: 

4. Other protected populations to be target or included in this research.  Check all that apply:

Pregnant Women/Fetuses/IVF

Prisoners

Mentally/Emotionally/Developmentally Disabled Persons

Minority Groups and Non-English Speakers

Gender Imbalance

If you checked any of the above, please provide a justification for using this population.

If competency to provide consent may be an issue, describe how competency will be determined and the plan for obtaining consent.

5. Explain the procedures used to recruit and select subjects, including inducements for participation.  Please attach the script you will use to recruit participants and/or attach the e-mail you will send.

6. Describe the procedure you will use, particularly the tasks participants will be asked to perform.  Attach surveys, instruments, interview questions, focus group questions, etc.  Describe the frequency and duration of procedures, psychological tests, educational tests, and experiments; including screening, intervention, follow-up etc.  (If you intend to pilot a process before recruiting for the main study please explain.)

7. Will you give participants gifts, payments, compensation, reimbursement, or services without charge?

Yes


No

If yes, please explain:

Will you give participants extra credit?

Yes


No

If yes, and if this is student research, please indicate which faculty members have agreed to give extra credit and how much extra credit they will give.

8. Does the research involve any of these possible risks or harms to participants?

Physically invasive procedures (e.g., collection of bodily fluids)

Physical risks (e.g., fainting, physiological stress)

Use of private records (educational or medical records)

Manipulation of psychological or social variables such as sensory deprivation, social isolation, mood, psychological stresses

Any probing for personal or sensitive information in surveys or interviews

Presentation of materials which participants might consider sensitive, offensive, threatening or degrading

Possible invasion of privacy of participant or family

Social or economic risk

Use of a deceptive technique 

Other risks, specify: 

9. Explain what steps will be taken to minimize risks or harms and to protect participants’ welfare.  If the research will include protected populations, please identify each group and answer this question for each group.

10. If the research involves the use of deception, please complete the following:

a. Explain the scientific rationale for deceiving the study participants.  Why must deception be used to test the hypothesis?

b. Describe when the participants will be told the true purpose of the study, the reason for the deception and explain how they will be informed and by whom.  Include a copy of the material or script to be used.

c. Describe how and when participants will be given an opportunity to withhold use of the data gathered under deceptive conditions.

11. Will you record any direct identifiers, names, social security numbers, student ID numbers, addresses, telephone numbers, etc.  Names on consent forms which are separated from data do not count.

Yes


No

If yes, explain why it is necessary to record findings using these identifiers.  Describe the coding system you will use to protect against disclosure of these identifiers.

12. Will you retain a link between study code numbers and direct identifiers after the data collection is complete?

Yes


No

If yes, explain why this is necessary and state how long you will keep this link.

13. Will you provide the link or identifier to anyone outside the research team?

Yes


No

If yes, explain why and to whom

14. If identifiers are connected to the data, how will you make sure the privacy of the participants is maintained (e.g., locked file cabinet, password protected files)?

15. Attach a copy of each of the following:

a. The form used to obtain written, informed consent.

b. All materials to be presented to the participants.  This should include recruiting materials, forms, questionnaires, tests, interview questions, and transcriptions of instructions read to participants.  If material cannot be included without violating copyright law, provide brief descriptions and references for that material.

Please print the first page of this form and submit it with all the appropriate signatures to the Chair of the IRB.  IRB proposals cannot be approved until the signatures have been received.

Student researchers:  Send this completed form as an e-mail attachment along with any other attachments to your faculty sponsor.  Once that faculty member has approved your proposal, she or he will forward the files to the IRB.

Faculty sponsors and researchers:  Send this completed form as an e-mail attachment along with any other attachments to irb@simpson.edu.



































































































































































































































































