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Application for Review (continued)

Application for Review

Instructions:  Complete this page in the space provided. Complete and attach additional separate pages as needed, but do not complete the application form by indicating ‘see attached’ and attaching other documents. Attach all supporting documents (questionnaires, surveys, consent forms, etc). If your application needs full board review, you must provide the original and electronic copies of all documents (MS Word preferred) to the IRB office a minimum of 10 working days before the scheduled review meeting.  If you are applying for expedited review, please submit all the documents electronically, in addition to one hard copy with all the necessary signatures.
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Date submitted: ___________________________
(  New

  (  Modification

(  Renewal
Principle Investigator (name, and title/position): ___________________________________________

Faculty Advisor and/or Co-investigators: ________________________________________________

Title of Project: _____________________________________________________________________

Anticipated Risk to Participants:    (  No risk     (  Minimal risk     (  Greater than minimal risk

Anticipated number of subjects:  ___________  Anticipated dates of data collection:  ___________
Anticipated dates of data analysis:  _________  Study completion: _______________

We affirm that this application represents an accurate and complete description of the proposed research; that the research will comply with recommendations of the SGU IRB; and that the principal investigator (PI) will report to the IRB in a timely fashion any adverse events or concerns raised by participants or others. The PI will await final IRB approval prior to initiating the study or implementing modifications in the study design or consent process. The PI will submit an interim report each year the research continues (or as requested by the IRB). The PI will submit a final end-of-study report as required for IRB approval.
PI signature: __________________________________________________
Date: ____________
Advisor or Co-investigator signature: ______________________________
Date: ____________
IRB USE ONLY
IRB Chair or Designee signature: ___________________________________
Date: ____________
Category of Review Awarded: 

( Exempt

( Expedited

( Full

Action: 

( Approve
( Disapprove

( Approve subject to modifications (see PI letter)
Instructions:  Describe the proposed research by responding to the numbered items below. Use these items in bold as headings for each section of your application. Be as brief as possible but complete in each response. Do not use scientific or technical language, or withhold or obscure relevant information.
1. Principal Investigator: 

Title: 



Institution: 



Department: 


Mailing Address: 


Daytime telephone: 


Fax: 


Email address: 

(Use SGU email address for faculty, staff and students of SGU/KBTGSP)
2. Faculty Advisor (if PI is student) or Co-investigator(s): 


Title: 



Institution: 



Department: 


Mailing Address: 


Daytime telephone: 


Fax: 


Email address:

(Use SGU email address for faculty, staff and students of SGU/KBTGSP) 


3. Short Title of Project: 

4. Special considerations or requests:  Describe unique circumstances prompting a request for expedited review, or for modification and/or extension of research in progress. If this is a request for expedited review, respond to each item on this list. If this is a request to modify or extend research in progress, respond only to items directly relevant to proposed changes. 
5. Purpose and objective of project:  State the goal, rationale, and hypothesis in layperson terms.
6. Subject population:  Define the inclusion/exclusion criteria, number of subjects, ages, genders, etc. Explain the use of any vulnerable population (prisoner, low education/income, ill, elderly, etc).
7. Recruitment process:  Describe how, where, and when it will be conducted. If with written materials are used, attach a copy; if verbally recruited, specify what the subjects will be told, and by whom. 
8. Study methods:  Describe what information/data is being sought; specify types of samples or specimens collected, medical tests, interviews, questionnaires, or use of past medical records. Describe procedures, devices, drugs or medications, placebos, radiation exposure, and other elements involved in the investigation.
9. Participants roles:  How much time will participants have to spend; what will they have to do; where will it be done; will there be discomfort or psychological stress?
10. Possible risks of participating:  Describe possible physical or emotional discomforts, incapacities, harms, or wrongs to participants and their community that might possibly occur through their participation.
11. Probable benefits of participating:  Specify what benefits the participant will personally receive for participating, and how the participants’ community might benefit. Who will ensure that benefits promised [like certain medical treatments] are provided, and how will these be funded?
12. Compensation:  State what compensation, if any, the subjects will receive for participating. If none, state ‘none’. Describe medical treatments that will be provided to participants.

13. Data management:  How/where will data/samples be managed and stored? Who will have access? How and to whom will data be reported (by categories, groups, or individuals). Will subject information be submitted to peer-reviewed journals, local health officials, and/or others?
14. Stored samples and/or data:  Describe when data and/or samples will be discarded, who will have access information, and in what way the data/samples might be used in future research.
15. Confidentiality measures:  Describe what measures will be taken to protect confidentiality of data.
16. Informed consent:  Explain how informed consent will be sought. What proportion of the process will be verbal or written (50%, 90%)? Provide a script or checklist specifying what will be verbally disclosed to participants and by whom. Attach copies of all supporting documents including surveys, written consent forms, verbal consent checklists. 
17. Funding:  Specify source of funding for the proposed research. If none, state ‘none’. If from a commercial sponsor, describe what the sponsor agrees to provide to participants and/or the local community during and/or after the research is completed.
18. Conflict of interest:  Does the principal investigator or any member of the research team have a real or perceived financial interest or possible secondary gain from this investigation?
19. Compensation for injury or harm:  Is there a source for compensation or will compensation be available for any injury or harm incurred by the participants of this investigation? How are the potential participants advised of this information?
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