______________                                                                                                                            ______________
Researcher or PI Phone Contact                                                                                                          Number                                                                                                                                                                                     (assigned by IRB)
___________________

UDOH name and phone contact
DEPARTMENT OF HEALTH 

ETHICS/INSTITUTIONAL REVIEW BOARD

Request for Review by the Institutional Review Board

Instructions: 
· Please complete this form for any project you will be conducting involving the conduct of biomedical or behavior research involving human subjects.  
· Prior to submitting to the IRB review committee you must speak with the data steward from whom you are getting your UDOH data.  The Data Steward and the Bureau Director or their designee must also approve the research proposal prior to the IRB review.  Their signatures are required a the end of this application

· Please give completed and signed form to the Committee Chairperson, Iona Thraen, ithraen@utah.gov (801-273-6643) or Bobbie Lou Anderson at blanderson@utah.gov 801-273-6601 by the 15th of the month.  
· Your request for review will be discussed at the next Ethics/IRB Advisory Committee meeting, the first Monday of the following month.  
· You will be informed in writing of the decision regarding review.
1.  Title of project:

2.  Source of funding:

A.  Who is funding your project?
3.  Has your proposal been presented to any other IRB?  If so, which one? If you are submitting to University IRBs, please attach your protocol.
4.  Summary of project (Brief Description.  Please attach more detailed Research Protocol modeled after the Elements of a Research Protocol found on the home page http://health.utah.gov/irb
A.  Purpose:                    

B.  Methods:

1.  Number of patients:

2.  Statistical treatment of results:

3.  Sample Recruiting methods:

C.  Methods to be used in obtaining consent (Informed Consent Form Should Accompany Proposal and be reviewed for reading level (grade 6 or 8)
D.  Methods to be used to manage & retain records after data is obtained:

1.  Who will manage records?

2.  How long will study records be retained?

3.  What are your security practices?

5.  Potential benefits to patient:

6.  Potential risks to patient:

7.  What type of review are you requesting? Please articulate your reasons for this type of review.


___
Administrative review (this is where in cases of secondary analysis, an exempt status might apply if you



use de-identifiable data or if your project is not research but quality improvement, program



evaluation or falls under your public health authority)


___
A full IRB committee review (where identifiable data is being requested, human subjects are involved



and consent is being solicited)


___
An expedited review (brings the IRB committee on a ad hoc basis only in cases of emergencies).

8.
Have you discussed this proposal with the UDOH data steward to determine data elements, impact on work flow to respond to data requests, and any ethical or political issues surrounding the use of the data?


No   _____


Yes _____


If Yes, who have you spoken to?


Name______________________________________________________


Program____________________________________________________


Contact information ___________________________________________

9.
Have you completed a data sharing agreement with the UDOH program?


No, not necessary _______


Yes, see attached _______


Will complete one upon approval from IRB ____________


Other _________________________________________________________________

INVESTIGATOR NAME, SIGNATURE __________________________________________________________

DATA STEWARD NAME, SIGNATURE _________________________________________________________


BUREAU DIRECTOR OR DESIGNEE NAME, SIGNATURE_________________________________________


DATE ___________________________
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