SLHS Institutional Review Board
	Principal Investigator:

	IRB Number:

	Study Name:



MODIFICATION REQUEST FORM

1. What type of change are you requesting?
[bookmark: Check11][bookmark: Check14]|_| Protocol				|_| Recruitment/Adverting materials
[bookmark: Check12][bookmark: Check15]|_| Investigator Brochure		|_| Other document sponsor has requested IRB review
[bookmark: Check13][bookmark: Check16]|_| Consent/Assent form		|_| New Information
[bookmark: Check17]|_| Other
** Please note that if you would like to request a change in study personnel, there is a separate form to request approval for those changes

2. Is this a change that requires consent, parental permission, or assent form changes?
[bookmark: Check1][bookmark: Check2]|_|	Yes		|_|	No
**Please note that if there are changes to the consent/parental permission/assent form required, you must submit a red-lined version of your consent/parental permission/assent form. 

3. Will this modification increase risk to study participants?
[bookmark: Check3][bookmark: Check4]|_|	Yes		|_|	No

4. Are you making this modification request due to an Unanticipated Problem or Adverse Event?
[bookmark: Check5][bookmark: Check6]|_|	Yes		|_|	No
**If yes, please ensure that you have submitted the Unanticipated Problem Report to the IRB

5. In your opinion, does this modification involve information that might relate to a subject’s willingness to continue to take part in the research?
[bookmark: Check7][bookmark: Check8]|_|	Yes		|_|	No

6. Does this modification require that subjects be notified or for consent to be re-obtained?
[bookmark: Check9][bookmark: Check10]|_|	Yes		|_|	No
**Please note that if you answer yes this question, you must provide the IRB with an explanation of how you will accomplish this.

7. If submitting recruitment or advertising materials, where will the materials be distributed?
**Please submit the sponsor approval document for these materials, if applicable
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

8. If submitting new information for subjects, how will it be communicated to the subjects?
__________________________________________________________________________________________________________________________________________________________________________________________________________________________________________



Please describe the modification you are requesting. You must include a justification for the modification. You must also include how the modification differs from what is currently approved.  For all modifications to approved documents, you must provide the red lined version to the IRB for review.


[bookmark: _GoBack]Proposed Modification and Justification: ___________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________








_____________________________________________			______________________
Signature of Principal Investigator					Date
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