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Site Submission Cover Page

	[bookmark: _GoBack]SECTION 1.0: Instructions

	
	Advarra Submission instructions: Per UC IRB’s requirements, this cover page must be present with your Advarra submission. Please obtain signature from UC IRB. You may submit this signed cover page and all required submission documents via Advarra’s Center for IRB Intelligence (CIRBI) Platform on the Documents Attachment Summary page under no. 3, “IRB Waiver of Oversight”.

If you are not already registered with CIRBI, please be sure to enter “UCHealth/University of Cincinnati” as your organization/company name in CIRBI (as shown below). Please do not include your individual department.
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SECTION 2.0: Study contacts
	UC IRB requires to be cc’d for all communications related to your Advarra submission. In order to do this, please follow these instructions below:

[image: ]On page 3 of the submission form, titled “Investigational/Research Location(s) and Subject Recruitment” under no. 2, add Kareemah Mills (irb@uc.edu) to your submission as shown below. Be sure to select “yes” to questions 3 and 4.














Section 3.0 Informed Consent Template Language

	Please indicate below how the HIPAA Authorization Language will be presented to subjects:
· The HIPAA Authorization language is incorporated in the submitted ICF: (Y/N)
· A separate HIPPA Authorizaiton Form will be given to subjects: (Y/N)

Please indicate the type of sponsor compensation for injury language:
· The sponsor will pay for emergency care of study related injuries: (Y/N)
· The sponsor will pay for any study related injuries: (Y/N)

Please indicate if there is a risk of Hepatitis B reactivation from study drugs: (Y/N)




SECTION 4.0: Institutional Deferral
	Cover page completed by:


Site main point of contact                                                                 Principal Investigator


Protocol #, Sponsor Name                                                                 Study Title


UC ePAS#


This signature is to confirm that the UCHealth/University of Cincinnati IRB is aware of this site’s submission to Advarra for the above-mentioned protocol:
 


Signature:                                                                                                                                                                              Signature Date (mm/dd/yy)
Angela Braggs-Brown, RAC, CIP
Director, Human Research Protection Program

Or Authorized Designee:
Kareemah Mills, CIP
Assistant Director, Human Research Protection Program
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Administrative Personnel

* Selectthe person you are adding as a contact forthis research study: Kareemah Mils | .

Note: Ifyou do not see the person listed, then you willneed fo creste an sccountegisterthe person. To creste an sccountregister the
Investigator, close window, exit out of the application, 1ogoff, and go (o the CIRBI home page and cick on the Sign Up link.

“ What primary role or function wil this person be performing with regard to this research study?

O Regulatory Person
O study Coordinator
O sub-investigator
@ other

Clear

other, please specify: | UC IRB

. Should this person be alloved to edit this appication? (This includes complefing online forms, submiting @ves Ono Ciear
‘Gocuments, performing activiies, responding o questions from the IRB, etc)

Please note that if this person is allowed to editthis application, they will automatically be copied on all emails from the IRE regarding this
appitcation

Also, they will be able to create Modification, Continuing Review, and Prompt Reporing Event submissions fo this study

* Should this person be copied on alle-mails rom the IR regarding this appiication? @ Yes O No Clear

* Required OK OK and Add Another Cancel
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