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                PROTOCOL SUBMISSION FORM

	1. Protocol Title:     

	2. Protocol Number:     

	3. Study Sponsor:     

	4. For the initial approval process, NEIRB should communicate with (check one)

    [image: image1.wmf]Sponsor



 CONTROL Forms.CheckBox.1 [image: image2.wmf]CRO


[image: image3.wmf]Investigator



	5. Provide the Contact Information for the entity listed above:  
Name:      
Company:      
Address:​​​​​​​​​​​​​     
City, State, Zip:        

Telephone #:                           Fax #:      
Email Address:             
 ____________________________________________         
 ____________________________________________                                     
[image: image4.wmf]Check here if contact information for invoicing is the same as section 5.  If not please fill out section 5A.

5A:Provide Billing Information for this study:  

Name:                                            PO#:     
Company:      
Address:​​​​​​​​​​​​​     
City, State, Zip:       

Telephone #:      Fax #:      
Email Address:              



	6. NEIRB provides the following options for the receipt of your approval documents. Please choose one of the following options:

[image: image5.wmf]Overnight FedEx



 CONTROL Forms.CheckBox.1 [image: image6.wmf]Email (pdf versions of the documents emailed to the contact listed above)


[image: image7.wmf]NEIRB FastTrack Webportal*


* Available on a limited basis. If you do not have a user name and password for FastTrack, contact NEIRB about availability and access.

Note: If more than one option is checked, NEIRB will default to overnight FedEx. For multi-center studies, all investigative sites will receive their documents via overnight FedEx. In addition, all acknowledgements will be sent to all entities via FedEx or regular mail.

	7. Regulatory Authority: Check as Applicable:
[image: image8.wmf]Data from this study are subject to FDA regulation and oversight, either through submission or inspection


[image: image9.wmf]This study is federally funded. (If checked, a copy of the entire grant must be submitted.)


[image: image10.wmf]This study is not subject to FDA regulation nor is it federally funded



	8. Check as applicable:

Drug or Biologic Study:   IND #, if applicable:      
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 CONTROL Forms.CheckBox.1 [image: image12.wmf]Phase 2
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Device Study:   IDE #, if applicable:      
[image: image16.wmf]Investigational
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 CONTROL Forms.CheckBox.1 [image: image19.wmf]Nonsignificant Risk (Attach justification)


[image: image20.wmf]This study involves neither a drug nor a device



	9. Approximate number of investigative sites to be submitted to NEIRB:       

	10.  Is the language in the submitted ICF that addresses compensation for research-related injury language consistent with the language in  the investigate sites’ contracts? 

[image: image21.wmf]Yes



 CONTROL Forms.CheckBox.1 [image: image22.wmf]No (Attach explanation)

          [image: image23.wmf]N/A



	11. If new information that might affect subjects’ safety or medical care arises after the research has been completed, how will this information be communicated to subjects? 

[image: image24.wmf]Sponsor notifies investigators; investigators notify subjects.


[image: image25.wmf]Sponsor notifies subjects directly.
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	12. Have any other IRBs (local or central) reviewed this study?   

[image: image28.wmf]Yes



 CONTROL Forms.CheckBox.1 [image: image29.wmf]No



 CONTROL Forms.CheckBox.1 [image: image30.wmf]N/A


If yes, describe the outcome of the review, including any issues that required resolution prior to final approval:     


Submitted by: [image: image31.wmf]


Signature of Submitter:  [image: image32.wmf]




Date:  [image: image33.wmf]


Version Date: August 2010
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