
	Ethical Review Committee, Inc.

14400 E. 42nd St., Suite 240

Independence, MO 64055

Phone: 816.421.0008 ( Fax: 816.356.2227


SITE STUDY START NOTIFICATION
The Principal Investigator (PI) is required to notify the Ethical Review Committee (ERC) when the site has consented their first subject. Please complete this form and submit it to the ERC along with a copy of only the signature page of the consent form. (Since ERC is covered under the HIPAA Authorization, blacking-out the subject’s name is not necessary nor is the entire consent required.)
	ERC #:      
	Project/Protocol #:      
	Site #:      

	PI:      
	Initial Approval Date:      

	Street Address:      
	City, State, Zip:      

	Contact:      
	Phone: (   )   -     Ext:      
	Fax: (   )   -    

	E-Mail:      

	Alternate Contact:      
	Phone: (   )   -     Ext:      
	Fax: (   )   -    

	E-Mail:      

	Please answer the following:

	1
	Did the subject initial all pages of the consent?
	 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes

	If No, you must re-consent the subject. You will also need to complete a protocol violation report form. If you need another copy of the form, please contact the ERC.

	2
	Have there been any serious adverse events (SAE) or protocol violations since the first subject was enrolled?
	 FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes

	If an SAE or a protocol violation has occurred at your site, you must complete a protocol violation report form. If you need another copy of the form, please contact the ERC.

	

	PLEASE ATTACH A COPY OF ONLY THE SIGNED SIGNATURE PAGE OF THE CONSENT FORM


Signature (PI)_____________________________________________ 
Date ______/_____/______

File a copy of this form, and all documents you receive from the ERC (and SAE(s) if applicable), in your study file.
PLEASE DO NOT WRITE BELOW THIS LINE (ERC use only)
Date Received by ERC _____/_____/_____
Date First Subject Consented _____/______/_____
Subject's Initials_____________________
Correct Consent Form Received  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

_____________________________________________


Ethical Review Committee 

Fax or Mail this form to:
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