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Continuing Review Form
Please ensure this form is submitted prior to study expiry.  If there is concern regarding the completion of this information prior to expiry, contact Pearl IRB immediately
	Section I:  Contact Information 


	Investigator
	

	Investigator Name:
	     

	Street Address:
	     

	City, State, Zipcode
	     


	Site:
	     


	Sponsor Name:
	     


	Protocol Name/ Number:
	     


  Contact Information and Relevant Training
	Section II:  Investigation Site Information


	Site Enrollment
	

	How many subjects have been enrolled in this study at your site?
	     

	How many subjects were projected for total enrollment in the study per the approved version of the consent form?
	     

	Is this site currently enrolling new subjects?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Is this site significantly above or below enrollment projection?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     

	Are there any changes in the study size or enrollment projection that Pearl IRB should be made aware of?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     


	Safety Update
	

	Are there any reports of unanticipated problems, or serious and unexpected adverse events that have not already been reported to Pearl IRB?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     

	Have there been any updates or changes to prevalence of known risks?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     

	Please attach any DSMB or safety updates not already submitted to Pearl IRB

	Is there any reason to suspect that the risk to benefit ratio for this study has changed since the last Pearl IRB review?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	To your knowledge have any other sites been shut down, or market approvals withdrawn due to safety or efficacy reasons?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	If yes, please explain:
	     


	Section III:  Study Information


	Protocol

	Version:     
	Are there any changes from the current approved version?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Investigator Brochure

	Version:     
	Are there any changes from the current approved version?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Consent Form

	Version:     
	Are there any changes from the current approved version?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Study Staff

	Submission date:     
	Are there any changes from the current approved version?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Package Insert

	Version:     
	Are there any changes from the current approved version?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Device Manual

	Version:     
	Are there any changes from the current approved version?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

	Recruitment Materials

	Version:     
	Are there any changes from the current approved version?
	 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No


Please attach the current versions all study documentation, regardless of whether or not it has changed.  All amendments or edits should be noted for the ease of Pearl IRB review.  
	I agree and confirm that the information above is accurate and complete, all changes and updates have been provided to Pearl IRB
	 FORMCHECKBOX 
Agreed   FORMCHECKBOX 
Not Agreed

	Signature 

Date:

     
Printed name 



All forms should be emailed to forms@pearlirb.com or faxed to 317.278.4102
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