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 SEQ CHAPTER \h \r 1Sponsor Continuing Review Status Report
	 SEQ CHAPTER \h \r 1This form must be received by Sterling IRB by your due date.  The questions in this form apply to all study participants and study sites not just the sites under the review of Sterling IRB.  The submission of incomplete forms may cause a delay in review. If you have any questions about what you should submit, please call (888) 636-1062.


Sponsor:       
Protocol:  SEQ CHAPTER \h \r 1      



Protocol No.:      




IRB ID:
     





 SEQ CHAPTER \h \r 1Please submit this form and any necessary attachments by the due date to allow sufficient time for review and follow-up prior to the expiration date.  Please note, if this form is not reviewed by the IRB before the expiration date, the study will fall into a lapsed status and will no longer be under Sterling IRB review.  The submission of incorrect or incomplete forms may cause a delay in review that may exceed the expiration date for the study, causing a lapsed study status.   Please note, in addition to this form, each individual investigator must submit a Site Continuing Review Status Report to the IRB in sufficient time for review prior to the expiration date.
	S T U D Y    S T A T U S

	1
	 FORMCHECKBOX 
  Study not started yet.            

 FORMCHECKBOX 
  Open and enrolling.

 FORMCHECKBOX 
  Enrollment closed and study still open.
 FORMCHECKBOX 
 Data analysis is ongoing.
	Other Comments:      


	E N R O L L M E N T    I N F O R M A T I O N 

	* Total number of participants consented  =  

   # Screen Failures + # Screening + # Active + # Completed + # Withdrawn/Early Termination

	2
	Total number of participants consented * 
	     

	3
	Total number of screen failures (did not meet inclusion/exclusion criteria)
	     

	4
	Total number of participants in screening/run-in (if applicable)
	     

	5
	Total number of active participants


	     

	6
	Total number of participants completed
	     

	7
	Total number of participants withdrawn from study or terminated early (If greater than zero, you must complete the table in Question 9 below.)
	     

	8
	Is enrollment for this study on target?  (*If no, you must attach an explanation.)
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 *No


	9
	Reasons for Participant Withdrawal or Early Termination (attach additional page, if needed)
	# of Participants

	
	     
	     

	
	     
	     

	
	     
	     


	10a.
	Participant 
	Male
	Female

	
	# Consented
	     
	     


	10b.
	Participant
Ethnic Makeup
	Hispanic or Latino
	Not Hispanic or Latino 

	
	# Consented
	     
	     


	10c.
	Participant
Racial Makeup 
	White
	American Indian or Alaska Native  
	Black/ African American
	Asian 
	Native Hawaiian/

Pacific Islander
	Other

(please specify):

	
	# Consented
	     
	     
	     
	     
	     
	     


	11
	Has there been a change in vulnerable subject enrollment since your last review? (*If yes, you must attach an explanation.)
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	12
	Have any sites reported incarceration of any enrolled participants? (*If yes, you must attach an explanation.)
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No


	C O N S E N T    I N F O R M A T I O N     

	NOTE:   If consent for this study was waived by the IRB or if data analysis is ongoing, you may skip this section and continue to the next (Risk Information).

	13
	Does the current informed consent form reflect the most up to date information regarding the study drug/biologic/device and all study related procedures?  (*If no, you must attach an explanation and suggestions for update information.)


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 *No

	14
	Have there been any changes to the consent that have not already been submitted to the IRB?  (*If yes, you must attach an explanation and a request for changes to the consent.)
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No


	R I S K   I N F O R M A T I O N    

	* Any question answered “Yes” requires an attachment of explanation.

	15
	Have there been any Unanticipated Problems involving risks to subjects or others that have not already been reported to the IRB? (Refer to the Investigator Handbook at www.sterlingirb.com for guidance on reporting.)
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	16
	Have there been any Safety Reports (i.e. IND Safety Reports, Medwatch Reports, DSMB Reports or Multi-Center Trial Reports) that have not already been submitted to the IRB?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	17
	Have there been any changes to the Investigator’s Brochure or Device Manual that have not already been submitted to the IRB?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No  FORMCHECKBOX 
 N/A

	18
	Date of the most recent Investigator’s Brochure/Device Manual:                                                                                                                                                                
	 FORMCHECKBOX 
 Attached

 FORMCHECKBOX 
 N/A

	19
	a.  Have there been any events that make you feel the risk/benefit ratio should change?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	
	b.  Has any new information become available that could alter the conduct of the study or otherwise affect 

     the risk/benefit ratio (including publications in relevant recent literature or interim findings) that has not  

     already been reported to the IRB?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	
	c.  If yes to a or b, do you need to revise the protocol and/or informed consent document(s) (including assent 

     and parental permission form(s), if applicable) to include this information?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A



	R E V I S I O N S / C H A N G E S   S I N C E    L A S T    R E V I E W

	* Any question answered “Yes” requires an attachment of explanation.

	20
	Are there any protocol amendments, protocol revisions, administrative changes, etc. since initial approval by Sterling IRB or since the last report that have not already been submitted to the IRB? 
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	21
	Date of the most current version of the protocol:                                                                                                            

	22
	Are there any new or revised recruitment materials or subject handouts (telephone screening questionnaire, print, radio, TV, internet or audio advertisement) not previously submitted to the IRB?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	23
	Have there been any changes in community attitudes (religious, ethical, or economic) towards the conduct of research since your last submission?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No


	O T H E R    I N F O R M A T I O N

	* Any question answered “Yes” requires an attachment of explanation.

	24
	Have there been any participant complaints?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	25
	Has any participant sought compensation for injury?
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	26
	Is any investigator under the review of Sterling IRB also under the review of any additional IRB? 
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No

	27
	Is there any other information available of which Sterling IRB should be aware? 
	 FORMCHECKBOX 
 *Yes    FORMCHECKBOX 
 No


	     
Name of Person Completing This Form              
	        
Position
	     
Telephone Number          

	       

Email Address                                                                                                                   
	        

Fax Number

	I acknowledge that I have reviewed the information provided on this Sponsor Continuing Review Status Report and all attachments and certify that the information provided is true and accurate to the best of my knowledge.  

__________________________________________________ __       _____________________________________________________                              
Sponsor/CRO Representative Signature
                                        Date


	                                                                      
Sponsor/CRO Representative Printed Name



	Please complete this form and email to info@sterlingirb.com or fax to Sterling IRB at (770) 690 - 9492 before its due date.
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