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RENEWAL APPLICATION FOR CONTINUING REVIEW

Catholic Health System

Institutional Review Board (CHSIRB)


        CHSIRB approval is usually given for a one (1) year period and must be obtained on a yearly basis.  Approval may be given for a lesser period of time (less than one year) based on the relative perceived high level of risk to the subject population, previously reported issues with the drug, biologic or device, previous issues with the PI, nature and location of the study, or the vulnerability of the study subject population. 

Notification of annual renewal will be sent two (2) months before the anniversary date of the approved protocol. Only one notice will be sent.  Research cannot continue or subjects enrolled into the study beyond the expiration date.  Federal regulations make no provisions for any grace period for extending IRB approval.  If the approval period has expired and the required documentation for continuing review has not been received, the CHSIRB Office will notify the Principal Investigator of lapsed approval for new subject enrollment.  If the required documentation is not received the project will be administratively closed and appropriate investigator and the study sponsor will be notified.

The Annual Renewal Notice for Continuing Review is available on line and can be returned to the CHSIRB office as an e-mail attachment. Be sure to fill in the entire form if submitted as an email attachment.   Renewal Application For Continuing Review  

For continuing renewals send the electronic copy of the 2 page renewal application, Application form, clean informed consent, and any revisions (with cover memo indicating the proposed changes). The original signed Application form should be sent by mail and received by our office before approval can be given. 

                                                                                                                                                 ** Check if changed 

     since previously   

     approved    

	CHS Site:
	SOCH_____ MHB_____ SOCH,SJC_____ KMH_____
	

	Principal Investigator:
	
	

	Address:
	
	

	Project Title:
	
	

	CHSIRB#:
	


*Include explanation of all changes in a cover memo.  

· This form must be filled in completely.  Incomplete forms will be returned to you for completion which will delay your approval process.

· Completed materials must be submitted by the due date indicated in the email notification.  

· If approval for the research expires, all research activities must cease and no new subjects may be enrolled until re-approval is given.  Research may not continue beyond the approval expiration date.

· Be sure to sign and date this application or it will be returned to you for your signature.

· Note: PIs who fail to respond to the Renewal Application for Continuing Review or fail to provide the Completed Notification Final Report Form for existing studies in a timely manner will not have any new submissions considered for approval.
	1) RESEARCH STATUS (Check ONLY one)                                                                                                            Check

	A. Project continuing – actively enrolling subjects
	

	B. Project continuing –  continuing to review charts retrospectively
	

	C. Project continuing – enrollment closed, subjects on follow up.
	

	D. Project continuing – enrollment closed, no subjects on study or follow up (data analysis only)
	

	E. Project NOT STARTED – please explain why the project was not started:  (e.g., awaiting funding, staffing problems, equipment delivery delays, etc.)  If the project has not been started, COMPLETE ONLY THIS SECTION.  It is not necessary to complete the rest of this form.  After completing this section, sign, date, and submit this document to the HSIRB.

	


	2)  CHANGES/AMENDMENTS
	Yes
	No

	Are any requests for changes/amendments being submitted with this renewal?


	
	

	      If YES, refer to Section 3E for required submissions for changes and amendments.


	3) DOCUMENTS TO BE SUBMITTED:

    Check all that Apply AND Submit all Applicable Documents:                                                                            Check

	A. Renewal application (this form) for continuing review. (REQUIRED for continuing projects)
	

	B. Updated application form.  (REQUIRED)
	

	C. Clean unstamped consent, permission, and assent documents, when applicable.
	

	D. New materials including: advertisements, radio/TV scripts, questionnaires, surveys, etc.
	

	E. Revised documents, including changes, or amendments to the protocol, consent, permission, or assent documents, questionnaires, advertising or recruitment materials, etc., together with a brief explanation for the changes.
	

	F. For sponsored studies, any amendments not already submitted to HSIRB.
	

	G. Data Safety Monitoring report, when applicable.
	

	H. Updated “Conflict of Interest” form 
	


	4)  DATA & SAFETY MONITORING 

The HSIRB must be able to assess whether the study’s plan for monitoring the safety of participants/subjects, the validity and integrity of the data, and the efficacy of the intervention under investigation continues to be adequate.

	Fill in “A” if the study has an independent Data & Safety Monitoring Board.

Fill in “B” if the study does not have an independent Data & Safety Monitoring Board.

	A.  For studies that HAVE an independent  Data & Safety Monitoring Board:

	A-1.Has the Board met in the past year?    If YES, attach the most current report.


	YES
	NO

	A-2. If NO, indicate the committee’s next scheduled meeting date: 


	Next meeting date:

	B.  For studies that DO NOT HAVE an independent Data & Safety Monitoring Board:

	B-1  Has the person or committee responsible for the data and safety oversight reviewed the data yet?  
	YES
	NO

	B-2  If YES, has the person or committee responsible for the data and safety oversight assessed whether there are any new risks or whether there is an increase in risks already inherent in the study?
	YES
	NO

	B-3  If YES, provide the name of the individual who reviewed the safety data:  
	Name:

	B-4   Did findings reveal that risks of study participation increased?


	YES
	NO

	If YES, briefly explain and attach a revised protocol and consent document:   




	5) RESEARCH ACTIVITIES since the start of the study: Complete 5A OR 5B

	     A.  Subject enrollment

	
	Female Adults
	Male Adults
	Minors
	Total

	A-1.  Total number of subjects enrolled since the start of the study:


	
	
	
	

	A-2.  Total number of screen failures.  This applies to studies that have screening procedures AND the individual signed a consent document BUT did not meet screening requirements to continue in the study  
	
	
	
	

	A-3.  If minors are enrolled in your study, complete this section – otherwise skip to 5A-4

· Have any subjects who enrolled as minors reached the age of 18 since last renewal submission?   

               YES_____    NO_____   If No, skip to 5A-4.

· If Yes, have you obtained an informed consent from those subjects?    YES _____   NO_____   If Yes, skip to 

    5A-4.  If No, include a brief explanation and inform the CHSIRB when consent has been obtained



	A-4.  For studies involving sub-groups indicate the sub-group  (e.g., hypertensive/non-hypertensive, pre/post-menopausal, diabetic/non-diabetic), indicate groups and total number of subjects in each group:

	SUB-GROUP
	# IN EACH SUB-GROUP

	
	Female

Adults
	Male Adults 
	Minors
	Total

	
	
	
	
	

	
	
	
	
	


	5B) Retrospective Chart Review studies ONLY 

	B-1.  Total number of charts reviewed retrospectively:  (IMPORTANT NOTE:  “Retrospective” chart review is limited to records that existed on, or prior to, the date the CHSIRB initially approved the project, e.g., initial IRB approval was given 5/30/2006.  Chart review is limited to records that existed on or prior to 5/30/2006.)

	    

	6)  SUBJECT WITHDRAWALS since the start of the study. 

     Complete A and B also C, when applicable.                                                                                                                                                                                                                               
	# of withdrawals –

Indicate none, if none

	A.   Indicate the total number of subjects withdrawn by the Principal Investigator.


	

	B.   Indicate the total number of subjects who withdrew themselves from the study.


	

	C.  If you indicated any withdrawals for either A or B, briefly explain the reason for the subject withdrawal(s).




	7) SUBJECT COMPLAINTS since the start of the study.  Complete A also B, when applicable.
	# of complaints –

Indicate none, if none

	A.  Indicate the total number of subjects that made complaint(s) about the research conducted.
	

	B.   If there were any subject complaints, briefly describe the complaint and indicate any actions taken by the investigator in response to the complaint(s).




	8A. SERIOUS ADVERSE EVENTS (during the past approval period):  During the last approval period:  list ALL ON-SITE serious adverse events that occurred at your site.  Ensure that you have completed the Adverse Event forms associated with te events listed

	A-1.  Indicate the number of ON-SITE SAE’s reported to the HSIRB during the past approval period:  ________       

(All SAEs reported in this summary should have already been submitted to the IRB as they occurred.  If a report has not been previously been submitted for an SAE listed below, it should be listed here and the full report submitted along with this document.)

	A-2.  Briefly describe the events (use additional sheets if necessary):

	Description of Event (include date of event, brief description of the event, and outcome)

If none, indicate NONE.
	Serious
	Anticipated 
	Related or possibly related to participation in the study

	
	YES  /  NO
	YES  /    NO
	YES  /  NO

	
	YES  /  NO
	YES  /    NO
	YES  /  NO

	
	YES  /  NO
	YES  /    NO
	YES  /  NO

	
	YES  /  NO
	YES  /    NO
	YES  /  NO



	A-3.  Briefly describe any adverse events during the past year that impacted the study (Example: “There were 3 SAEs, 2 were expected and unrelated.  The 3rd SAE was unexpected and related which led to the withdrawal of the subject from the study and changes in the risk section of the consent document.”).




	9)  ADDITIONAL STUDY UPDATE INFORMATION

	A.  Briefly state what has been accomplished thus far in terms of study goals: (Example:  The study is approved for enrollment of 160 subjects. To date, we have enrolled 135.  We expect to complete enrollment during the next 8 months and begin data analysis and complete the study within the next 2 years.)



	B.  Were there any findings that might affect a subject’s willingness to continue in the study?

      If, YES, please explain.


	YES
	NO

	
	
	

	C.  Have any changes been made to the protocol in the past year?

     If NO, skip to 9D
	YES
	NO

	
	
	

	     If YES, have all changes been submitted to the CHSIRB for review and approval?

            --If YES, skip to 9D

--If NO, submit all changes to the HSIRB with this renewal application.  
	YES
	NO

	
	
	

	D.  Were there any changes to study personnel in the past year?

If NO skip to 9E
	YES
	NO

	
	
	

	If YES, have all changes been submitted to IRB for review and approval?

--If YES, skip to 9E

--If NO, submit all changes to the IRB with this renewal application.
	YES
	NO

	
	
	

	E.  Is recruitment and enrollment on schedule? 

If YES, Skip to #9F

If NO, what will be done to improve enrollment? Examples: will advertise in newspaper, will post flyers, etc.


	YES
	NO

	
	
	

	F.  How many subjects do you anticipate enrolling in the upcoming year?  


	#

	G.  Assuming that you have funding or the means to complete the study, how long do you anticipate it will take you to complete the study?  




	H.  Literature Search Results:

· Date Search was Conducted:   ____/____/_____

· Databases searched (e.g., Medline, CINAHL ___________________________________________________

______________________________________________________________________________________

· Keywords used:  __________________________________________________________________________

______________________________________________________________________________________

· Summarize findings from your recent literature search.  Indicate whether findings indicate that any changes need to be made to the study consent document.

(Note: DO NOT attach printouts of your search results. However, a copy should be retained in your study file.)



	I.  Indicate the status of any study related abstracts, presentations, or publications.




	10) PRINCIPAL INVESTIGATOR or DESIGNEE SIGNATURE: I affirm the accuracy of this application and I accept responsibility for the conduct of this research, the supervision of human subjects, and maintenance of informed consent documentation as required by the Catholic Health System Institutional Review Board (CHSIRB).  I certify that the project identified above will be carried out as approved by the CHSIRB and will not be modified without prior review and approval by the CHSIRB.  I further certify that the project will not be carried out beyond the period approved by the CHSIRB.

	SIGNATURE:
	Print name:


	Signature** (see below):

	DATE:
	


**In order to expedite the renewal process, this completed form may be submitted electronically.  However, a signed document must be provided to the CHSIRB before approval will be given.
PAGE  
Catholic Health Sciences Institutional Review Board (CHSIRB)                                         Phone:  716-821-4477      Fax:   716-821-4465       

Marian Professional Center, 






E-mail:  dcasucci@chsbuffalo.org    
515 Abbott Road, Suite 408, Buffalo NY 14220
ATT: Danielle Casucci, CCRP, CHS IRB Coordinator   


