St. John Hospital and Medical Center
Institutional Review Board















Submission Date:               
Application for

CONTINUING REVIEW
Of a Project Involving Human Subjects

IRB Contact Information

Phone:  313-343-8314   or   313-343-3863

Fax:  313-343-7840

Office Hours:  7:00 AM – 3:30 PM

Address:  19251 Mack Avenue, Suite 340, Mailbox #33, Grosse Pointe Woods, MI  48236

	Note:  Principal investigators planning on collecting and analyzing data from subjects after the expiration date (listed on the approval letter and stamped consent form, if applicable) must apply for renewed approval prior to the expiration date.


This form must be typed and appropriately signed. 
Incomplete applications will be returned. 

To complete this form, place cursor within the designated gray box or area and begin typing.  For check boxes, place cursor in the box and click.   

Study Number and Title:

	     


Principal Investigator:  

	     


Contact Person:  




Contact Number:

	     
	     


1.
Initial Date of Approval:       




Last IRB Review Date:       
2.
Lapse.  Has there been a lapse in approval between your current project expiration 

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

date 
and the submission of this renewal application?  If yes, complete a.


a.
If yes, then include a statement below explaining why there has been a lapse in 






approval and what, if any, contact with human subjects has been made or data 






collected during the lapse in approval.

	     


3.
Current Status (check one): 
	 FORMCHECKBOX 
  Active

 FORMCHECKBOX 
  Temporarily Closed to Accrual




Temporary Closure Date:       
 FORMCHECKBOX 
  Temporarily Closed to Accrual and Treatment

Temporary Closure Date:       
 FORMCHECKBOX 
  Closed to Enrollment (subjects are receiving study treatment or intervention)
 FORMCHECKBOX 
  Closed to Enrollment (subjects no longer receiving study treatment or intervention)

 FORMCHECKBOX 
  Closed to Enrollment (subjects no longer receiving study treatment or intervention; long-term 
follow-up only)

 FORMCHECKBOX 
  Data Analysis Only (contact with subjects and data collection is complete and research involves 
data analysis only)

 FORMCHECKBOX 
  Other (explain)       


	Anticipated Permanent Closure Date:       


4.
Subject Enrollment (attach a list of enrolled subjects with the date of enrollment, using initials or code 
numbers to maintain anonymity):
	a.
How many subjects have been enrolled in the last approval period by 
your study team?
	     

	b.
How many total subjects have been enrolled to-date by your study team 
(entire project 
period?)
	     

	c.
How many more subjects will be recruited in the next approval period 
by your study team?
	     



If this is a collaborative, multi-site (e.g., national) project, completed d. through f.
	d.
How many subjects have been enrolled in the last approval period?
	     

	e.
How many total subjects have been enrolled to-date (entire project 
period?)
	     

	f.
How many more subjects will be recruited in the next approval period?
	     



4.g.
How is the study progressing compared to the intended schedule, with respect to accrual, withdrawals, 


and follow-up?  Is the study having any difficulties, beyond those anticipated in the protocol, meeting its 

intended goals?  If yes, explain below:
	     


5.
Subject Withdrawal.  Have any recruited subjects withdrawn from the research in 
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

the last approval period?   If yes, complete a. and b.


a.
     
Number of withdrawals


b.
Please provide a summary and reasons for withdrawal.

	     


6.
Consent.  Was a signed Informed Consent Form obtained from each subject?


 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

If no, please explain:







	     




a.
Were there any irregularities in informed consent being obtained?  


 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes




If yes, please explain:
	     


7.
Unanticipated Problems or Adverse Events.  Have there been any unanticipated 

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

problems or adverse events in the last approval period?  If yes, complete a. 







through d.



a.
     
Number of adverse events in the last approval period (local).


b.
     
Total number of adverse events in the last approval period (local and 








non-local).



c.
     
Number of unanticipated problems in the last approval period.



d.
Please provide a summary of adverse events and unanticipated problems.


	     


8.
Complaints.  Have there been any complaints by the subjects or their representatives 
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

related to their participation in this study in the last approval period?  If yes, 







complete a. and b.



a.
     
Number of complaints



b.
Please provide a summary of complaints.

	     


9.
Confidentiality.  Have there been any complaints about any breach in confidentiality 
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

involving risks to subjects or others?  If yes, please explain:
	     




a.
Is confidentiality being maintained?  If no, please explain:



 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
	     







10.
Risks.  

A.
Based on the study results, describe the risks (physical, psychological, social, legal, economic, or risks 

related to privacy and confidentiality) posed to participants as a result of their participation in this study.

	     



B.
Does the description in 10.A. indicate that there is an increased risk to subjects 
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes


or others?  This may include relevant recent literature, political or cultural 







changes in the study venue, new information from other studies, or participant’s 






reactions 
(physical or emotional) while on this study.

11.
Benefits.   Based on the study results, describe the benefits, if any, that subjects have received as a result of 
their participation in this study.  Monetary or non-monetary compensation (e.g., cash, gift cards, etc.) is not 
considered a benefit to subjects.

	     


12.
Audits.


Has the study been audited in the last approval period?  If yes, provide 



 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

a copy of the report(s).
13.
Funding.


Has the funding source changed?   If yes, please explain:






 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes
	     



Has investigator compensation changed?  If yes, please explain:




 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes


	     



If there is subject compensation, has the amount been changed?  If yes, please explain:
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes


	     


14.
Revisions.

Have there been any material changes in the research activity or 




 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

revisions/amendments to the protocol, consent form(s), questionnaires, recruitment 





material, etc.?  If yes, complete a. 



a.
List all amendments submitted in the past approval period 
(include dates of submission to the IRB).



	     







15.
Summary.  Please provide a brief summary of the study process to-date.  Include any relevant recent 
literature, interim findings, amendments or modifications to the research in the last approval period.
	     


16.
Multi-center Trial Reports.  Are there any relevant multi-center trial reports?  

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes

Attach a copy of the sponsor’s report.

	I assure the St. John Hospital and Medical Center Institutional Review Board (IRB) that all IRB, FDA and OHRP requirements will be met during the conduct of this study.  In addition, I assure that the Informed Consent Form, as approved, will be obtained for each patient enrolled, and a signed copy will be available in the Medical Record chart or file.  Furthermore, I assure that the original signed Informed Consent Form will be kept in a secure location with the study documents.
I acknowledge that I am responsible for reporting any unanticipated problems, serious adverse events, and/or modifications to the procedures, and that no changes will be made without prior IRB approval, except where necessary to eliminate immediate hazards to the subjects.

	

	Principal Investigator Signature







Date:      

	Printed Name of Investigator:       


REQUIRED ATTACHMENTS

CHECKLIST
The following items must be included with the submission for Continuing Review.  Provide one (1) copy of all documents.
 FORMCHECKBOX 

Signed Application for Continuing Review
 FORMCHECKBOX 

Research Protocol (current version)
 FORMCHECKBOX 

De-identified List of Enrolled Subjects with Enrollment Date

 FORMCHECKBOX 

Informed Consent/Assent Form(s), as applicable
 FORMCHECKBOX 

Data Safety Monitoring Board or Data Safety Monitoring Committee Report

 FORMCHECKBOX 

Multi-center Trial Report, as applicable

 FORMCHECKBOX 

Research Instruments (e.g., surveys, questionnaires, data collection forms)

 FORMCHECKBOX 

Other information the principal investigator considers important for review
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