[image: image1.jpg]


Howard Brown – Institutional Review Board

Continuing Review Application

Page 2 of 2


Continuing Review Application

Date Approval Expires:       
Date Due to IRB:       
Protocol Title:      
Principal Investigator:       
HBHC IRB #:       
Completion and return of this report on an annual basis is necessary to meet HBHC and federal regulations governing research with human participants.  Return to: IRB Coordinator, Howard Brown Health Center, 4025 N. Sheridan Rd., Chicago, Illinois, 60613.  If you are still enrolling participants, please submit a clean copy of the consent form for an updated approval stamp.   Please contact the IRB Coordinator at 773-388-8880 with any questions.
1.
Check one of the statements below:

 FORMCHECKBOX 
   a.
Participants have not yet been recruited or enrolled. Please submit current consent document.

 FORMCHECKBOX 
   b.
Participant enrollment is in progress. Please submit current consent document.
 FORMCHECKBOX 
   c.
Participant enrollment has ended, but active participation in research is in progress.

 FORMCHECKBOX 
   d.
Participant enrollment and active participation have ended; data collection is limited to long-term 

follow-up of participants.

 FORMCHECKBOX 
   e.
Participants have completed all research activities; remaining activities do not involve participants.

 FORMCHECKBOX 
   f.
All research activities, including data analysis, have ended.

2.
How many participants were approved for enrollment in this study at Howard Brown?       
How many participants have been enrolled in this study at Howard Brown to date?         
How many participants are still actively participating in this study at Howard Brown?      
(Answer only if b, c, or d checked in question #1) 
If over enrollment occurred in relation to this study, has it been addressed?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No: Please submit a separate document explaining the circumstances of the over enrollment.
 FORMCHECKBOX 
  Not Applicable (no over enrollment)

3.
Have there been any changes to the protocol not previously reported to the HBHC IRB?

 FORMCHECKBOX 
  Yes:  Please submit a copy with the changes clearly noted and a clean copy with changes included.
 FORMCHECKBOX 
  No

4.
Have there been any changes to the consent form not previously reported to the HBHC IRB?

 FORMCHECKBOX 
  Yes:  Please submit a copy with the changes clearly noted and a clean copy with changes included.
 FORMCHECKBOX 
  No

5.
Have there been any serious adverse events at the Howard Brown site since the last review?  

 FORMCHECKBOX 
  Yes: Please attach an explanation of the event, including causes, on separate paper and indicate below 

what type of event occurred


 FORMCHECKBOX 
  Death


 FORMCHECKBOX 
  Prolonged hospitalization

 FORMCHECKBOX 
  No

6.
Have there been any previously unreported changes in Howard Brown Health Center site investigators on this study?

 FORMCHECKBOX 
  Yes: Please submit names and contact information for all investigators, highlighting changes.
 FORMCHECKBOX 
  No

7.
Has any participant or other person filed a formal complaint about a research-related activity?

 FORMCHECKBOX 
  Yes: Please submit a summary of the incident and any supporting documentation.

 FORMCHECKBOX 
  No

8.
Has this research study been audited at Howard Brown Health Center by any FDA or other DHHS agency?

 FORMCHECKBOX 
  Yes: Date of audit:       
Please submit a copy of the agency’s report.
 FORMCHECKBOX 
  No

9.
The Financial Conflict of Interest Disclosure Form is attached:

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No: Please complete and attach Financial Conflict of Interest Disclosure Form
10.
Please list all modification to the original approved research.

	Modification
	Approved by HB IRB?
	Brief Description of Modification

	 FORMCHECKBOX 
 consent  FORMCHECKBOX 
 protocol  FORMCHECKBOX 
 other
	 FORMCHECKBOX 
 no       FORMCHECKBOX 
 yes
	

	 FORMCHECKBOX 
 consent  FORMCHECKBOX 
 protocol  FORMCHECKBOX 
 other
	 FORMCHECKBOX 
 no       FORMCHECKBOX 
 yes
	     

	 FORMCHECKBOX 
 consent  FORMCHECKBOX 
 protocol  FORMCHECKBOX 
 other
	 FORMCHECKBOX 
 no       FORMCHECKBOX 
 yes
	     

	 FORMCHECKBOX 
 consent  FORMCHECKBOX 
 protocol  FORMCHECKBOX 
 other
	 FORMCHECKBOX 
 no       FORMCHECKBOX 
 yes
	     

	 FORMCHECKBOX 
 consent  FORMCHECKBOX 
 protocol  FORMCHECKBOX 
 other
	 FORMCHECKBOX 
 no       FORMCHECKBOX 
 yes
	     


I certify that the research being conducted in this study is that which has been approved by the HBHC IRB and that the consent procedures described in the protocol have been observed in the enrollment of all subjects.

     







     
______________________________________


______________________

Principal Investigator





Date
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_____ - ____





________________________
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