CCHHS Institutional Review Board, Hektoen Building Ste. 333, 627 S. Wood, (312)864-4820 Fax (312)864-9210


D-IV. a       RESEARCH STUDY PROGRESS REPORT FORM

Please note: This report is necessary ONLY to extend approval date. If is not necessary to report close to accrual. If your protocol has been renewed four times, you should  resubmit the entire protocol (D-III)  on the renewal date reflecting only current activity.
	IRB#
	


	Project Title:

	Very Brief Description of  Research:



	Typed name Responsible Investigator (Principal County Investigator)

Appointment, Department, Division                                  address                                       room
Phone                              Page                         Fax                   Email address
We must be able to reach you at this number

	Co-Investigators:

Do you or any other investigators on this protocol have any significant financial interest in this research?  Yes      NO   If Yes, have you  completed D-II. FIS?   Y    N

	Expiration date of last Approval

	Dates covered by this report:
	Planned completion date of study:     

	Total number of subjects enrolled at this site since the beginning of the study:




Enrollment & Retention:
	Give numbers for this reporting period for County site(s) only
	Number of patients enrolled during this reporting period:
	Number presented with consent who declined to participate:
	Number of subjects who were enrolled but later withdrew:

	Adults
	
	
	

	Minors
	
	
	

	Special Populations*   * enrollment from these special populations requires prior IRB review and approval

	Detainees or Prisoners
	
	
	

	Decisionally Impaired Persons
	
	
	

	Pregnant Women or Fetuses
	
	
	

	Employees
	
	
	

	Others
	
	
	


In compliance with federal regulations requiring inclusiveness in study samples, please give a breakdown of the number of patients enrolled during this reporting period by category 









	
	Male
	Female



	White / Non-Hispanic

2= White / Hispanic  

3= African-American / Non-Hispanic

4= African-American / Hispanic

5= Other / Hispanic

6= Asian / Pacific Islander

7= Native American / Alaskan

8= Other


	
	

	White/ Hispanic 
	
	

	 African-American /non  Hispanic
	
	

	African-American /Hispanic

	
	

	Other Hispanic
	
	

	Asian or Pacific Islander 
	
	

	American Indian or Alaska Native
	
	

	Other
	
	


Enrolled with translation or

Short form and interpreter                       Could not enroll 
	Spanish
	
	                   OR        If you were unable to enroll any 
             prospective subjects because you lacked an 
             interpreter and a short form in the subject’s  

             language, please list the language(s): 
            French , Arabic, Russian, Other

               Comment:


	Polish
	
	

	Chinese (Cantonese)
	
	

	Urdu
	
	

	Hindi
	
	

	Other (specify)
	
	


	Did you experience any unanticipated difficulties in recruiting or retaining subjects for this study?  

	YES
	
	           NO
	
	

	If YES, please describe:



	Did you receive any complaints from subjects about the study?

	YES
	
	          NO
	
	

	If YES, please describe:



	If you have not yet enrolled any subjects in this study, please give the reason:




Unanticpated Problems and Adverse Events (involving risk)
List any reportable unanticipated  problem or adverse effect during this reporting period.  

Maintain file of all evaluated unanticipated problems or adverse events.  
	Nature of adverse event
	Was this a County Patient?

	
	

	
	

	
	


Preliminary Results
	What have been your findings, if any, to date?




Risk/Benefit Assessment
	Has new information emerged about the risks or benefits of this protocol since its last IRB review? (Examples would include newly identified side effects or evidence of treatment effectiveness based on preliminary data analysis or on published reports) 

	YES
	
	        NO
	
	

	If YES, please describe:



	Did this study use an investigational new drug or device?  Yes                                    
	
	       NO
	
	

	Is this drug/device still considered investigational?            YES                               
	
	       NO
	
	

	If NO, give date of FDA approval ________


Plans to Continue 

Do you plan to continue this study?            Initial ONE choice that describes your study now
______I will continue to enroll subjects into this study.  
(Please attach consent form you wish to use )                              
	If  you plan to continue, how many subjects do you wish to enroll in the coming year?

	Adults
	
	

	Minors
	
	

	Special Populations:

	Detainees or Prisoners
	
	

	Decisionally Impaired Persons
	
	

	Pregnant Women or Fetuses
	
	

	Employees
	
	

	Others (list)
	
	


______Enrollment  is closed, however research intervention will continue on enrolled patients.

______ Enrollment  is closed, research intervention is complete however subjects will continued to be followed and research data will be collected.  □ Data are collected through non invasive means
 □Data are collected through  invasive means but are required for non-research purposes as well.   □Data are collected through  invasive means and are required only for research purposes.

______ Enrollment  to this study is closed, subjects will continued to be followed however their follow up is routine clinical care and no research data will be collected.  Identified Data analysis continues
​​​______ Enrollment  to this study is closed,  analysis of the data will continue and identifiers remain.

_____​​​_ Enrollment  to this study is closed and identifiers have been stripped from all data. 

                 This will serve as a final report. The IRB will administratively close this protocol. IRB records will be maintained for 3 years.
______ This study is closed.  It will be archived. 

                  This will serve as a final report . The IRB will administratively close this protocol. IRB records will be maintained for 3 years.
PLEASE ATTACH AS APPROPRIATE: 
1.   Any amendments to the original protocol including any written advertising currently used to recruit subjects.  (if not already reviewed and approved by the IRB).

2.     A list of any publications or presentations of the information gained by this study.

3. A summary of any recent literature, findings, or other relevant information, especially information about risks or benefits associated with the research
Is this  Progress report submitted after the expiration of the  last approval and the suspension of your project?  Y   N

       If  it is late,  has there been ANY research activity on this  protocol since the suspension?

       Describe.

Responsible Investigator:                                                                                                                                                                                                                          
	Typed name:


	Signature:


	Date:
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