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1.
Project Identification
	Carle IRB No:                                                               

	Date:           
	Current Expiration Date:      

	Project Title:            


	Principal Investigator (PI) Last Name:       
	 First Name:      

	E-mail:      
	Phone:      

	Where will study documents be retained:        

	Cooperative Group No. or Sponsor ID (if applicable):       
Project Title (if different):      


2.
Study Closure Is Requested
Check all reasons that apply for requesting Study Closure

	 FORMCHECKBOX 

	Research was not funded and/or was never initiated.  Skip to part 8 below.

	 FORMCHECKBOX 

	The research was initiated but no subjects were enrolled in this study.  There are no consent forms that require storage.  Skip to part 8.

	 FORMCHECKBOX 

	Research has been completed.  There will be no further data collection (including long term follow-up) or data analysis.  All study documents have been secured.

	 FORMCHECKBOX 

	The PI is terminating this research prior to meeting approved goals/objectives.  Explain:       

	 FORMCHECKBOX 

	The sponsor is terminating the research.  Explain:       

	 FORMCHECKBOX 

	The study is being transferred to an external IRB. Explain:       

	 FORMCHECKBOX 

 FORMCHECKBOX 


	For completed sponsor supported clinical trials, study closure is for THIS site only:

a. All subjects at your site have finished their final visits and any follow-up activities (such as phone calls, post-card contacts, or long-term follow up required by the protocol) are completed.

b. The sponsor or the sponsor representative has indicated that the study is closed at your site. Attached is the sponsor close-out report dated:       


	 FORMCHECKBOX 

	Other, explain:      


3.
Unanticipated Problems Involving Risk to Subjects or Others/ Serious Adverse Events
Were there any unanticipated problems or serious adverse events at your site that have not been previously reported to the Carle IRB?


 FORMCHECKBOX 
 Yes (If yes, submit a Prompt Reporting form)
 FORMCHECKBOX 
 No
4.
Complaints
Were there any complaints about the study that have not been previously reported to the Carle IRB?


 FORMCHECKBOX 
 Yes (If yes, submit a Prompt Reporting form)
 FORMCHECKBOX 
 No
5.
Enrollment and Demographics


Since last Continuing Review:
5a.
Have any subjects been enrolled or charts reviewed in this study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
	Enrollment of Subjects
or Charts Reviewed
	Total number
in the last reporting period*
	Total number since initiation of the study *
	Total number (if this is a multi-site study and Carle PI is the lead investigator) since the last reporting period*

	Screened for the study
	     
	     
	     

	Consented, but not enrolled 

[Screen Failure]
	     
	     
	     

	Consented and enrolled in the study
	     
	     
	     

	Enrolled and still active in the study
	     
	     
	     

	Enrolled and completed the study
	     
	     
	     

	Enrolled and lost to follow-up
	     
	     
	     

	Enrolled and withdrawn by subject, if >0 fill out 5b below
	     
	     
	     

	Enrolled and terminated by PI

if >0 fill out 5b below
	     
	     
	     

	Enrolled and deceased
	     
	     
	     

	Children enrolled
	     
	     
	     

	Adults enrolled
	     
	     
	     

	Non-English speaking enrolled
	     
	     
	     


*Include all locations where research occurs for this study under Carle IRB approval
5b.
If any subjects were enrolled, and withdrawn or terminated during the last reporting period, summarize and provide reason(s) subject(s) withdrew/terminated from the study
	     


 FORMCHECKBOX 
 List additional information about subject withdrawals/terminations in an attachment to this submission
5c.
Have subjects been excluded because English is not their primary language?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A


If yes, explain the reasons:       
6.
Financial Report (Complete only if funded by the Carle Foundation)
Report the budgeted and total amounts spent during the life of the study: 

	Item
	Budgeted
	Actual

	Personnel
	     
	     

	Consultant/Contractual Costs
	     
	     

	Equipment
	     
	     

	Supplies
	     
	     

	Travel
	     
	     

	Patient Care Cost
	     
	     

	Other Expenses
	     
	     

	Overhead/Indirect
	     
	     

	Total Costs
	     
	     

	Other Funding
	     
	     


7.
HIPAA Disclosure Tracking Forms
Have all HIPAA disclosure tracking forms been sent to Carle Health Information Management (HIM)?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not Applicable (no tracking forms were required for this study)

If no, state when the tracking forms will be sent to HIM:       
8.
Comments About the Study


	     


9.
Investigator Assurance
 FORMCHECKBOX 

I, the Principal Investigator, give the following assurances:

1. I am aware of the federal, state, local regulations, and ethical requirements to protect human subjects, including without limitation, protection of their personal privacy and the privacy of all information identifying and/or relating to them, and agree to comply with all such human subject protections.

2. I will abide by determinations of the Carle IRB, and other IRBs with which Carle IRB has an agreement for providing oversight, and acknowledge that the authority and decisions of the Carle IRB are final. I will abide by policies, procedures, and decisions of the Carle IRB as they may apply.  

3. I will report immediately to the Carle IRB, on proper forms, any injuries to subjects (including but not limited to serious and unexpected adverse events, such as deaths, or illnesses) or unanticipated problems involving risks to subjects or others.

4. I will inform the Carle IRB about the progress of the approved studies periodically, and as requested, including reporting any studies that have lapsed for lack of obtaining continuing Carle IRB approval for any reason. I will cease all non-exempt research activities in such studies until reapproved by the Carle IRB.  I understand that any violations in this regard are reportable as noncompliance to the institutional official(s) and relevant regulatory agencies.

5. I, as the designated Principal Investigator, will assume overall administrative responsibility for all aspects of this study. 

6. I understand that the Carle IRB has documents it regularly uses in providing oversight for research, such as appropriate forms and relevant procedures, which I agree to use, unless specific written approval is granted by the Carle IRB for use of any other document(s) for the conduct and/or reporting of research activities.
7. I acknowledge and agree to cooperate in the Carle IRB’s responsibility for initial and continuing IRB reviews and approvals, record keeping, reporting, and certification. I will, in a timely manner, provide all the necessary information for progress reports used in the Carle IRB's continuing review process.
8. I will provide the Carle IRB, its designated auditor(s), and other regulatory agencies, with all the information they deem appropriate to assist them in carrying out their responsibilities under this Agreement. This includes, but is not limited to, any conflicts of interest with the research activities, on my behalf and those of my research staff, any complaints received from the study subjects and/or staff.

9. I will communicate in a timely manner with the representatives of the Carle IRB, appropriate regulatory agencies, and other investigators who may be participating in the study, issues pertaining to the protection of human subjects in order to better protect the rights and welfare of the subjects.

10. If I conduct research under an investigational new drug or device subject to Food and Drug Administration (FDA) regulations, I will comply with all investigator (or investigator-sponsor, if appropriate) responsibilities described in FDA Form 1572, 21 CFR Parts 312 and 812, other applicable regulations, or successor provisions.

11. Presentations and publications resulting from this research shall acknowledge Carle appropriately.
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