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Carle Foundation Hospital

Institutional Review Board

FWA 00002292

Continuing Review of Research Form  v 5.0
	Human Subject Protection 

Carle Foundation Hospital

611 West Park Street (BWRC)

Urbana, IL 61801


Tel: 217-383-4366   Fax: 217-383-3993

Email: irb@carle.com
Web: www.carleconnect.com/irb.shtml




If you plan to continue conducting research beyond your current study expiration date, you must complete all sections of this form and include all pertinent materials in your submission via IRBNet to the Carle IRB.
It is recommended that such submissions be made in advance of two scheduled IRB meetings according to our IRB Deadlines Schedule (http://www.carleconnect.com/ResearchDeadlines.shtml). This will allow you and/or your research staff to submit any additional information the Carle IRB may request after the first review.  (Note: Please refer to the current scheduled IRB Submissions and Meeting timetable at: www.carleconnect.com/ResearchDeadlines.shtml).
Research studies must have continuing approval until all non-exempt research activities and data analysis are completed and the project is approved to be closed by the Carle IRB.
If the study expires before the study is submitted for continuing review, the study will be closed by the Carle IRB. If you wish to continue the research study you must re-submit the study for initial review. 

If you wish to terminate the study (close the study) because no further work will be done, or if the project was never initiated please submit a Project Closure Form.
1.
Project Information

	Carle IRB No:       

	Date:       
	 Current Study Expiration Date:      

	Project Title:       

	Principal Investigator (PI) Last Name:        
	 First Name:       

	PI’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	E-mail:      
	Phone Number:      

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

	Indicate the total number of active research studies involving human subjects, including at Carle Foundation Hospital and at all other sites, for which you are currently the PI:       

Note: If the number of studies is greater than 20, then attach Appendix B to this application

Appendix B attached:  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 Already on file;  Date of submission:      

	Check all human subject protection education completed by the PI within the last 2 years.

Note: Required for all PIs, Co-Investigators (Co-I), and key research personnel after 12/31/2008.

 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC) Education and Carle affiliate’s HIPAA and Human Subjects Research CITI modules

Documentation of human subject protection education—check one of the following:


 FORMCHECKBOX 

Documentation of training is attached to this application.

 FORMCHECKBOX 

Documentation is already on file with Carle IRB.

	 FORMCHECKBOX 

Co-Investigator 1

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Co-I’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	E-mail:      
	Phone:        

	Check all human subject protection education completed by the Co-I within the last 2 years.
Note: Required for all PIs, Co-Investigators (Co-I), and key research personnel after 12/31/2008.
 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC) Education and Carle affiliate’s HIPAA and Human Subjects Research CITI modules

Documentation of human subject protection education—check one of the following:


 FORMCHECKBOX 
 Documentation of training is attached to this application.

 FORMCHECKBOX 
 Documentation is already on file with Carle IRB.

	 FORMCHECKBOX 

Co-Investigator 2

	Last Name:       
	First Name:       

	Title:       

	Specialty:       

	Co-I’s Organizational Affiliation for this Project (list only one):       

	Mailing Address:       

	E-mail:      
	Phone:        

	Check all human subject protection education completed by the Co-I within the last 2 years.
Note: Required for all PIs, Co-Investigators (Co-I), and key research personnel after 12/31/2008.
 FORMCHECKBOX 

Collaborative Institutional Training Initiative (CITI) Initial Education for Human Subject Research for Carle affiliates

 FORMCHECKBOX 

CITI Refresher Education for Human Subject Research for Carle affiliates 
 FORMCHECKBOX 

NIH Human Participant Protection Training AND 5 CITI Education modules for Carle Affiliates

 FORMCHECKBOX 

University of Illinois at Urbana-Champaign (UIUC) Education and Carle affiliate’s HIPAA and Human Subjects Research CITI modules

Documentation of human subject protection education—check one of the following:


 FORMCHECKBOX 
 Documentation of training is attached to this application.

 FORMCHECKBOX 
 Documentation is already on file with Carle IRB.

	Since the last Carle IRB review has either the PI or Co-I been convicted of a crime, disciplined by a public or private medical organization, disciplined by a licensing authority, or become the subject of such a proceeding? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, explain here:      

	Appendix K is attached and lists all human subject protection education completed within the last 2 years by all additional Co-Is/ Key Personnel  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 Not applicable


2.
Type of Review Sought

Note: The Carle IRB will independently assess the level of risks/ benefits and other pertinent information before making any of the determinations listed below:

2a.
 FORMCHECKBOX 
  Expedited review is requested for the following reason: 
 FORMCHECKBOX 
 Last Approval was by Expedited Review 
The research was reviewed and approved by the Carle IRB under expedited procedures, the fundamental research interventions have not changed, and no additional risks have been identified since the last approval.
 FORMCHECKBOX 
  The previously approved research is now in the following status:  
A.  FORMCHECKBOX 
 (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; AND (iii) the research remains active only for long-term follow-up of subjects. (Long-term follow-up refers to collection of data on survival or disease status. It does not include interventional data collection activities such as interviews, clinic visits, and lab tests.); OR

B.  FORMCHECKBOX 
 no subjects have been enrolled on this study, and no additional risks have been identified from any relevant source since the last approval; OR
C.  FORMCHECKBOX 
 data collection is complete. The study remains open for data analysis only.
2b.
 FORMCHECKBOX 
  None of the above applies, therefore full committee review is requested. 
3.
Modifications
If any modifications are being submitted at the same time as Continuing Review, complete a separate Modification Request Form.

4.
Protocol Summary and Progress

4a.
Summarize the protocol in 600 words or less. Include the purpose, scientific aims, and methodology.

	     



 FORMCHECKBOX 

Not applicable since this is a multicenter and federally-funded or an industry-funded study protocol

4b.
Summarize the status and progress of the research at this site.  If available, include any preliminary results, findings or conclusions. Examples: “Accrual is occurring at the expected rate, early data seems to support our hypothesis”, etc. 

	     



4c.
For multi-site trials, attach any relevant trial reports that would provide summary progress information.


 FORMCHECKBOX 
 Attached
 FORMCHECKBOX 
 Already on file with the IRB; Date of submission:       

 FORMCHECKBOX 
 Not available
4d.
Publications prepared from this research during the last reporting period are attached:


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 Not Applicable

5.
Study Status
5a.
Check the appropriate status of the study below.
 FORMCHECKBOX 

Open to accrual

 FORMCHECKBOX 

Temporary suspension of accrual, explain:      
 FORMCHECKBOX 

Permanently closed to accrual, study interventions continue

 FORMCHECKBOX 

Permanently closed to accrual, study interventions are complete; subjects are in active follow-up

 FORMCHECKBOX 

Permanently closed to accrual, subjects are in long-term follow-up only
 FORMCHECKBOX 

Data Analysis only  
 FORMCHECKBOX 

Other, explain:      
5b.
List all current documents that need to be reviewed in this continuing review submission such as protocol, 
consent document(s), HIPAA document(s), recruitment documents, data collection documents and others: 

Note:  Any documents not listed below may not be reviewed, will be considered inactive and hence, 
cannot be used in the study.
	Document Title
	Version No.
	Version Date

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


 FORMCHECKBOX 
 List additional documents in an attachment to this submission with version number and/or version date
6.
Enrollment and Demographics

6a.
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 6b below
	     
	     
	     

	Enrolled and terminated by PI

if >0 fill out 6b 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
6b.
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

6c.
Have subjects been excluded because English is not their primary language?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A


If yes, explain the reasons:       
7.
HIPAA Disclosure Tracking
7a.
Is HIPAA Accounting Disclosure Tracking required for this study?
 FORMCHECKBOX 
 Yes*
 FORMCHECKBOX 
 No

* If yes, and information is still being collected, a HIPAA Accounting Disclosure Tracking form available on IRBNet Forms/Templates must be submitted at each continuing review to the Health Information Management (HIM) Department. 

    7b.
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:       
Note:  1.
If access to and use of Protected Health Information (PHI) is limited to those persons within the covered entity then no tracking is required. 

2.
If PHI is disclosed externally outside of the covered entity, then yes, tracking is required.

3.
If PHI contained in Hybrid (CFH + outside entity such as Carle Physician Group or UIUC) records are accessed or used, then yes, tracking is required.
4.
PHI cannot be removed from a covered entity without a HIPAA Authorization, HIPAA waiver or Data Use Agreement.
8.
Complaints

Have any complaints been received about the research since the last approval?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, for each complaint describe the substance of the complaint, when it occurred, the complainant’s relationship to the study, and how the situation was resolved.
	     


9.
Safety of Research Subjects
9a.
Data Safety Monitoring Board (DSMB) or Data Monitoring Committee (DMC) reports since the last approval:

 FORMCHECKBOX 
 All reports issued during the last reporting period are attached.

 FORMCHECKBOX 
 All reports issued during the last reporting period are already on file with the Carle IRB.

 FORMCHECKBOX 
 No reports were issued during the last reporting period.

 FORMCHECKBOX 
 Not applicable. No DSMB/DMC exists for this study. 
 FORMCHECKBOX 
 Not Available
9b.
Reportable Events—Unanticipated Problems Involving Risks to Subjects or Others (UPIRSO) and unexpected 
Serious Adverse Events (SAE):

1.
Have any unanticipated problems involving risks to subjects or others (UPIRSOs) occurred at Carle and/or Carle-affiliate sites during this last reporting period? This would include unexpected study-related subject deaths, and serious adverse events (SAEs) that were not identified in the research protocol, consent form, investigator brochure, or product information.
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
2.
Have any anticipated study-related Adverse Events (AEs) occurred at Carle and/or Carle-affiliate sites at more than the expected frequency or greater level of severity than stated in the research protocol, consent form, investigator brochure, or product information? (These are also UPIRSOs) 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Note:  If the answer is “yes” to either of the questions above, complete the table below: 

	Date of Incident
	Subject ID #
	Description of the Incident
	Corrective Action 
	Previously Reported to Carle IRB (yes/no*)

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


* If no, submit a Prompt Reporting form

3.
Have any UPIRSOs and/or unexpected SAEs occurred at external sites conducting this study since the most recent IRB approval?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
9c.
Summary of Subject Deaths:  Report all deaths which have occurred at Carle and Carle-affiliated sites during the last IRB approval period. These deaths may or may not be study related, or might be from the natural progression of disease.

 FORMCHECKBOX 
 No subject deaths occurred at site(s) for which the Carle IRB is responsible.
	Date of Incident
	Subject ID #
	Description of the Incident
	Corrective Action 

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


 FORMCHECKBOX 
 List additional subject deaths and related information as an attachment to this submission
9e.
Auditing/Monitoring:  To the best of your knowledge, has this study been audited or monitored by an outside entity (e.g., sponsor) during the last IRB approval period?

 FORMCHECKBOX 
 Yes (report(s) is attached)
 FORMCHECKBOX 
 Yes (report(s) is not finalized yet)
 FORMCHECKBOX 
 No

10.
Review by Other IRBs
10a.
Does this study involve another institution’s IRB?



 FORMCHECKBOX 
 Yes (If yes, please provide the details below)
 FORMCHECKBOX 
 No

	Name of institution 
	Copy of most recent approval document

	     
	 FORMCHECKBOX 
 Submitted for this continuing review

 FORMCHECKBOX 
 Will be provided when available

 FORMCHECKBOX 
 Annual review not provided by institution
 FORMCHECKBOX 
 IAA, oversight deferred to Carle IRB

	     
	 FORMCHECKBOX 
 Submitted for this continuing review

 FORMCHECKBOX 
 Will be provided when available

 FORMCHECKBOX 
 Annual review not provided by institution
 FORMCHECKBOX 
 IAA, oversight deferred to Carle IRB

	     
	 FORMCHECKBOX 
 Submitted for this continuing review

 FORMCHECKBOX 
 Will be provided when available

 FORMCHECKBOX 
 Annual review not provided by institution
 FORMCHECKBOX 
 IAA, oversight deferred to Carle IRB


 FORMCHECKBOX 
 List additional institutions providing review as an attachment to this submission
11.
Suspension (Stopping) of Research Activity
11a.
During the last IRB approval period, has there been a suspension of any research activities for any reason?


 FORMCHECKBOX 
 Yes—complete 11b and 11c
 FORMCHECKBOX 
 No
11b.
Describe the specific activities that were suspended, for what period of time, and for what reason.
	     


11c.
Who suspended the study?


 FORMCHECKBOX 
 FDA
 FORMCHECKBOX 
 IRB Name:      
 FORMCHECKBOX 
 DSMB
 FORMCHECKBOX 
 PI Name:      
 FORMCHECKBOX 
 Sponsor
 FORMCHECKBOX 
 Other:      
12.
Humanitarian Use Device (HUD)
12a.
Does this study involve use of a HUD?
 FORMCHECKBOX 
 Yes—complete 12b-12f
 FORMCHECKBOX 
 No
12b.
Identify the HUD.

	     


12c.
Summarize the following for each patient on whom the HUD has been used during the previous year:

	Patient Number
	Clinical Indication

or Use
	Adverse Event Possibly Related to use of the HUD
	Clinical Outcome of use of the HUD

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


 FORMCHECKBOX 
 List additional patients’ information as an attachment to this submission
12d.
 FORMCHECKBOX 
 A copy of the current FDA-approved product labeling for the HUD is attached.
12e.
 FORMCHECKBOX 
 A copy of the current IRB-approved consent document is attached.


 FORMCHECKBOX 
 A consent document is not required.

12f.
The following updated product safety information is attached. Check all that apply:

 FORMCHECKBOX 
 Sponsor’s most recent annual device report (required before IRB review can take place)


 FORMCHECKBOX 
 Amendments and supplements to the HDE

 FORMCHECKBOX 
 Reports of device failures necessitating labeling, manufacturing, or device modification


 FORMCHECKBOX 
 Further results of animal/laboratory or clinical testing

 FORMCHECKBOX 
 Other, explain:       

13.
Risk-Benefit Analysis
Given the current knowledge base (including current literature and other public information), indicate if there has been a change in any of the following since the last IRB review of this study:

13a.
Risks associated with the research
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

13b.
Potential for benefit to be gained from the research
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

13c.
Safeguards for human subjects
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

13d.
Alternatives to subject participation in the research
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

13e.
Subject willingness to continue in the research
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes to any of the above, complete 1 and 2:

1.
Discuss the current information and evaluate its impact on this study.

	     


 FORMCHECKBOX 
 List supplemental reports as an attachment to this submission
2.
Are/were changes to the research necessary?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, explain and indicate whether a modification has been approved and whether subjects should be/ have been notified of the changes.
	     


14.
Financial Conflict of Interest

Does the PI, Co-PI, or key research personnel or their immediate family members have a financial conflict of interest that has not previously been disclosed to the Carle IRB?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If yes, has the PI, Co-PI, or key research personnel with the financial conflict of interest submitted a Financial Interest Disclosure Statement in accordance with Research Policy 103?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No  

If the PI, Co-PI, or key research personnel with the financial conflict of interest has not submitted a Financial Interest Disclosure Statement in accordance with Research Policy 103, please submit this form. The form can be found at: http://www.carleconnect.com/Research/Forms/Compliance/ConflictOfInterest.pdf.  
15.
Financial Report (Required for Carle Foundation Funded Research)

Report the budgeted and actual expenditures during the last reporting period.
 FORMCHECKBOX 
 Not Applicable
	Item
	Budgeted
	Actual

	Personnel
	     
	     

	Consultant/Contractual Costs
	     
	     

	Equipment
	     
	     

	Supplies
	     
	     

	Travel
	     
	     

	Patient Care Cost
	     
	     

	Other Expenses
	     
	     

	Overhead/Indirect
	     
	     

	Total Costs
	     
	     



 FORMCHECKBOX 
 List additional information in an attachment to this submission

16.
Investigator’s 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 promptly to the Carle IRB any proposed changes in research activities.  The changes shall not be initiated without prior Carle IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subjects, in which case, these actions will be promptly communicated in writing to the Carle IRB within the prescribed time (see IRB Policy 801).
4. 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.

5. I will inform the Carle IRB about the progress of the approved studies periodically, and as requested, including the reporting of 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.
6. I, as the designated Principal Investigator, will assume overall administrative responsibility for all aspects of this study. 
7. I will attend any required training, and meet the educational requirements as per the policies of the Carle IRB, before conducting any research.  I will attend other educational and training requirements that the Carle IRB deems appropriate, and will be responsible for following the updated policies and information regarding the conduct of research.
8. 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.
9. I will obtain Informed Consent, document Informed Consent, and maintain records of signed Informed Consent and HIPAA authorization forms from each prospective subject, or his or her legally authorized representative, as required by applicable federal, state and local regulations.
10. I acknowledge and agree to cooperate with 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.
11. 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/or those of my research staff, any complaints received from the study subjects and/or staff.
12. 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.
13. 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.
14. I will not accrue subjects on the study under this Agreement prior to approval and without certification of Carle IRB review and approval. Provision of any emergency medical care without prior full board review is permitted under applicable federal regulations. However, research data may not be used from such interventions.
15. Neither I, nor my research staff will attend Carle IRB meetings, except when invited to provide information upon request.
16. Presentations and publications resulting from this research shall acknowledge Carle appropriately.
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