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CONTINUATION REVIEW   

6-25-08  Social/Behavioral/Education
             
OF THE USE OF HUMAN SUBJECTS IN RESEARCH
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CHANGES TO THIS DOCUMENT

6-25-08 – Major changes in the collection of data at continuation review.  These changes have been made in order to remain comparable with the continuation review questions currently programmed in BRAAN2, and to meet accreditation standards.  
3-1-2007 – Change in wording concerning the Risk/Benefit assessment.  Wording changed to ask investigators if there have been any changes in the Risk/Benefit assessment since the last review.  

8-1-2006 – Removal of request for a copy of IRB approved recruitment materials (stamped copy) as well as a clean copy of the recruitment materials.  The IRB finds it unnecessary to include these items if the investigator attests that the recruitment materials have not changed.  

Change in wording to the Investigator attestation section.  Wording was added that the PI attests that no changes have occurred to the previously approved recruitment documents and no new recruitment materials have been added without prior IRB approval.  

4-15-2006 – Continuation Review form (Sections 1 and 2) were revised to include better submission information on all investigators and key personnel participating in the study.  Information concerning IRB continuation review fees was added.  

DIRECTIONS FOR COMPLETING THE CONTINUATION REVIEW FORM

Submission Procedure:
Submit the continuing review application materials and the continuing review submission checklist eight weeks prior to the expiration date of your study to ensure scheduling for IRB review prior to the expiration of IRB approval.  Incomplete submissions (e.g. those lacking original signatures, those missing documents, those that have documents that are missing information, those that are missing documentation of investigator training) will not be accepted.  You are responsible for ensuring that your submission meets all of the documentation requirements listed in the checklist.  

IRB Continuation Review Fees due at Continuation Review Submission for Corporate-sponsored Research:

If your corporate-sponsored research was reviewed and approved after July 1, 2004, your research study is subject to a $500 continuation review fee.  The continuation review fee should be sent along with the continuation review submission.  Payment can be made in one of two ways:  1. A check from the sponsor of the research can accompany the continuation review submission; or 2. An Intra-University Transfer (IUT) may accompany the continuation review submission.   Checks should be made payable to the:  University of Louisville Research Foundation.  If your sponsor requests an invoice for this check, please contact Rebecca Higgins (502) 852-6956 for preparation of the invoice.  
Amendments to Previously Approved Research:

Amendments should not be submitted with your continuing review materials.  A separate Study Amendment Request Form should be submitted when changes are proposed.  Amendments or modifications must receive IRB approval before implementation.  
Review Process:
Please read each of the following three (3) choices to determine which review process is appropriate for your research protocol and how to submit your research protocol for continuing review.  You should use this checklist to ensure your submission is complete.  Return a copy of the appropriate checklist along with your submission.  
a.
Continuation Review by the Convened IRB:

For research protocols that were reviewed and approved by the convened IRB, submit 1 collated copy of the following documents:
 FORMCHECKBOX 

The original completed and signed Continuation Review form.

 FORMCHECKBOX 

A copy of the last 5 consents signed by the subjects since last review
 FORMCHECKBOX 

A copy of the last 5 research authorizations signed by the subjects since last review
 FORMCHECKBOX 

The currently approved informed consent document(s) (with the IRB’s approval stamp) being used to obtain informed consent, including any parental permission document(s) and assent document(s).

 FORMCHECKBOX 

Unmarked or clean copies of the informed consent document(s), including any parental permission document(s) and assent document(s).  (The unmarked copies will be stamped with the date of approval and returned for your use when enrolling subjects)

 FORMCHECKBOX 

An up-to-date research protocol.  This is the protocol that is currently being used with amendments incorporated.

 FORMCHECKBOX 

Study Synopsis
 FORMCHECKBOX 

Documentation of both human subject protections training and HIPAA must be provided for all study personnel.  

 FORMCHECKBOX 

Please attach any recent literature (including publications), findings or other relevant information, especially information about risks associated with the research.  For multi-center studies, this should include available study-wide findings.  

 FORMCHECKBOX 

Data and Safety Monitoring Board Reports (as available)

 FORMCHECKBOX 

Continuation Review Fee of $500 (if applicable to your research study).  Continuation approval will not be given until the continuation review fee is paid (See Paragraph 2 above).    

b.  Continuation Review under Expedited Review Procedures:

For research protocols that were previously reviewed under expedited review procedures, submit 1 collated copy of the following documents:

 FORMCHECKBOX 

The original completed and signed Continuation Review form.

 FORMCHECKBOX 

A copy of the last 5 consents signed by the subjects since last review

 FORMCHECKBOX 

A copy of the last 5 research authorizations signed by the subjects since last review

 FORMCHECKBOX 

The currently approved informed consent document(s) (with the IRB’s approval stamp) being used to obtain informed consent, including any parental permission document(s) and assent document(s).

 FORMCHECKBOX 

Unmarked or clean copies of the informed consent document(s), including any parental permission document(s) and assent document(s).  (The unmarked copies will be stamped with the date of approval and returned for your use when enrolling subjects.)

 FORMCHECKBOX 

An up-to-date research protocol.  This is the protocol that is currently being used with amendments incorporated.

 FORMCHECKBOX 

Study Synopsis

 FORMCHECKBOX 

Documentation of both human subject protections training and HIPAA must be provided for all study personnel.  

 FORMCHECKBOX 

Please attach any recent literature (including publications), findings or other relevant information, especially information about risks associated with the research.  
 FORMCHECKBOX 

Data and Safety Monitoring Board Reports (as available)

 FORMCHECKBOX 

Continuation Review Fee of $500 (if applicable to your research study).  Continuation approval will not be given until the continuation review fee is paid (See Paragraph 2 above).  

c.
Continuing Review Now Eligible for Expedited Review Procedures:

If your research was previously approved by the convened IRB but now may meet one of the following three categories, your research may be eligible for review under expedited review procedures [45 CFR 46.110(b)(1)] if all of the following accurately describe your research:
(a) the research is permanently closed to the enrollment of new subjects; AND
(b) all subjects have completed all research-related interventions; AND
(c) the research remains active only for long-term follow-up of subjects.

OR

· No subjects have been enrolled and no additional risks have been identified since the last approval.

OR

· The remaining research activities are limited to data analysis only.
Submit 1 collated copy of the following documents:

 FORMCHECKBOX 

The original completed and signed Continuation Review form.

 FORMCHECKBOX 

A copy of the last 5 consents signed by the subjects since last review

 FORMCHECKBOX 

A copy of the last 5 research authorizations signed by the subjects since last review

 FORMCHECKBOX 

The currently approved informed consent document(s) (with the IRB’s approval stamp) being used to obtain informed consent, including any parental permission document(s) and assent document(s).

 FORMCHECKBOX 

Unmarked or clean copies of the informed consent document(s), including any parental permission document(s) and assent document(s).  (The unmarked copies will be stamped with the date of approval and returned for your use when enrolling subjects.)
 FORMCHECKBOX 

An up-to-date research protocol.  This is the protocol that is currently being used with amendments incorporated.

 FORMCHECKBOX 

Study Synopsis

 FORMCHECKBOX 

Documentation of both human subject protections training and HIPAA must be provided for all study personnel.  

 FORMCHECKBOX 

Please attach any recent literature (including publications), findings or other relevant information, especially information about risks associated with the research.  

 FORMCHECKBOX 

Data and Safety Monitoring Board Reports (as available and if applicable)

 FORMCHECKBOX 

Continuation Review Fee of $500 (if applicable to your research study).  Continuation approval will not be given until the continuation review fee is paid (See paragraph 2 above).  

SECTION 1:  STUDY TITLE







	Date Progress Report Completed 
	IRB #
	Study Title

	
	
	

	Initial Approval Date:  
	Key Words Related to this Study for Word Search capability

	Current Study 
Expiration Date: 
	


SECTION 2:  PRINCIPAL INVESTIGATOR AND CONTACT INFORMATION
PRINCIPAL INVESTIGATOR/PROJECT DIRECTOR (PI/PD)
	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of HUMAN SUBJECTS training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee/Student ID
	Email Address

	Occupational Position

Faculty   FORMCHECKBOX 
     Staff    FORMCHECKBOX 
     Other   FORMCHECKBOX 
  

Describe Other:
	University Department (if applicable)

	As Principal Investigator of this study, I assure that the following statements are true:  

The information provided in this Continuing Review is complete and correct.  I understand that as principal investigator I have ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the research and the ethical performance of the study.  I agree to comply with all University of Louisville policies and procedures, as well as with all applicable federal, state and local laws regarding the protection of human subjects in research, including but not limited to, the following:  

· The research will be performed by qualified personnel according to the approval research protocol.  
· No changes will be made in the research protocol or informed consent until approved by the IRB.

· Legally effective informed consent will be obtained from human subjects, if applicable and appropriate, and

· Adverse events or reports of unanticipated problems involving risks to subjects or others will be reported to the IRB as required.  

If these conditions are not met, I understand that approval of this research could be suspended or terminated.  

	
	
	

	Original Signature of PI
	Title of PI
	Date Signed


PRIMARY CONTACT FOR CORRESPONDENCE (Complete if different from PI/PD)
	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of HUMAN SUBJECTS training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee/Student ID
	Email Address

	Occupational Position

Faculty   FORMCHECKBOX 
     Staff    FORMCHECKBOX 
     Student    FORMCHECKBOX 
     Other   FORMCHECKBOX 
  

Describe Other:
	University Department (if applicable)


SECTION 3:  OTHER INVESTIGATORS AND KEY PERSONNEL 

List all co-investigators, sub-investigators and key personnel that will have authority to enroll any subjects in this study.  The definition of key personnel, as included in the Investigator’s Guide and the IRB SOPS, is:  Participants in a research team who contribute in a substantive way to the scientific development or execution of a project, including the principal investigator.  

	


Complete the following information on all key personnel you have listed above.   

	** KEY PERSONNEL – COMPLETE FOR EACH PERSON **

Co-investigator  (  Sub-investigator  (   Key Personnel   (   
	Will this person be enrolling research subjects?:

Yes (     No  (     

	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of HUMAN SUBJECTS training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee/Student ID
	Email Address

	Occupational Position

Faculty  (      Staff    (         Other    (
Describe Other:
	University Department (if applicable)


	** KEY PERSONNEL – COMPLETE FOR EACH PERSON **

Co-investigator (  Sub-investigator  (  Key Personnel   (  
	Will this person be enrolling research subjects?:

Yes (    No  (    

	Name (Last Name, First Name MI)


	Highest Earned Degree

	Mailing Address


	Telephone Number

	Human Subjects Protection Training Information

Date of HUMAN SUBJECTS training:___________     Expires:

Date of HIPAA and Research training:_________


	Pager/Cell Phone Number

	
	Fax Number

	UofL Employee/Student ID
	Email Address

	Occupational Position

Faculty  (      Staff    (         Other    (
Describe Other:
	University Department (if applicable)


An Additional Personnel Addendum form can be found with the Appendices.  Use the Additional Personnel Addendum to add additional pages to Section 3: Other Investigators and Key Personnel.  

SECTION 4:  EXPEDITED REVIEW ELIGIBILITY

Does your research fall under one of the expedited review categories?  If yes, please select the appropriate category below.  If no, please select Not Applicable.  

 FORMCHECKBOX 
 
All of the following must accurately describe your research:
(a) the research is permanently closed to the enrollment of new subjects; AND
(b) all subjects have completed all research-related interventions; AND
(c) the research remains active only for long-term follow-up of subjects.

 FORMCHECKBOX 
 No subjects have been enrolled and no additional risks have been identified since the last approval.
 FORMCHECKBOX 
 The remaining research activities are limited to data analysis only.
 FORMCHECKBOX 
  Not Applicable

SECTION 5:  STUDY TYPE

Please check the type most appropriate for your study. 
 FORMCHECKBOX 
  Intervention/Interaction Study (This includes surveys, questionnaires, or any other interactive study protocol.)  If you checked this box, please complete Sections 6 through 11 of this form.
 FORMCHECKBOX 
 Chart, Data or Registry Review – Go directly to Section 12 to complete your continuation review.
 FORMCHECKBOX 
 Specimen Study – Go directly to Section 13 to complete your continuation review.

SECTIONS 6 & 7:  SUBJECT PROFILE INFORMATION and SUBJECT RECRUITMENT FOR INTERVENTION/INTERACTION STUDY
Is the study completed and the IRB should process this form to close out the IRB records? Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    
If Yes, STOP and prepare a Completed Study Form for submission to the IRB rather than a Continuation Request.
Are you still actively enrolling new subjects using the selection method, recruitment procedures and informed consent process that the IRB initially approved?  





Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
    
Is the study closed to enrollment, but some subjects are still receiving treatment?
Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
   
 Is the study closed to enrollment, subjects no longer receiving treatment but data

are being collected?









Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 

Is the study closed to enrollment, and only data analysis is taking place?

Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
    
Please provide the total number of subjects enrolled.  Please breakdown the total number of subjects by their status in the study and their location.  The total of all sixteen boxes must equal the total subjects enrolled.  
	
	Jewish Hospitals
	Norton Healthcare
	UofL Hospital
	All Other
Locations

	Number Currently Under Study
	
	
	
	

	Number 

Completed 
	
	
	
	

	Number in Follow Up Only 
	
	
	
	

	Number Withdrawn 
	
	
	
	

	Total Subjects Enrolled:_______
	
	
	
	


SECTION 8:  STUDY INFORMATION
Please provide a summary of any complaints about the research since the initial IRB review or most recent IRB continuing review.  If not applicable, state Not Applicable.  For each complaint, please state the following:     

	Description of the Complaint
	Number of times the complaint occurred
	Investigator Determination if related to the research
	Any actions taken by the Investigator in response to the complaint

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Insert additional rows if needed.  

Were the complaints reported to the IRB at the time they occurred?  


Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
   

Please provide a summary of any withdrawal of subjects from the research since the initial IRB review or most recent IRB continuing review.  

	Subject#
	Reasons for the subject withdrawal
	Whether the withdrawal was reported to IRB at the time it occurred?  Y/N

	1
	
	

	2
	
	

	3
	
	

	4
	
	

	5
	
	


Insert additional rows if needed.  

Please provide a summary of any unanticipated problems and available information regarding adverse events since the initial IRB review or most recent IRB continuing review approval.  

· If there have been no unanticipated problems or adverse events, please state “none”.  
· If there have been no unanticipated problems, but there have been adverse events, please state the following:  “There have been no unanticipated problems and adverse events have occurred at the expected frequency and level of severity as documented in the research protocol, the information consent documents, and any investigator brochure.”
	


SECTION 9:  COMPLIANCE/REGULATORY INFORMATION
As the investigator, do you have any issues of non-compliance to self-report?

Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
      
	If Yes, please explain.  




Have any research activities been stopped (for any reason) since the initial review or the last IRB continuing review that have not already been reported to the IRB?




Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
  
	If Yes, please explain and provide specific dates and reasons.  




Please provide a summary of recent literature that may be relevant to the research and any amendments or modifications to the research since the last IRB review.

	


Please provide any significant new findings and other relevant information, especially information about risks associated with the research, that may affect the subjects’ willingness to continue participation.  
	


SECTION 10:  DISCLOSURES OF SIGNIFICANT FINANCIAL INTEREST
Has there been any change or addition of any conflict of interest with any investigator or key personnel since the initial review or the last continuing review?  





Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
      
If Yes, please submit new Disclosures of Significant Financial Interest (DSFI) for each investigator or key personnel where a change has occurred.  To submit a DSFI, use the following URL:  https://webapp.louisville.edu/coldfusion2/webs/vpr_sfi_2007/default.htm
Information on the Disclosure of Significant Financial Interest may be found at the following website:  

http://www.ori.louisville.edu/SFI/SFI-index.htm
SECTION 11:  ADDITIONAL INFORMATION
Has a revised informed consent been submitted with this continuation review request?  
Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
      

Check the HSPPO website to see if there are new requirements or additional information needs to be added based on the latest informed consent template.  
Were new subjects enrolled during the last year?  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
      

If so, copy and submit the last five informed consents signed by subjects enrolled in this research study.  

Also copy and submit the five Research Authorizations that correspond with the last five informed consents signed by subjects enrolled in this research study.  

SECTION 12:  STUDY INFORMATION:  CHART  /   DATA   /    REGISTRY STUDY
Is the study completed and the IRB should process this form to close out the IRB records? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    If Yes, STOP and prepare a Completed Study Form for submission to the IRB rather than a Continuation Request.

Have you completed collecting data and only data analysis is taking place?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    
Are you still actively collecting data using the selection method that the IRB initially approved?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    
Please provide the total number reviewed or enrolled:_____________

It would be very unusual for any of the following to occur:  UPIRTSO, SAE, Subject Withdrawal, or Subject Complaint.  However, if any did occur, please elaborate.  If none occurred, state None. 
	


SECTION 13:  STUDY INFORMATION:  SPECIMEN STUDY

Is the study completed and the IRB should process this form to close out the IRB records? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    If Yes, STOP and prepare a Completed Study Form for submission to the IRB rather than a Continuation Request.

Have you completed collecting specimens and only data analysis is taking place?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    
Are you still actively collecting specimens using the collection method that the IRB initially approved?

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
    
Please provide the total number of specimens collected:_____________

It would be very unusual for any of the following to occur:  UPIRTSO, SAE, Subject Withdrawal, or Subject Complaint.  However, if any did occur, please elaborate.  If none occurred, state None. 
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