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	The University of Toledo

Department for Human Research Protections
Biomedical Institutional Review Board
CCE Building – Room 0106

3025 Arlington Avenue, Toledo, Ohio 43614-2570

Phone: 419-383-6796     Fax: 419-383-3248

(FWA00010686)

	APPLICATION FOR CONTINUING REVIEW OF RESEARCH ACTIVITY


	 A.  STUDY INFORMATION

	Expiration date of current approval:
	
	IRB #:
	     

	Study Title:
	     

	Type of Review 
	 FORMCHECKBOX 
 Convened (Please submit 1 original and 2 copies of the entire application packet and an electronic version.)    
	  FORMCHECKBOX 
 Expedited

	Principal Investigator or Faculty Sponsor:
	     

	Department:
	     

	P.I. Phone:
	     
	E-mail:
	     

	P.I. Fax:
	

	Contact Person:  
	     

	Contact Person’s Phone:  
	     
	E-mail:
	     


	B.  STUDY PERSONNEL

	Please list all personnel involved in the conduct of this study. Anyone who is “engaged in research” must be listed below. This includes those personnel who, for research purposes, interact or intervene with subjects or have access to subjects’ identifiable private information.  This list may be different (usually longer) than the key personnel list included in a federal grant. 
All study personnel must complete human subject research training and submit the certification documents to the IRB office.  IRB review of the study will not begin without verifying completion of this requirement.  

Only UT faculty, staff, students, or registered volunteers are considered “UT-affiliated” and thus covered by the UT IRB review.  All non-affiliated study personnel must have their participation reviewed by their institution’s IRB, or complete an Individual Investigator Agreement with The University of Toledo.


	Study Personnel’s

First/Last Name
	UT
Affiliated
	UT I.D. #
	Role in Protocol
	Role in the
Consent Process
	Research Training Completed?

	
	
	
	
	Explain
	Explain            & Obtain
	Yes
	No

	*John Smith
	 FORMCHECKBOX 

	     
	*Principal Investigator
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	*Jane Doe
	 FORMCHECKBOX 

	     
	*Coordinator
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	*Ann Jones
	 FORMCHECKBOX 

	     
	*Co-Investigator
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	     
	 FORMCHECKBOX 

	     
	     
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	*Example of required information, please delete examples when filling in table.


	C. STUDY FUNDING  

	 FORMCHECKBOX 
  Unfunded
	 FORMCHECKBOX 
 Funded
	 FORMCHECKBOX 
 Intramural
	 FORMCHECKBOX 
 *Extramural


	Amount: $        
	 FORMCHECKBOX 
 Per subject
	 FORMCHECKBOX 
 Total

	If Intramural, please provide UT Institutional Account number here:        

	*If Extramural, please complete the contact information for IRB billing purposes:

	Agency/Company Name:
	

	Agency ID No./Protocol #:
     

	Agency/Company Address:
	


	Agency/Company Contact:
	


	Agency/Company Contact Phone:
	     
	E-Mail:      

	Extramural Funding Status:
	 FORMCHECKBOX 
 Pending 
	 FORMCHECKBOX 
 Funded
	 FORMCHECKBOX 
 Planned

	Contract Status:
	 FORMCHECKBOX 
 Pending
	 FORMCHECKBOX 
 Finalized  

	Grant or Company 
Protocol Title: 

(If different than study title)
	     

	*GRANT PROPOSAL - If the research protocol is currently supported by a grant proposal, OR if support for the research protocol has been requested under a grant proposal, attach the research proposal/protocol that was sent to the agency, committee or sponsor.





	D.  PERFORMANCE SITE(S)

	List all performance sites for this study.  Attach permission letters and/or current IRB approval memos (on the site’s official letterhead) for off-campus sites.  Check box if site is “engaged in research.” A site becomes "engaged" in human subjects research when its employees or agents: (i) intervene or interact with living individuals for research purposes; or (ii) obtain individually identifiable private information for research purposes [45 CFR 46.102(d),(f)].  (Do not list non-UT sites in industry-sponsored multi-center studies.)

	Performance site

 Name
	Address
	Engaged in research?

Yes      No

	     

	     
	 FORMCHECKBOX 
          FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 
          FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 
          FORMCHECKBOX 


	     
	     
	 FORMCHECKBOX 
          FORMCHECKBOX 



	E.  STUDY STATUS   

	   FORMCHECKBOX 
  Recruitment/enrollment continues 

   FORMCHECKBOX 
 Accrual complete, research intervention continues

   FORMCHECKBOX 
 Long-term follow-up 

   FORMCHECKBOX 
 Data analysis only, data collection complete

	   Are you requesting approval of a New Consent Form  

   with this Continuing Review?
        FORMCHECKBOX 
 YES                           FORMCHECKBOX 
 NO


	F.  INTERVENTION INFORMATION 

	 FORMCHECKBOX 
 Drug
	 FORMCHECKBOX 
 Device 
	 FORMCHECKBOX 
 Significant Risk Device (SR)
	 FORMCHECKBOX 
 Non-Significant Risk Device (NSR)

	Drug/Device name:      

	 FORMCHECKBOX 
 Tissues
	 FORMCHECKBOX 
 Radiation 
	  FORMCHECKBOX 
 Medical Record Review
	 FORMCHECKBOX 
 Survey/Questionnaire

	 FORMCHECKBOX 
 Genetic study
	 FORMCHECKBOX 
 Other - briefly explain       



	G.  PROGRESS REPORT

	G. Part I.  Please complete ALL Enrollment and Demographic Information.   

    Important instructions:
    When entering the numbers on this progress report, enrolled subjects = consented subjects. 
    When utilizing this progress report for chart reviews, charts = subjects.

	   1. The total number of subjects the UT IRB approved for enrollment on the original  

      application or subsequent amendments to increase enrollment: 

   2.  The number of subjects enrolled at UT since the last progress report:

   3.  The total number of subjects enrolled at UT since the start of the study:

   4.  If multi-center, the total number of subjects enrolled for the entire study:


	 Please report the number of subjects associated with each category below.  The numbers must add up to  

 the total number of subjects entered in box #3 above.  Please check math before completing this section.

Screen Failures

Withdrawn from study (Subject-initiated)

Currently active in study

Withdrawn from study (PI initiated)

Follow-up, data collection only

Lost to follow-up

Completed intervention and any follow-up

Death



	IMPORTANT NOTE: Enrolling beyond the number of subjects approved by the IRB is a protocol deviation or  

violation.  If over-enrollment has occurred, please provide a brief explanation below and complete the    

appropriate report.


	G. Part II.  Adverse Events, Complications, Study Withdrawals:


	1. Attach the most current Adverse Event Summary Table to this application.


	2. In the past approval period, did any subject suffer an unanticipated or serious adverse events?

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No

	3. In the past approval period, were there any deaths at least possibly related to the study

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No

	4. In the past approval period, were there any deaths that were unrelated to the study?

	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No

	5. If yes was checked for any of questions 1-4, did the event or death occur at UT/UTMC?


	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No


	6. Based on your knowledge of the adverse events that occurred for the entire duration of this study to date, do you feel that there is a significant increase in risks to subjects?      
7. In the past approval period, has anything occurred since the last UT IRB review that may have altered the risk/benefit relationship?  If YES, explain.       
8. In the past approval period, did you withdraw any subject(s) from your study because of a problem or complication?  If YES, explain.      
9. In the past approval period, did any subject(s) withdraw themselves from your study? If YES, explain.      
10. In the past approval period, did any problems occur in obtaining or documenting informed consent (i.e., problems with subject understanding, high refusal rate, etc.) If YES, explain.      


	G. Part III.  Progress Report Synopsis

	Briefly summarize the following, in sufficient detail to enable a clear understanding of this research from review of this document:

1. The purpose of the study.      
2. Please provide a summary of the methods and procedures involved in this study.        

3. Describe the progress in this study, both locally and if appropriate, at other sites.  Please highlight, in particular, any changes in risk/benefit for subjects.      
      

	    4. Provide an updated literature review since the last application.


	The purpose of the updated literature review is to assure the IRB that the Principal Investigator has;              1) reviewed the pertinent literature regarding the study and any agents used therein, 2) there is no change the risk: benefit ratio, and 3) that the study continues to be relevant.  

The IRB is interested in an intelligent and critical review of the information contained in the primary sources.  Please summarize relevant conclusions from the literature cited and provide your assessment of any change in the risk: benefit ratio and the value of continuing the study.

          


	H.  AMENDMENT / REVISION REQUEST   Complete only if an Amendment or Modification is requested.

	Please highlight changes to the revised Informed Consent Form in yellow highlighting.
1. Proposed Amendment(s): List the proposed Amendments and briefly describe the nature of the proposed changes and their rationale.  Please attach an amended version of the protocol, Informed Consent and Investigator’s Brochure if applicable.     
2. Human Subject Population: Has the human subject population changed?  If yes, explain.  Indicate if there are any changes in selection criteria.  Attach amended recruitment materials if applicable.      
3. Please indicate if there are any new performance sites.      
4. Risks/Benefits:  Describe if and how the risks/benefits have changed.     
5. FDA Regulatory Status:  Describe any change in the FDA regulatory status of the research project.      



PLEASE SIGN ASSURANCE STATEMENTS ON LAST PAGE.
	I. ASSURANCES

	 Principal Investigator's Assurance Statement:

	(  I certify that the information provided in this application is complete and accurate.
(  I understand that as Principal Investigator, I have the ultimate responsibility for the protection of the rights and welfare of human subjects, and the strict adherence to any study-specific requirements imposed by the IRB.
(  I agree to comply with all IRB and Institutional policies and procedures, as well as with all applicable Federal, State, and local laws and regulations regarding the protection of human subjects in research and the conduct of clinical research.
(  I also agree to the following:

1. to accept responsibility for the scientific and ethical conduct of this research study,

2. to obtain prior approval from the Institutional Review Board before amending or altering the research protocol or implementing changes in the approved consent form, study sites or study personnel, recruitment procedures,

3. to immediately report to the IRB any serious adverse reactions and/or unanticipated effects on subjects which may occur as a result of this study,

4. to train study personnel in the proper conduct of human subjects research,

5. to assure that the personnel approved to explain and obtain consent have read the protocol, understand the study, and are fully knowledgeable of ALL details of the protocol and are able to answer ALL questions from research subjects such as risks and alternative treatments and therapies. 

6. to complete the Continuing Review and Final Report Forms required by the UT IRB,

7. to adhere to the standards of Good Clinical Practice (GCP)*, developed by the International Conference on Harmonization (ICH).

	

	______________________________________________
	_______________
	

	Signature of Principal Investigator
	Date
	

	
	
	

	______________________________________________
	
	

	Printed name of Principal  Investigator

For information regarding Good Clinical Practices (GCPs), please access the following link: http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/default.htm


	Departmental Chair/Dean Assurance Statement:

	My signature certifies that:

1. I have reviewed this application, and I believe that the benefits of the proposed research outweigh the risks to the study subjects.

2. The Principal Investigator has appropriate training, experience, and expertise to conduct this study.

3. The Principal Investigator has adequate staff and facilities to conduct the project.

4. If I become aware of any factors which have the potential to adversely affect the risk/benefit ratio for study subjects, or any issues that may reflect noncompliance with UT policies, or FDA and OHRP regulations regarding research with human subjects, I will immediately report these to the UT IRB.
______________________________________________                             _______________________
Signature of Chair/Dean*                                                                                Date

______________________________________________                              
Printed name of Chair/Dean                                                                             
* Note, if the Principal Investigator is the Chair of a Department, the appropriate Dean’s signature is required.





ALL UT Faculty/Staff listed as study personnel must submit a Disclosure of Potential Conflict-of-Interest Form for Unsponsored Human Research UNLESS a Conflict of Interest Form for Sponsored Research has been submitted to the RSP office as part of the contract process.  





Please see section J. Conflict-of-Interest to explain potential conflicts.
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