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	Form Directions:  This form is protected (limited access to the fill-in fields).  Use the tab key or mouse to navigate the fill-in fields.  Formatting is limited in the text fields (no bulleted lists, numbering, etc). In the event that you are unable to navigate through the protected document or would like to format a document or add additional information, you may disable the protected feature by selecting “Tools” and “Unprotect Document.” Please do not delete or modify questions.


Louis Stokes Cleveland Department of Veterans Affairs Medical Center 
Continuing Review Report
Instructions: Please submit this completed form for all research involving human subjects to the Louis Stokes Cleveland Department of Veterans Affairs Medical Center (LSCDVAMC) Research Office (K-122).  If you believe that this research qualifies for expedited IRB review, please check the box below and attach the supplemental forms with this form:

 FORMCHECKBOX 
  Request for Expedited IRB Review (attach Request for Expedited Review Form)
Please contact the LSCDVAMC IRB office if you have any questions at (216) 791-3800 ext. 4658.

Continuing Review:  The LSCDVAMC is required to conduct substantive and meaningful continuing review of research at intervals appropriate to the degree of risk, but not less than once per year. Continuing reviews will be conducted by the convened IRB unless the research falls into one or more of the categories appropriate for expedited review (See the Request for Expedited Review form).

The information requested in this application and the Research Plan is designed to provide the IRB with the necessary information such that it can make the Federally required determinations codified at 38 CFR Part 16, 21 CFR Parts 50, 54, & 56, and 45 CFR Part 46.  

PLEASE NOTE: ALL MODIFICATIONS AND/OR CHANGES THAT HAVE NOT BEEN REVIEWED AND APPROVED BY THE IRB MUST BE SUBMITTED USING THE “REQUEST FOR MODIFICATIONS OF IRB APPROVED RESEARCH” FORM.

Incomplete answers may result in the IRB requesting additional information or clarification.

Section 1 – General Information

1.  Date:       
2.  Title of Project:      
3.  Principal Investigator (name):      




For IRB Use Only

	HSP/GCP
	VA Data Security
	Conflict of Interest

	
	
	


E-mail:       


Telephone Number:      
Pager Number/Cell Phone Number:      
4.  Responsible Investigator (name):      



For IRB Use Only

	HSP/GCP
	VA Data Security
	Conflict of Interest

	
	
	



E-mail:      


Telephone Number:      
Pager Number/Cell Phone Number:      
5.  Research Contact/Research Coordinator (name):      
For IRB Use Only










	HSP/GCP
	VA Data Security
	Conflict of Interest

	
	
	


E-mail:      
                                             
Telephone Number:      
Pager Number/Cell Phone Number:      
Study Personnel:  All individuals involved in the conduct of the study, including those who will obtain subjects’ informed consent, interact with subjects in person and/or on the telephone, have access to and/or collect and analyze protected health information (PHI), have access to individually identifiable data, e.g., lab data or samples.

PLEASE NOTE:  IRB Form 5 must be submitted if you are adding or removing personnel from this study.
6.  Study Personnel (List all additional personnel that are currently working on this study):


	Name
	Role in Study
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	HSP/GCP
	VA Data Security
	Conflict of Interest

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	

	     
	     
	
	
	


Section 2 – Current Status of Research

7.  Estimated study completion date:       
8.  Current Status of the LSCDVAMC (if all research related activities at the LSCDVAMC are completed, or the study has been terminated, or the study never was conducted use the “Study Closure Form”):
 FORMCHECKBOX 
 Study is open to enrollment and no subjects have been enrolled to date

 FORMCHECKBOX 
 Study is open to enrollment and subjects have been enrolled to date

 FORMCHECKBOX 
 Closed to enrollment but subjects are still on the protocol regimen

 FORMCHECKBOX 
 Closed to enrollment but follow-up of subjects continues

 FORMCHECKBOX 
 Closed to enrollment but analysis of identifiable/coded data continues

Section 3 – Update on Research Design and Procedures

9.  Please summarize your findings to date; including preliminary results and interim findings where available (State if there are no findings to date):
     
10. Since the last IRB review, have there been any publications in the literature relevant to this research?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (list and attach a copy of all publications):      
11.  Since the last IRB review, have there been any problems with or changes in the research, including the following: subject recruiting; advertising; subject compensation; inclusion or exclusion criteria; costs to subjects; investigator inducements; informed consent; documentation of informed consent; privacy or confidentiality protections; safety monitoring; vulnerable subject protections: 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes** (provide a summary of problems or changes):

     
**If yes, were all the problems or changes prospectively reviewed and approved by the IRB prior to implementation.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No (please explain):      
Section 4 – Update on Subject Selection, Recruitment, and Vulnerable Populations
This section applies to subjects enrolled in research that is conducted completely or partially in LSCDVAMC facilities, conducted in approved off-site locations, and/or conducted by LSCDVAMC researchers, employees, or agents, while on official VA duty time.  This includes subjects that are recruited at the LSCDVAMC as well of the use of a subject’s non-public identifiable data.

12.  List the total number of subjects (or charts/record reviewed) approved for enrollment by the LSCDVAMC IRB (Please note:  You must modify your research plan and receive prospective IRB approval prior to enrolling more subjects than are approved for this study.  If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort):       
13.  List the total number of subjects enrolled (or charts/records reviewed) since the start of the research study (Do not include those subjects that consented to participate but failed screening procedures. If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort):      
14.  List the total number of subjects enrolled (or charts/records to be reviewed) since the last continuing review (If this is the first continuing review, List the number of subjects enrolled since study approval. Do not include those subjects that consented to participate but failed screening procedures. If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort.   If this study involves a chart/record review, proceeds to item #15 after completing this item):      
15.  Does your study require screening procedures to determine study eligibility?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes**

**If yes, how many subjects were consented and failed screening procedures (If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort)?
     
16.  Provide the cumulative accrual by race/ethnic group and gender for this study:

	
	African American
	American Indian
	Asian
	Caucasian
	Hispanic
	Others
	Totals

	Men
	     
	     
	     
	     
	     
	     
	     

	Women
	     
	     
	     
	     
	     
	     
	     

	Totals
	     
	     
	     
	     
	     
	     
	     



 FORMCHECKBOX 
  Gender and minority status not collected for this study.
17.  Has the IRB approved the enrollment of vulnerable populations for this study (Please note that this does not apply to studies that will include a full range of subjects, some of whom may be elderly or subjects who might incidentally be employees)?


 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes**


**If yes, provide a cumulative accrual by vulnerable population:
	Category
	Total Enrolled

	Employees/Students/House Staff/Fellows
	     

	Children
	     

	Pregnant Women/Women who hare breastfeeding
	     

	Persons over age 65
	     

	Persons with Acute/Severe Mental/Physical Disabilities
	     

	Persons in a Sedated/Traumatized/Crisis State
	     

	Persons with Cognitive, Social, Economic, or Educational Disadvantages
	     

	Non-English speaking persons
	     

	Other (describe):      
	     


18.  Number of subjects still active in the study (includes follow-up procedures) at the time of this review (If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort):      
19.  Number of subjects that have completed the study (If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort):      
20.  Number of additional subjects to be enrolled (or charts/records to be reviewed) study (If you have more than one cohort (patients, family members, treating physicians, etc.) provide answers for each cohort):      
21.  Have any subjects been withdrawn from this study to date?  

 FORMCHECKBOX 
 Not applicable (chart/record review) 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (complete the following table):
	Subject ID
	Action
	Reason for Withdrawal

	     
	 FORMCHECKBOX 
 Subject voluntarily withdrew 
 FORMCHECKBOX 
 Investigator removed subject from study
	

	     
	 FORMCHECKBOX 
 Subject voluntarily withdrew 

 FORMCHECKBOX 
 Investigator removed subject from study
	

	     
	 FORMCHECKBOX 
 Subject voluntarily withdrew 

 FORMCHECKBOX 
 Investigator removed subject from study
	

	     
	 FORMCHECKBOX 
 Subject voluntarily withdrew 

 FORMCHECKBOX 
 Investigator removed subject from study
	

	     
	 FORMCHECKBOX 
 Subject voluntarily withdrew 

 FORMCHECKBOX 
 Investigator removed subject from study
	

	     
	 FORMCHECKBOX 
 Subject voluntarily withdrew 

 FORMCHECKBOX 
 Investigator removed subject from study
	


22.  Have any subjects been excluded on the basis of race, ethnic group, understanding of English, socioeconomic status, education, gender, or pregnancy? 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (please explain):      


Section 5 – Update on Research Risks/Benefits
23.  Since the last IRB review, has there been any other relevant information regarding this research, especially information about risks associated with the research?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes** (provide a description of this information):      
**If yes, was this information reviewed by the IRB?
 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
24. Since the last IRB review, have there been any study-wide or multi-center trial reports?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes** (attach a copy of all multi-center reports) 
**If yes, were these reports reviewed by the IRB?
 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
25.  Since the last IRB review, have there been any data and safety monitoring board reports?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (attach a copy of all data and safety monitoring board reports) 
**If yes, were these reports reviewed by the IRB?
 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
26.  Since the last IRB review, has the profile of adverse events (in terms of frequency, severity, or specificity) changed?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (provide a summary of the changes):       
**If yes, were these events reviewed by the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
27.  Since the last IRB review, have all serious or unexpected adverse events been reported as required?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):  
28.  Since the last IRB review, have there been any unanticipated problems involving risks to subjects or others?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (provide a summary of the problems):       
**If yes, were these problems reviewed by the IRB?
 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
29.  Since the last IRB review, have any subjects or others complained about the research?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes** (provide a summary describing the number and nature of the complaints):  

     
**If yes, were these complaints reported to the Research Compliance Officer?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
**If yes, were these complaints reported to the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
30.  Since the last IRB review, have subjects experienced any additional benefits from the research?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (provide a summary of subject benefits):       
**If yes, were these benefits reviewed by the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
31.  In the opinion of the principal investigator, have the risks or potential benefits of this research changed?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (provide a description of the changes):       
Minimal Risk: Minimal risk means that the risks of harm anticipated in the proposed research are not greater, considering probability and magnitude, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.  
32.  Please give your overall risk classification for the research:

 FORMCHECKBOX 
 Minimal Risk

 FORMCHECKBOX 
 Greater than Minimal Risk


Section 6 – Additional Information

33.  Type of informed consent approved by the IRB (check all that apply): 

 FORMCHECKBOX 

Written Informed Consent Document(s):  

Number of consent forms attached:      
 FORMCHECKBOX 

Oral Script(s)/Letter(s)/Information Sheet(s) or Waiver of Documentation of Informed Consent granted


Number of oral script(s)/letter(s)/information sheets(s) 

 FORMCHECKBOX 

Waiver of Informed Consent granted 

34.  Does the research involve the use and/or disclosure of individually identifiable health information that is transmitted or maintained electronically or in any other form or medium, including on paper or orally?

 FORMCHECKBOX 
 No     
 FORMCHECKBOX 
 Yes


If yes, how are the HIPAA privacy regulations met?

 FORMCHECKBOX 

Subject “Authorization to Release Protected Health Information for Research Purposes” reviewed by the IRB (attach a copy of the reviewed stamped HIPAA authorization form)
 FORMCHECKBOX 

The IRB granted a waiver of authorization for the use of protected health information for this study

 FORMCHECKBOX 

The IRB granted a partial waiver of authorization for the use of protected health information for this study

 FORMCHECKBOX 

Not required because a Data Use Agreement is in place

 FORMCHECKBOX 

Not required for this study involves the use of deidentified data

 FORMCHECKBOX 

Not required because this study does not involve the use of protected health information

 FORMCHECKBOX 

Not required because no new subjects were recruited after April 13, 2003 and no current subjects will be reconsented

 FORMCHECKBOX 

Other (please explain):      
35.  As the Louis Stokes VAMC investigator, do you believe that continuation of the research is justified in light of the above information? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (please explain):      
Section 7 – Update on Conflict of Interest Disclosure

Conflict of Interest Statements are required to be completed by all study personnel listed on this form at the time of continuing review.  

36.  Conflict of Interest Statements are enclosed for all investigators and study personnel listed in Section 1 of this form.  

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (please explain):      
Section 8 – Budget / Funding Information

37.  Funding Sources (check all that apply):

 FORMCHECKBOX 
 Unfunded
 FORMCHECKBOX 
 VA Central Office

 FORMCHECKBOX 
 VISN

 FORMCHECKBOX 
 Cleveland VA Research and Education Foundation

 FORMCHECKBOX 
 NIH / Agency

 FORMCHECKBOX 
 Other Foundation (name):      
 FORMCHECKBOX 
 Commercial (name):      
 FORMCHECKBOX 
 Other (describe):      
38. Grant / Contract No. (if applicable):      
39. Administered by: 

 FORMCHECKBOX 
 Unfunded

 FORMCHECKBOX 
 VA Research Office

 FORMCHECKBOX 
 Cleveland VA Research and Education Foundation

 FORMCHECKBOX 
 Case Western Reserve University (CASE)

 FORMCHECKBOX 
 Other (specify):      
Section 7 – Other Information

40.  Please list any other information specific to this study that you believe the IRB should consider: 

     
Section 8 – Principal Investigator’s Statement of Assurance

I certify that the information provided in this application 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 study and the ethical performance of the project.  I agree to accept responsibility for the conduct and supervision of this research and the protection of human subjects as required by: (a) state and federal law and regulation, including VA regulations at 38 CFR Part 16, FDA regulations at 21 CFR Part 50 & Part 56 and DHHS regulations at 45 CFR Part 46, and (b) LSCDVAMC human research protection program policies and the LSCDVAMC Federalwide Assurance (FWA), such that:

· The protocol will be performed by qualified personnel according to the LSCDVAMC IRB approved protocol,

· All changes in the protocol and consent form will be approved by the LSCDVAMC IRB before they are initiated, except when necessary to eliminate immediate hazard(s) to the subject(s),
· Legally effective informed consent will be obtained from human subjects if applicable, and

· Unanticipated problems involving risk to subjects or others will be reported to the LSCDVAMC IRB in a timely manner.

· If I leave the VA, I will assure that all appropriate documents, constituting a final report, are submitted to the IRB for review.

· I will complete the required research education requirements in a timely manner and ensure that all study staff involved in this study have completed the research requirements in a timely manner.

I further certify that the proposed research is not currently underway and will not begin until approvals have been obtained by both the IRB and the Research & Development Committee. 



     
Signature of Principal Investigator




Date


Section 9 – Responsible Investigator’s Statement of Assurance

By my signature as responsible investigator on this research application, I certify that the Principal Investigator (investigator) is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.

In addition,

· I agree to meet with the investigator on a regular basis to monitor study progress,

· Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them,

· I insure that the investigator will promptly report unanticipated problems involving risks to subjects or others to the LSCDVAMC IRB in a timely manner,

· If  I will be unavailable, e.g. on vacation or sabbatical, I will arrange for an alternate LSCDVAMC staff member to assume responsibility during my absence, and I will advise the LSCDVAMC IRB by letter of such arrangements, and

· I ensure that the investigator and study staff will complete the required research education requirements in a timely manner.

I further certify that the proposed research is not currently underway and will not begin until approvals have been obtained by both the IRB and the Research & Development Committee.


     
Signature of Responsible Investigator




Date

The Responsible Investigator is considered the responsible party for clinical, legal, and ethical performance of the project.

Section 18 – Attachments

Attach the following documents:

· Research Plan
· Conflict of Interest Statements for all study personnel listed on this form
Please attach the following items as applicable and check those attached:

 FORMCHECKBOX 
  Federal grant application

 FORMCHECKBOX 
  Grant Application, Merit Review Application, or Sponsor Protocol
 FORMCHECKBOX 
  Copy of the latest IRB approved stamped informed consent form(s)

 FORMCHECKBOX 
  Informed consent document(s) for proposed approval period

 FORMCHECKBOX 
  Copy of the latest IRB approved oral script(s)/letter(s) information sheet(s)

 FORMCHECKBOX 
  Oral Script(s)/Letter(s)/Information Sheet(s) for the proposed approval period
 FORMCHECKBOX 
  Copy of the latest IRB approved stamped adult assent document(s)

 FORMCHECKBOX 
  Adult assent document(s) for proposed approval period

 FORMCHECKBOX 
  Copy of the latest IRB approved stamped child assent document(s)

 FORMCHECKBOX 
  Child assent document for the proposed approval period

 FORMCHECKBOX 
  Copy of the latest IRB approved stamped translated & authenticated versions of the above consent(s), oral script(s), letter(s), information sheet(s), and/or assent document(s) for likely non-English speakers

 FORMCHECKBOX 
  Translated & authenticated versions of the above consent(s), oral script(s), letter(s), information sheet(s), and/or assent document(s) for likely non-English speakers

 FORMCHECKBOX 
  Copy of the reviewed stamped HIPAA Authorization Form

 FORMCHECKBOX 
  Attachment for Expedited Review (Request for Expedited Review Form)

 FORMCHECKBOX 
  Publication(s) related to the research

 FORMCHECKBOX 
  Study –wide or Multi-Center Study Report(s) 
 FORMCHECKBOX 
  Data Safety and Monitoring Board Report(s)
 FORMCHECKBOX 
  Other (describe):       

	IRB #: 


(Assigned by IRB Office)
	


Title of Project:            
	FOR IRB USE ONLY
 FORMCHECKBOX 
  Approved by Expedited Review (Request for Expedited Review IRB Form attached) under Category:      
 FORMCHECKBOX 
  Approved by the Convened (Full) IRB (as proposed)

 FORMCHECKBOX 
  Approved by Convened (Full) IRB (with stipulations* verified by Convened IRB)

 FORMCHECKBOX 
  Approved by Convened (Full) IRB (with stipulations* verified by Chair/Member)

* Attach stipulations and investigator response

 FORMCHECKBOX 
  Approval includes Consent Waiver (Request for Consent Waivers Form attached) 

 FORMCHECKBOX 
  Approval includes HIPAA Authorization Waiver 

 FORMCHECKBOX 
  Disapproved

Comments:       
As a reviewer, are you an investigator, consultant, collaborator, or study personnel on the proposed study; do you have a financial interest in the study; or do you have any other conflict of interest with this study?  
 FORMCHECKBOX 
  Yes**    FORMCHECKBOX 
  No
**If yes, please do not perform the review and contact the IRB Office at (216) 791-3800 ext. 4658.

	Signature of IRB Chairperson or Designee

Name:  FORMTEXT 

	
	Date
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