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        Northern California Health Care System

	PROTOCOL CLOSURE APPLICATION

	


	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	     

	Current expiration Date:
	     


PRINCIPAL INVESTIGATOR PREFERS APPROVAL NOTIFICATION DOCUMENT SENT BY:

 FORMCHECKBOX 
  VA NCHCS Inter-Office Mail     FORMCHECKBOX 
 United States Postal Service   
	Principal Investigator:
	     
	Contact Person

(if different from PI):
	     

	Phone:
	     
	Phone:
	     

	Pager or Cell Phone:
	     
	Pager or Cell Phone:
	     

	Email:
	     
	Email:
	     

	Fax:
	     
	Fax:
	     


	US Mailing Address:
	     
	US Mailing Address:
	     

	VANCHCS site and VA Inter-Office Mail Code:
	     
	VANCHCS site and VA Inter-Office Mail Code:
	     


A. STATUS OF RESEARCH STUDY
	1. Is this study completed?  

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
   FORMCHECKBOX 
 No  FORMCHECKBOX 

· If No, complete the “Application for Continuing Review” instead of this form.

	2. Is an original signed consent form in the study file for each subject entered into this study?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

· If no, is a waiver of consent and authorization approved for all subjects, samples or charts being used in this study?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	3. Is a progress note in the medical record of each VA subject entered into this study?

 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

	4. Total number of subjects, samples or charts entered into study since the last IRB Initial or Continuing Review:       

	5. Have one or more subjects claimed injury from participating in this study?

 FORMCHECKBOX 
Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

	6. Have any unexpected adverse effects occurred at this site?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

	7. Have any serious, but expected, adverse effects have occurred at this site?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

	8. Have any study site monitoring visits occurred during the last continuing review period?

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No  

· If yes, please list the date(s) of visit(s), name of company, and name of monitor:       
· If yes, 
Was VANCHCS Research Service notified?

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No  

· If no, please explain why not:      


B. RESEARCH DATA

	1. Data Storage 

	a. Where is the data that was collected for this study stored? 

1) Building and Room Number:  
     
2) Physical Address: 
     

	b. How is the storage facility secured?  
     

	c. Who has access to the storage facility?  
     

	2. When will the research data be destroyed?  
     

	3. Describe the procedures used to destroy the research data: 
     


C. STUDY DESIGN AND MERIT 

	1. Have there been IRB approved protocol amendments modifying the study (including sponsor amendments) since the last review?  

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
    FORMCHECKBOX 
 No  FORMCHECKBOX 
  

· If yes, summarize the nature and purpose of all protocol amendments made since the time of last review and date of IRB approval:        


D. SUBJECT POPULATION 

	1. Human Subject Enrollment
a. How many subjects did the VANCHCS IRB originally approve for accrual at VANCHCS?      
b. How many subjects are currently approved for accrual at VANCHCS?      
c. How many subjects did the VANCHCS IRB originally approve for accrual at all sites under your responsibility?       
d. How many subjects are currently approved for accrual at all sites under your responsibility?      
e. No contact with subjects, consent waived:  FORMCHECKBOX 
 (enter number of samples or charts)      


	2. Status of subjects
a. Number of subjects, samples or charts entered into study since project began?      
b. Number of subjects, samples or charts entered into study since last report?       


	3. Since the last report, indicate:

a. Number of female subjects:           
b. Number of male subjects:      
c. Number of subjects in each of the following groups:
Caucasian:      
African-American:      
Hispanic:      
Asian:      
Other: (indicate number and minority status)      
d. Number of subjects in each of the following vulnerable groups:

	 FORMCHECKBOX 
 None
	Prisoners:      
	Mentally Disabled:      

	Pregnant Women & Fetuses:     
	Educationally Disadvantaged:      
	Impaired Decision Making Capacity:      

	Children:      
	Economically Disadvantaged:      
	Terminally Ill Patients:      

	Persons with HIV:      
	Employees:      
	Students/Trainees:      

	Homeless/Shelter:      
	Non-English Speaking:      
	Others:      

	e. Number of subjects who signed consents but were dropped from study (“screen failures”):        
f. Total number of patients who withdrew or were withdrawn from the study:      
1) Summarize the reasons for withdrawal.      
g. Did all research subjects give written informed consent?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
   FORMCHECKBOX 
 No  FORMCHECKBOX 
   FORMCHECKBOX 
 N/A-consent waived

1) If no, provide explanation:      


E. ADVERSE EVENT MONITORING

	1. Adverse Events

a. Have there been any complications, untoward side effects, or serious adverse events at this site since the last report?  

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A
· If yes, have all events been reported?  
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
   FORMCHECKBOX 
 No

1) Summarize all events which occurred at this site since the last report or attach a spreadsheet:      
b. Have any complications, untoward side effects, or serious adverse events been reported at other sites (SAE or IND Safety Reports) since last report?
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
   FORMCHECKBOX 
 No  FORMCHECKBOX 
  FORMCHECKBOX 
 N/A  FORMCHECKBOX 

· If yes, have all non-local events been reported?  
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
   FORMCHECKBOX 
 No

1) Summarize all events which occurred at other sites since the last report or attach a spreadsheet:      


	2. Have unanticipated problems involving risks to subjects or others, or significant new findings (that have not been previously reported) been discovered since the previous IRB review that might affect the subject’s willingness to continue participation?  

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
   FORMCHECKBOX 
 No  FORMCHECKBOX 

· If yes, complete the following:
a. Explain the risks or findings in detail:      
b. Do these risks or findings require modification of the informed consent form?  
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
   FORMCHECKBOX 
 No  FORMCHECKBOX 

· If yes, have the modifications been submitted to the IRB?   
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
    FORMCHECKBOX 
 No  FORMCHECKBOX 

c. Were subjects notified of these risks or findings?  
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
    FORMCHECKBOX 
 No  FORMCHECKBOX 

d. Were subjects re-consented?    
 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
    FORMCHECKBOX 
 No  FORMCHECKBOX 


	3. Were there any complaints about the research since the last IRB review?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    

· If yes, summarize all complaints:        


	4. Did any unanticipated protocol deviations (including errors and accidents) occur since the last review?   

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    

· If yes, summarize all protocol deviations:        


F. INTERIM FINDINGS

	1. Provide a summary description of study progress, subject experiences, research results obtained thus far, and any new information since the IRB's last review.     
     


	2. Provide a summary of any relevant recent literature since the IRB’s last review.  (Attach copies of any relevant publications.) 
     


	3. Attach any relevant multi-center trial reports.


G. PRINCIPAL INVESTIGATOR’S KNOWLEDGE ATTESTATION AND STATEMENT OF ASSURANCE
	1. I assure that the rights and welfare of human subjects parti​cipating in this research project will be protected at all times and that the benefits to be gained from this study are commensurate with the risks involved. 

2. I will obtain, (unless a waiver of consent and authorization is approved) a fully documented research informed consent on a VA Form 10-1086 for each subject enrolled.

3. I will document the consent process in the progress notes for each research subject, unless a waiver of consent and authorization is approved. 

4. I certify that I have reported all serious adverse events and unexpected adverse experiences as required. 

5. I acknowledge that I will immediately report any complications arising from this study to the Human Studies Subcommittee/IRB through the Research Office.
6. I understand that any research project utilizing VA resources (i.e. space, personnel, services) must be approved by the VANCHCS Research and Development (R&D) Committee prior to commencement of the project.

7. I understand that any research involving VANCHCS patients must be approved by the VANCHCS R&D Committee. 

8. I will not begin any research project using human subjects before it has been fully approved by the VANCHCS IRB and R&D Committees. 

9. I understand that I am required to annually complete an educational course or web-based training on both the protection of human subjects in research and Good Clinical Practice. A single combined course will satisfy this requirement. (http://www.appc1.va.gov/resdev/fr/PRIDE/training/)
10. I understand that research staff working for me who are involved in human studies are required to annually complete an educational course or web-based training on both the protection of human subjects in research and Good Clinical Practice. A single combined course will satisfy this requirement.

11. I understand that there may be specific training requirements for me and my research staff regarding animal research, laboratory safety, and security.  

12. I understand that I am to cooperate fully with the VANCHCS Research Compliance Officer regarding compliance in research.  

13. I will not begin any research project involving the use of animals until I have obtained full approval from the UC Davis Institutional Animal Care & Use Committee (IACUC) and the VANCHCS R&D Committee.

14. I understand that any research involving radiation must be approved by the VANCHCS Radiation Safety Committee. 

15. I agree to abide by the requirements of VHA Handbook 1200.18, Intellectual Property. (http://www.va.gov/publ/direc/health/Handbook/1200-18hk.pdf)
16. I agree to abide by the requirements of VANCHCS PS-151-9, Publication of Professional Papers (http://vaww.northern-california.med.va.gov/policies/ResearchIndex.html) and VHA Handbook 1200.19 Presentation of Research Results Handbook. (http://www.va.gov/publ/direc/health/handbook/1200.19hk.pdf)
17. I agree to abide by the requirement of VANCHCS PS-151-7, Administration of Non-VA Funded Research Grants. (http://vaww.northern-california.med.va.gov/policies/ResearchIndex.html)
18. I agree to abide by the requirements of VANCHCS PS-151-2, Detecting and Managing Conflicts of Interest in Research (http://vaww.northern-california.med.va.gov/policies/ResearchIndex.html).
19. I agree to abide by the requirements of VHA Handbook 1200.8, Safety of Personnel Engaged in Research and the Chemical Hygiene Plan for Medical Research.  (http://www.va.gov/publ/direc/health/Handbook/1200.8hk.pdf)

20. By signing this document, I attest that all the information I have provided is accurate to the best of my knowledge.
_______________________________________________________________________________________________

Principal Investigator                                                                                                       Date


Department of Veterans Affairs
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