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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 Basic Science and Animal Studies” instead of this form.

	2. Total number of animals used or bred since the last Continuing Review:       

	3. Has any incident involving personnel safety occurred since the last continuing review?

 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A


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 or SRS 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 or SRS approval:        

	2. Were there any complaints about the research since the last SRS review?
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    

· If yes, summarize all complaints:        


D. INTERIM FINDINGS

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


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


	
INVESTIGATOR ACKNOWLEDGEMENTS OF RESPONSIBILITY




Statement of Laboratory Staff Training and Acknowledgement of Responsibility.   With regard to any of the potential hazards identified in this format, specific training will be provided to laboratory staff. This will include:  

(1) Required participation in safety training as part of New Employee Orientation.  Additionally, annual safety training is mandatory for all employees.  Finally, as specified below, the Principal Investigator is responsible for the safety and training of employees relative to the hazards, techniques and other issues unique to the PI’s laboratory.

(2) Coordination with facility safety officials: The Research Safety Manual and Chemical Hygiene Plan are reviewed on an annual basis by Hospital Safety.  Every proposal which proposes the use of radioactive materials must be reviewed by the Radiation Safety Committee.  The minutes of the Research Safety Subcommittee (RSS) are submitted to the Research and Development Committee for review and approval.

(3) Practices and techniques required to ensure safety: Standard operating procedures have been prepared by the Principal Investigator and are available in the laboratory.  Material Safety Data Sheets (MSDS) are available for all chemicals used in this project.   The Research Service Safety Manual and Chemical Hygiene Plan are also present in the laboratory providing additional safety information and precautions to be followed when using hazardous chemicals, radioisotopes, biohazards and physical hazards.  Annual review of the manual by employees is a mandatory requirement.

(4) Procedures for dealing with accidents: The precautions for dealing with accidents are an integral and important component of mandatory training, orientation and an annual requirement for all employees. 

I further certify that my research studies will be conducted in compliance with and full knowledge of Federal, State, and local policies, regulations and CDC-NIH Guidelines governing the use of biohazardous materials, chemicals, radioisotopes, and physical hazards.  I further certify that all technical and incidental workers involved with my research studies will be aware of potential hazards, the degree of personal risk (if any), and will receive instructions and training on the proper handling and use of biohazardous materials, chemicals, radioisotopes, and physical hazards, as applicable.  A chemical inventory of all Occupational Safety and Health Administration (OSHA) and Environmental Protection Agency (EPA)-regulated hazardous chemicals used in this proposal is attached to this survey.

	
	
	
	

	Principal Investigator
	
	Date
	


For Office Use Only
	
	

	Certification of Subcommittee for Research Safety Approval

For Office Use Only
The Research Office will secure the following signatures on your behalf.


	The safety information for this application has been reviewed and is in compliance with Federal, State, and local policies, regulations and CDC-NIH Guidelines governing the use of biohazardous materials, chemicals, radioisotopes, and physical hazards.  Copies of any additional surveys used locally are available from the Research and Development (R&D) Office.

	Chair, Subcommittee on Research Safety
	
	

	
	
	
	
	

	
	
	
	Date

	Chair, R&D Committee:
	
	
	
	

	
	
	
	Date
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