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	Department of Veterans Affairs 
Northern California Health Care System
	For Office Use Only:

MIRB # (Office Entry):      
VA File Number:      

	APPLICATION FOR BASIC SCIENCE AND ANIMAL STUDIES

	 FORMCHECKBOX 
  Initial  
 FORMCHECKBOX 
  Continuing


	Date:
	

	Principal Investigator:
	

	Title of Study:
	

	Project/Protocol Number:
	

	Date of Initial Approval:
	

	Current Expiration Date:
	

	Does your protocol involve human subjects? 

If “Yes”, please complete Application for continuing IRB review
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	Does your protocol involve animal subjects? 

If “Yes”, Animal Species Being Used: 
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	If “yes” to the above, has this study received IACUC approval?
 If Renewal is requested, the items below are REQUIRED.
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	IACUC Approval/Renewal Letter attached:   
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	IACUC Protocol attached: 
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	Attach copies of all Amendments approved by the IACUC committee since the last approval period.
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No

	Does your protocol involve ionizing radiations? 

If “Yes”, please complete the Radiation Safety Form
	 FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No


	1. PROJECT STATUS: For continuing reviews only

	 FORMCHECKBOX 

	Active - project ongoing.


	 FORMCHECKBOX 

	Currently Inactive - project was initiated but is presently inactive


	 FORMCHECKBOX 

	Inactive - project never initiated but anticipated start date is:      


	 FORMCHECKBOX 

	Animal protocols only:

Protocol Ended - Project to continue under a new application number. IACUC#      



	For Continuing Reviews Only:

	a. Has there been any change in techniques since the last review?  

Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 
     
If yes, please list:      

	b. Has there been any change in location since the last reveiw?

Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
     
If yes, please list:      

	c. Has there been any change in staff since the last review?

Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 
    
If yes, please list:      

	Please list any other changes in protocol since the last submission:
     


	2. DEFINITION OF VA ENGAGEDNESS:


	For continuing reviews only: Has this changed since last review? Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 
    
If No, you can skip this section. 

	Expected outcome:       


	Possible Impact of the Study on the Veteran Population:       


	Will this study utilize VA personnel (either VA employees or WOC or volunteers)? 

If yes, please list:      
	Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 


	Will this study utilize VA space (including areas granted off-site waivers)?

If yes, please list:      
	Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 


	Will this study either wholly or partly be funded by money through the VA (including funds in VA affiliated non-profit organizations)?

If yes, please list:      
	Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 



	3. TECHNIQUES TO BE USED


	For continuing reviews only: Has this changed since last review? Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 
    
If No, you can skip this section. 

	Name
	Purpose
	Where this technique is to be performed:

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	4. PERSONNEL INVOLVED


	For continuing reviews only: Has this changed since last review? Yes   FORMCHECKBOX 
   No  FORMCHECKBOX 
    
If No, you can skip this section. 

	Name
	Role
	Responsibility for Project

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


	5. ANIMAL STUDIES
a. If this study involves the use of animals, does this protocol use:
 FORMCHECKBOX 

Survival (Chronic) Study 

 FORMCHECKBOX 

Prolonged Restraint

 FORMCHECKBOX 

Inducement of a Disease State 

 FORMCHECKBOX 

Terminal (Acute) Study 

 FORMCHECKBOX 

Neuromuscular Blockers 

 FORMCHECKBOX 

Inducement of Behavioral Stress 

 FORMCHECKBOX 

Multiple Surgeries 

 FORMCHECKBOX 

Antibody Production 

 FORMCHECKBOX 

Blood/Tissue Collection 

 FORMCHECKBOX 

Transgenic Breeding 

 FORMCHECKBOX 

Other: (specify) 
 FORMCHECKBOX 

None
USDA (Pain) CATEGORY:

 FORMCHECKBOX 
 C       FORMCHECKBOX 
 D        FORMCHECKBOX 
 E      (Office use only)


	b. For continuing reviews only: (initial reviews skip to section 5c)

	(i) How many animals were used in the past year?       
(ii) How many animals have been used for this protocol to date?      
(iii) How many animals were bred in the past year?       
(iv) Total number of animals approved for entire protocol:      
(v) . PROBLEMS/ADVERSE EVENTS SUMMARY:   Describe any unanticipated adverse events, morbidity or mortality, the cause(s), if known, and how these problems were resolved.  If NONE, this should be indicated. 
Note: This is a summary of reports made to the Consulting Veterinarian and Animal Care Staff, which are required at the time of the problem or adverse event.     

                        

	c. Search for Alternatives (for initial reviews only):

Replacement: Alternatives to the use of animals should be considered and used when possible. Since the IACUC approval or last renewal, have alternatives to the use of animals become available that could be substituted to achieve your specific project aims?     


Refinement: (Address the following if your project involves USDA Category D or Category E.) Procedures that cause the least amount of pain or distress to the animals should be considered and used when possible. Since the IACUC approval or last renewal, have alternatives which are potentially less painful or distressful become available that could be used to achieve your specific project aims?      


Reduction: The number of animals authorized under this protocol were justified in the original application and approved.    


 Since the IACUC approval or last renewal has anything changed which affects that justification? 
Activities involving animals must not unnecessarily duplicate previous experiments.   Please provide written assurance that the activities of this project do not unnecessarily duplicate previous work.        




	6. STUDY PROGRESS: (for continuing reviews only):
Initial reviews, please skip to section 7.  

	a. If continuing under a new application number, indicate old title (if changed):

     

	b. Since the last report has there been any change in the financial interests of the Principal Investigator, any co-investigator or their spouse or dependent child(ren), with respect to the sponsor or other entity external to the VA whose business interests are related to the data or results of this study?

 Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 
   N/A (unfunded)  FORMCHECKBOX 

If “yes,” describe in detail the change in financial interest:      


	c. Has the Principal Investigator been an author or co-author on any published or submitted articles since the last review of this project?

Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 
  If “yes,” include copies of all submitted/published work with this continuing review packet. If included, check here:  FORMCHECKBOX 


	d. Based on study results, has the risk/benefit ratio changed for this study?

Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 
      If yes, explain:      

	e. Has there been a change in the PI, or the PI’s role in the study?

Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 
      If yes, explain:      

	f. Has there been a change in the PI’s duties at the VA?
Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 
      If yes, explain:      

	g. Have the physical or financial resources that are available for this study decreased since the last review?
Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 
      If yes, explain:      

	h. Has the potential for conflict of interest changed for this study?

Yes   FORMCHECKBOX 
    No  FORMCHECKBOX 
      If yes, explain:      


7.   CERTIFICATION:  

By signing this document, I attest that all the information I have provided is accurate to the best of my knowledge.  I certify that the benefits to be gained from this study are commensurate with the risks involved.  I will immediately report any complications arising from this study to the Research and Development Committee.  I certify that all investigators and research staff have completed an approved educational program.  I certify that none of the modification changes have been made and that no changes will be implemented prior to R&D Committee review and approval.

	FOR ANIMAL USE: CERTIFICATION OF THE PRINCIPAL INVESTIGATOR: Signature certifies that the Principal Investigator understands the requirements of the PHS Policy on Humane Care and Use of Laboratory Animals, applicable USDA regulations and the Institution's policies governing the use of vertebrate animals for research, testing, teaching or demonstration purposes. Signature further certifies that the investigator will continue to conduct the project in full compliance with the aforementioned requirements.

	______________________________________________________
PI Signature:
	Date:              
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