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________________Date Received 



IACUC Modification #_______________
 FORMCHECKBOX 
  Original Application

 FORMCHECKBOX 
  Revised Application

Date Approved_______________
 FORMCHECKBOX 
  Minor


 FORMCHECKBOX 
  Major
 

Date of Vet Consult________________
USDA Category of approved protocol:
B  FORMCHECKBOX 
;
C  FORMCHECKBOX 
;D  FORMCHECKBOX 
;E  FORMCHECKBOX 

Application for Protocol Modification
Instructions for completing this application are available at http://www.vmrf.net/animal-research/animal-research.html. For additional guidance please contact the IACUC office at x3774. To add an additional row to a table, press the TAB key from inside the last cell of the last row.
A. Protocol Information:

	Principal Investigator
	

	Protocol Number
	

	Title
	

	
	

	Species
	


B. Modification Request: Indicate the nature of the requested change/s. Check all that apply. Corresponding Modification Sections that must be completed are provided in parentheses
	 FORMCHECKBOX 

	Increase in the number of animals requested: Total number requested       (Sec. C, E)

	 FORMCHECKBOX 

	Adding an associated 'pilot' procedure 
(Sec. C, D, E, F, ± Apps)
	 FORMCHECKBOX 

	Adding or changing a surgical procedure 
(Sec C, D, E, F,  App 5)

	 FORMCHECKBOX 

	Adding a new strain(s)  (Sec C, E)
	 FORMCHECKBOX 

	Adding or changing a method of euthanasia 
(Sec C, D, F ± Apps)

	 FORMCHECKBOX 

	Adding a new procedure (Sec C, D, E, F ± Apps)
	 FORMCHECKBOX 

	Adding or changing animal use location (Sec C)

	 FORMCHECKBOX 

	Changing a previously approved procedure
(Sec C, D, E, F ± Apps)
	 FORMCHECKBOX 

	Adding or changing animal housing location
 (Sec C)

	 FORMCHECKBOX 

	Adding or changing anesthetic or analgesic agent (Sec C,D,  ± Apps)
	 FORMCHECKBOX 

	Changing the Principal Investigator (Sec C)

	 FORMCHECKBOX 

	Adding or changing test substances or drugs
(Sec C, E, F ,App 3)
	 FORMCHECKBOX 

	Adding or changing funding source (Sec C, G)

	 FORMCHECKBOX 

	Other (identify type)      
	 FORMCHECKBOX 

	Changing the protocol title (Sec C)


C. 1.
Description of modification: 
Describe the requested changes; be sure to identify what procedures are new; clarify whether the proposed modification(s) is/are in addition to or in lieu of procedures previously approved; and/or in what sequence they occur with any procedures previously approved;. Identify how many animals will undergo each procedure even if you are not requesting an increase in animal numbers (include in section E). If you are adding a new strain, identify why the particular strain is needed for your research and for what procedures/manipulations they will be used. Do not describe the details of surgical procedures, monoclonal antibody production, or behavioral training here; these details are to be provided in the appropriate appendices. 

     
2.
Justification for modification:  Explain why the change(s) proposed above in C1 are necessary
     
D. Personnel: List all changes in personnel or personnel who will conduct the new procedures described in this modification even if they were already listed on the approved ACORP, then proceed to item D2 below. Note: All personnel identified in this section must either be identified in the original ACORP or submit a Request for Personnel Modification.
 FORMCHECKBOX 
 Not Applicable; proceed to Section E
	1.  List of Personnel

	Name
	Role (e.g. perform, monitor, train staff)
	Extension
	Email address

	
	
	
	

	
	
	
	


	2.  Personnel Training: For each person listed above, describe their experience performing the exact procedures described in this modification.  For new personnel not previously listed on ACORP, in addition to a Personnel Modification request submission, describe their education, training and experience with laboratory animals in general.  This description must help IACUC members determine if all animal manipulations, including surgery, testing and blood collection are performed by individuals who are qualified to accomplish the procedures skillfully and humanely. If personnel do not have experience with the exact procedures proposed in the modification, indicate how and by whom they will be trained.

	

	


E. Animal use, Numbers, and Increase Justification:
1.
Table of Animal Use by USDA Classification: Identify how many animals will be used for work described in Section C, above (even if you are not requesting an increase in animal numbers); be sure to include number of animal bred or purchased for breeding but not used for any experiments, then proceed to E.2.  This assists the IACUC in understanding how many animals will undergo each new procedure, even if the animals are being taken from the animal numbers already approved in the original ACORP.
	
	USDA Pain Category:

	Group or Procedure
	B
	C
	D
	E

	
	
	
	
	

	
	
	
	
	


2.
Will the proposed changes increase the total number of animals used in the protocol?

 FORMCHECKBOX 
 
No. 
Describe how the estimated number of animals needed for the experiments was determined. Then proceed to item E.3

     

 FORMCHECKBOX 
 
Yes.
Describe how the estimated number of animals needed for the experiments was determined. When appropriate, provide the number and type of experimental and control groups in each experiment, the number of experiments provide the total number of animals you are requesting to add to the protocol. If applicable, be sure to include breeding colony animals that may be generated but unused (e.g. incorrect genotype). Then proceed to item E.3. 


     
3.
Category E Studies: Check the appropriate box and provide answer if applicable.

 FORMCHECKBOX 
 
No new category E studies are proposed; proceed to item F

 FORMCHECKBOX 
 
New Category E studies are proposed. Describe each category E procedure, and justify completely why pain or distress relief cannot be provided for each procedure. If animals will be allowed to experience natural death as a result of experimental procedures, or an endpoint is used that allows the animals to experience significant pain or distress, you must justify why an alternate endpoint (e.g. weight loss, clinical signs) cannot be used.  Proceed to section F.
F. Alternatives considerations: If this modification includes any new category D or E procedures, the PI is required to provide documentation that the new procedures do not unnecessarily duplicate previous experiments, and alternatives to procedures that may cause pain or distress have been considered. 
 FORMCHECKBOX 
 Not Applicable; proceed to Section G
1.
Check all applicable sources used for alternatives considerations. (Keep copies of the search results in your files; they may be requested for documentation.) 
 FORMCHECKBOX 

No new category D or E procedures are proposed in this modification; proceed to item G.
 FORMCHECKBOX 

ALTBIB and/or PubMed through ALTBIB: http://toxnet.nlm.nih.gov/altbib.html (required)
 FORMCHECKBOX 

ALTWEB: http://altweb.jhsph.edu/
 FORMCHECKBOX 

PubMed http://www.ncbi.nlm.nih.gov/pubmed/

 FORMCHECKBOX 

Other:      


2.
Complete the table
	Date of Search
	

	Period Covered
	

	Keywords or Search Strategy
	


3. Were less painful/stressful alternatives identified? 
 FORMCHECKBOX 
 No.

 FORMCHECKBOX 
 Yes. Identify why these techniques or methods cannot be used for this study. 

     
4. Certification of No Duplication of Research
By initialing here I certify that I have reviewed the current relevant literature and certify that the activities proposed in this application do not unnecessarily duplicate previous research.
	


G. Funding source:  What is the specific funding source associated with this modification? Is there a new funding source associated with the requested changes? 
	 FORMCHECKBOX 

	No. Identify the current VA R&D project ID# associated with this modification 
	ID#: 

	 FORMCHECKBOX 

	Yes. Identify the new project ID# & provide the requested information below
	ID#:

	
	PI of Grant/Contract:

	
	Agency:

	
	Grant Title:

	
	Funds Administered by:

 FORMCHECKBOX 
 VA
 FORMCHECKBOX 
 VMRF
 FORMCHECKBOX 
 UCSD


H. Additional Documents: Please submit any applicable appendices or Guideline forms as indicated below with the Application for Protocol Modification to ensure timely processing of your request 

 FORMCHECKBOX 
 
Not Applicable; proceed to Section I

 FORMCHECKBOX 

Appendix 1, “Use of a Non-VA Facility to House Animals Purchased With VA or VA Research and Education Corporation Funds”

 FORMCHECKBOX 

Appendix 2, “Antibody Production” 

 FORMCHECKBOX 

Appendix 3, “Test Substances” 

 FORMCHECKBOX 

Appendix 4, “Antemortem Specimen Collection” 
 FORMCHECKBOX 

Appendix 5, “Surgery”  

 FORMCHECKBOX 

Appendix 6, “Special Husbandry and Procedures”  

 FORMCHECKBOX 

Appendix 7, “Request to Use Patient Care Procedural Areas for Animal Studies”  

 FORMCHECKBOX 

Appendix 8, “Request to Use Explosive Agent in the Animal Facility or in Animals”  
 FORMCHECKBOX 

Appendix 9, “Additional Local Information”  

I. Special Considerations
 FORMCHECKBOX 
 Not Applicable; proceed to Section J

 FORMCHECKBOX 

Use of adjuvants: Attach a signed “Policy for Use of Adjuvants in Animals” form. 

 FORMCHECKBOX 

Antibody production: Attach a signed “Ascites Production in Animals” form if creating ascites in animals or a signed “Antibody Production in Animals” form for production of polyclonal antibodies.

 FORMCHECKBOX 

Arthritis models: Attach a signed “Arthritis Models Guidelines” form.

 FORMCHECKBOX 

Survival blood collection: Attach a signed “Blood Collection Guidelines” form 

 FORMCHECKBOX 

Breeding colony: Submit a “Breeding Colony Request” form and a signed “Routine Survival Tissue Collection for DNA Testing” form, as applicable.

 FORMCHECKBOX 

Studies using diabetic models: Attach a signed “Diabetes Studies in Animals” form.

 FORMCHECKBOX 

Cervical Dislocation of unanesthetized rodents: Attach a signed “Use of Cervical Dislocation for Rodent Euthanasia” form.

 FORMCHECKBOX 

Withholding Exercise or Environmental Enrichment Opportunities, attach a “Request for Exemption for Environmental Enrichment” form.

 FORMCHECKBOX 

Experimental Allergic Encephalitis rodent models: Attach a signed “Experimental Autoimmune Encephalitis (EAE) Model in Rodents” form.

 FORMCHECKBOX 

Food or fluid restriction to create an experimental situation; Attach a signed “Food or Water Restriction in Animals” form.

 FORMCHECKBOX 

Use of prolonged or non-routine restraint: Attach a signed “Prolonged Restraint or Non-Routine Restraint” form.

 FORMCHECKBOX 

Tumor production in animals: Attach a signed “Tumors in Animals” form.

 FORMCHECKBOX 

Shock and/or sepsis studies (cardiovascular, septic, etc.); Attach a signed “Shock and Sepsis Studies in Animals” form.

 FORMCHECKBOX 
 
Use of Neuromuscular Blocking Agents.  Explain below why these agents are necessary.

J. Principal Investigator’s Signature: I declare that the information provided in this modification is accurate to the best of my knowledge. I ensure that no changes in procedure will be made until IACUC approval is secured. Any further revisions including personnel changes will be promptly submitted in form to the IACUC for approval.
	Name of Principal Investigator(s)
	Signature
	Date

	     

	
	


K. IACUC Approval Signatures: The undersigned certify that the IACUC has reviewed this request and find it to be acceptable.
	Name of 
Veterinary Medical Officer
	Signature
	Date

	Mari V. Bray, DVM, DACLAM
	
	

	Name of IACUC Chair
	Signature
	Date

	Hemal H. Patel, PhD
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