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	ACORP AMENDMENT
RALPH H. JOHNSON DEPARTMENT OF VETERANS AFFAIRS MEDICAL CENTER
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC)

	IACUC AREA
	
	
	
	
	

	
	IACUC Chair
	Date
	
	Veterinary Medical Officer
	Date

	
	DESIGNATED APPROVAL DATE:
	
	SIGNIFICANT CHANGE WITH AV VERIFICATIONInitials




	Investigator:
	[bookmark: Text1]     
	
	ACORP Number:
	[bookmark: Text2]     

	ACORP Title:
	[bookmark: Text3]     

	Species / Strain(s) (with Stock Number, if Applicable):
	[bookmark: Text4]     


1. [bookmark: Check3][bookmark: Check4]Are new personnel to be added to the protocol?	Yes	|_|	No	|_|
List new personnel and provide qualifications for procedures for which they are to be responsible.
	Study Personnel:      

	[bookmark: Text11]Animal Research Experience:      

	Procedure (add lines, if needed)
	Experience with each Procedure in Relevant ACORP Species
	To be Trained

	     
	[bookmark: Text13]     
	|_|


2. Are additional animals requested, or are animals to be replaced (same or different strain)?	Yes	|_|	No	|_|
Provide animal numbers in the table below, describe the requested change and justify the total numbers of animals requested. A power analysis is strongly encouraged.
	Species
(add Special Features, if Applicable)
	Gender
	Age / Size on Receipt
	Source 
(add Stock #, if Applicable)
	Health Status

	     
	[bookmark: Text17]     
	[bookmark: Text18]     
	     
	     



	Total Approved Allocation
	Increase
	Replace
	Number of Animals
	Percent Increase

	[bookmark: Text6]     
	[bookmark: Check5]|_|
	[bookmark: Check6]|_|
	[bookmark: Text7]     
	[bookmark: Text8]     



	Proposed Procedure(s) for Animals
	Procedure Status
	Location of Preapproved Procedure Details (e.g., ACORP C.2.c, App. 6, amendment [date])

	
	New
	Preapproved
	

	[bookmark: Text20]     
	complete item 4
	|_|
	[bookmark: Text19]     


[bookmark: Text14]     
3. Is the use of new test substances, anesthetics, or analgesics to be added?	Yes	|_|	No	|_|
Please describe the reason for adding the new compound. Attach the current revision of ACORP Appendix 3 with highlighted changes and a material safety data sheet. For each material identified as Toxic, Infectious, Biological, Radioactive, or Agents Containing Recombinant Nucleic Acid (Appendix 3 items 4 – 8), please attach a SOP for use.
[bookmark: Text15]     
4. Are new procedures to be added to the existing protocol? 	Yes	|_|	No	|_|
Please complete the table below, describe the new procedures, and provide a rationale for addition. If a new procedure has the potential to cause pain and/or distress, please describe the nature of the pain and/or distress, the criteria that will be used to assess pain and/or distress, and what will be done to alleviate the potential pain and/or distress.
	Procedure (add lines, if needed)
	Name(s) of Personnel Performing Procedure
	Location

	     
	[bookmark: Text9]     
	[bookmark: Text10]     


[bookmark: Text16]     
5. Are locations to be added or changed for existing approved procedures? 	Yes	|_|	No	|_|

	Procedure (add lines, if needed)
	New Building / Room 
	Building / Room to be Removed

	     
	[bookmark: Text12]     
	     


6. USDA Pain Category

	Currently Approved ACORP Pain Category
	Amended ACORP Pain Category

	     
	     


7. Certification of the Principal Investigator
I am aware that all research projects using animals must receive prior approval by the IACUC, that any change in animal use requires prior approval by the IACUC, that continuation of approval requires annual review, that animal use in projects not reviewed and approved must be discontinued, and that a copy of all animal related matters must be retained by the Principal Investigator for three (3) years after the study has terminated.  This form, together with any requested additional information, is submitted in compliance with these regulations.
	
	

	Principal Investigator
	Date



[bookmark: Text57]Additional Certifications.  

3. Appendix 3.  Biosafety.  

a. Certification by PI(s) and IACUC Officials:

We certify that:  
· Before any animal experiments involving hazardous agents (identified in Item 10.a of Appendix 3) are performed, SOPs designed to protect all research and animal facility staff as well as non-study animals will be developed and approved by the appropriate VA or affiliated university safety committee and by the IACUC; 

· All personnel who might be exposed to the hazardous agents (identified in Item 10.a of Appendix 3) will be informed of possible risks and will be properly trained ahead of time to follow the SOPs to minimize the risks of exposure. 

	Name(s) of Principal Investigator(s)
	Signature(s)
	Date

	
	
	

	Name of Institutional Veterinarian
	Signature
	Date

	M.A. McCrackin, DVM, PhD
	
	

	Name of IACUC Chair
	Signature
	Date

	Amy D. Bradshaw, PhD
	
	



b. Certification by Biosafety Official.  I certify that: 
· Each agent to be administered to animals on this protocol has been properly identified in Item 1 of Appendix 3 as to whether it is “toxic”, “infectious”,  “biological”, or “contains recombinant nucleic acid”;
· The use of each of the agents thus identified as “toxic”, “infectious”, or  “biological”, or “contains recombinant nucleic acid” is further documented as required in Items 4, 5, 6, and/or 8, as applicable, and in Item 10.a of Appendix 3;
· The use of each of these agents has been approved by the appropriate committee(s) or official(s), as shown in Item 10.a of Appendix 3.

	Name of the Biosafety Officer, or of the Chair of the Research Safety or Biosafety Committee
	Signature
	Date

	Adam C. Soloff, PhD
(Biosafety Officer)
	
	



c. Certification by Radiation Safety Official.  I certify that: 
· Each agent to be administered to animals on this protocol has been properly identified in Item 1 of Appendix 3 as to whether it is “radioactive”;
· The use of each radioactive agent is further documented as required in Items 7 and 10.a of Appendix 3;
· The use of each radioactive agent has been approved by the appropriate committee(s), as shown in Item 10.a of Appendix 3.

	Name of the Radiation Safety Officer, or of the Chair of the Radiation Safety or Isotope Committee
	Signature
	Date

	James C. Simuel
	
	



5. Appendix 5.  Surgery.  Certification by the PI(s).  I certify that:

· To the best of my knowledge, the information provided in Appendix 5 of this ACORP is complete and accurate;
· The surgical procedures will be performed and the post-operative care (including administration of post-operative analgesics) will be provided as described;  
· The spaces where any survival surgical procedures will be performed (listed in Item 4 of Appendix 5) are suitable for sterile/aseptic surgery;
· The names and contact information for research personnel to notify or consult in case of emergencies will be provided to the VMU supervisor and veterinary staff;  
· Post-operative medical records will be maintained and readily available for the veterinary staff and the IACUC to refer to, and will include the following:

· Identification of each animal such that care for individual animals can be documented.  
· Daily postoperative medical records for each animal, that include documentation of daily evaluation of overall health and descriptions of any complications noted, treatments provided, and removal of devices such as sutures, staples, or wound clips;  
· Documentation of the administration of all medications and treatments given to the animals, including those given to reduce pain or stress.  
· Daily records covering at least the period defined as “post-operative” by local policy.  
· The signature or initials of the person making each entry.  
.  

	Name(s)
of Principal Investigator(s)
	Signature(s)
	Date

	
	
	



7. Appendix 7.  Use of Patient Care Equipment or Areas for Animal Studies.

a. Certification by the Principal Investigator(s).  I certify that, to the best of my knowledge, the information provided in Appendix 7 of this ACORP is complete and accurate, and the use of patient care equipment or areas for these animal studies will be as described.  

	Name(s)
of Principal Investigator(s)
	Signature(s)
	Date

	
	
	



b. Certification by the officials responsible for the use of any human patient care equipment in animal procedural areas.  Each of the following must sign to indicate that they have granted approval for the human patient care equipment to be moved to the VMU or other animal procedural area to be used on animals and then returned to the human patient care area, as described in Appendix 7.  Leave this section blank, if not applicable.

	Name of IACUC Chair
	Signature
	Date

	Amy D. Bradshaw, PhD
	
	

	Name of the Manager of the Human Patient Care Equipment
	Signature
	Date

	
	
	



c. Certification by the officials responsible for the use of the equipment in human patient care areas for these animal studies.  Each of the following must sign to indicate that they have granted approval for animals to be transported into human patient care areas for study or treatment, as described in Appendix 7.  Leave this section blank, if not applicable.

	Name of IACUC Chair
	Signature
	Date

	Amy D. Bradshaw, PhD
	
	

	Name of Attending Veterinarian (VMO or VMC)
	Signature
	Date

	M.A. McCrackin, DVM, PhD
	
	

	Name of the Chair of the  Clinical Executive Board, or the Service Chief responsible for the Patient Care Area and Equipment
	Signature
	Date

	
	
	

	Name of ACTING ACOS for R&D
	Signature
	Date

	R. Amanda C. LaRue, PhD
	
	

	Name of Chief of Staff
	Signature
	Date

	Florence N. Hutchison, MD
	
	

	Name of Director or CEO of the Facility (Hospital or Clinic)
	Signature
	Date

	Scott R. Isaacks, FACHE
	
	



8. Appendix 8.  Use of Explosive Agent(s) within the Animal Facility or in Animals.

a. Certification by the Principal Investigator(s).  

I certify that, to the best of my knowledge, the information provided in Appendix 8 of this Animal Component of Research Protocol (ACORP) is complete and accurate, and the use of explosive agents in these animal studies will be as described.  

I further certify that:

· Procedures  involving explosive agent(s) will be performed within a properly operating, ventilated safety hood; 
· All electrical equipment operating when explosive agent(s) are in use will be positioned and powered outside of the hood; 
· Once the seal is broken on any containers of explosive agents, they will be kept in a safety hood throughout use, stored in an explosion-proof refrigerator or other approved storage area, and discarded properly once completely emptied; 
· Proper procedures will be used for safe and appropriate disposal of items (including animal carcasses) that may contain residual traces of the explosive agent(s).

	Name(s)
of Principal Investigator(s)
	Signature(s)
	Date

	
	
	



b. Certification by the officials responsible for overseeing the use of explosive agent(s) in this protocol.  Each of the following must sign to verify that they or the committee they represent have granted approval. 

	Name of IACUC Chair
	Signature
	Date

	Amy D. Bradshaw, PhD
	
	

	Name of Attending Veterinarian (VMO or VMC)
	Signature
	Date

	M.A. McCrackin, DVM, PhD
	
	

	Name of Safety/Biosafety Officer for the Facility
	Signature
	Date

	Adam C. Soloff, PhD
(Biosafety Officer)
	
	

	Name of ACTING ACOS for R&D
	Signature
	Date

	R. Amanda C. LaRue, PhD
	
	

	Name of VISN Regional Safety Officer
	Signature
	Date

	Michael Henrickson
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