OFFICE SYMBOL

SUBJECT:  (as SUBJECT on first page)


OFFICE SYMBOL                                                                                                          Date
MEMORANDUM THRU (Please fill in the appropriate names, based on your Division or Directorate.  Delete the lines that are not relevant. All italicized text is instructional and should be deleted from the final amendment.)

Name, Division Director, Division of Name of WRAIR Division OR Name, Directorate Director, Name of NMRC Directorate 

Name, IACUC Member, Name of WRAIR Division OR Name, IACUC Member, Name of NMRC Directorate

Name, Consulting Veterinarian, Division of Veterinary Medicine

Name, Occupational Health Coordinator, WRAIR/NMRC Safety Office

FOR Name, Chair, WRAIR/NMRC Institutional Animal Care and Use Committee

SUBJECT:  Amendment #1 (#2, etc) to Protocol #XX-XX, “Title”

1.
Request modification(s) of animal use protocol number XX-XX.  Please keep in mind that while minor changes or improvements in already IACUC-approved protocols are considered appropriate for modifications, procedures or advancements that greatly alter the scientific direction of the protocol should be detailed in a new protocol and submitted for IACUC review and approval.
2.
Current animal use protocol and previous protocol amendments:  To facilitate tracking of the protocol and its amendments, and to remain in compliance with oversight and regulatory requirements, we are asking for a list of all prior and current amendments to this protocol. We are establishing a numbering system to make it easier for the investigator and the IACUC to keep track of these amendments; but until that time, please insert the approximate date the amendment was submitted or approved. Please delete the provided examples.
	Parent protocol # /Amd.#
	Protocol title/Short description of the amendments*
	No. and species of animal requested 
	Approval date

	e.g.     D08-01    
	e.g.  Immunogenicity and protection induced in mice by a recombinant E. coli protein
	300 mice
	1-Jan-01

	Amd.#1
	e.g. Addition of Iam A. Labrat as Associate Investigator
	0
	

	Amd.#2
	e.g. Addition of a second protein preparation and eight additional groups of mice
	150 mice
	

	Amd.#3
	
	
	

	Amd.#4
	
	
	

	
	
	
	


*Example for short description of the amendments:

Add new investigators  or change of the PI (list; e.g. PI change from Dr. A to MAJ B)

Use of new adjuvants or formulations (list)

Addition of more groups (Short list of groups included)

Addition of surgical procedure (identify procedure; e.g. subcutaneous implantation of telemetry device)

Etc.
3.
Brief non-technical synopsis of existing protocol and amendments or background information:  Provide a brief summary of the current protocol. Include any experimental design changes from prior amendments, if applicable.
4.
Summary of modification(s) requested:  Briefly describe the modifications requested.
a.


b.


5.
Justification for modification(s):  Provide appropriate scientific justification for the modifications requested.  If requesting additional animals, provide rationale for number of animals requested. Use tables or charts as appropriate.
a.


b.


6.
Change in the total number of animals used, any changes in USDA Pain category, and any changes in refinement, reduction, and replacement (3R’s):  If there are changes to the number of animals, please indicate the currently approved number and the number requested.  If there are any changes to the USDA Pain category (No pain, Alleviated pain, or Unalleviated pain), please indicate the total number of animals in the protocol and their current pain category as well as any requested changes.  If these numbers are not changing in this amendment, please state as such, e.g. "There are no changes to the number of animals requested and no changes to the USDA Pain category."  If as a result of the amendment there are changes to the 3R’s, please indicate these changes.
7.
Specific changes or additions to the experimental design of the protocol (Section V.A. of the protocol template):  Detail any specific changes and how they are different from the currently approved protocol.  If there are no changes requested by this amendment, please state as such, e.g., “There are no changes to the experimental design of the protocol.”
a.


b.


8.
Changes to technical methods (Section V.D. of the protocol template):  Detail any changes to this section such as techniques employed, routes of administration, biosample collections, etc.  If there are no changes requested by amendment, please state as such, e.g., “There are no changes to the technical methods part of the protocol.”
a.


b.


9.
Changes in personnel performing procedures:  List any addition or deletion of personnel to the protocol.  Be sure to include training and qualifications information for all personnel (technicians, associate investigators, co-PIs, etc).  List which procedures and/or animal manipulations each new individual will perform and provide proper documentation of their training in these procedures (i.e., attendance at the rodent handling course, etc).  If new animal techniques or surgical procedures are requested, please identify the (new or existing) personnel performing these techniques and indicate their training to do so.  If this amendment will change the PI, be sure to include a signed Assurance Statement to be attached to the protocol.  If there are no changes requested by amendment, so state. e.g., “There are no changes to the personnel conducting this protocol.”
10.
Other changes or “no other changes” statement:  Example: “There are no changes to the original Biosafety Level, animal housing and husbandry, and no other changes to the procedures involved in this protocol.”






PI of protocol signature block








or







Author of amendment signature block







(if different than PI)

[This format is designed to be a stand-alone document, to facilitate IACUC review.  Please be as detailed as necessary to convey the requested modifications.  Be sure to have the appropriate review and signatures before sending the amendment to the IACUC Activities Office for processing.  For further assistance, contact your consulting veterinarian or the IACUC Coordinator at 319-9051.]
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