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Instructions for the Application for IACUC Protocol Modification


General Information
Protocol modification requests must be submitted using the current 2010 Protocol Modification Application. If any item is not applicable to your application indicate “N/A”, do not leave any questions blank. Completed applications may be forwarded electronically to jamie.gothro@va.gov or by hardcopy to the IACUC office (Mail code 151).  All submissions must be received by the 10th working day of the month. A final copy must be signed by the PI following IACUC review and prior to approval (electronic signatures are acceptable). 

No changes in procedure may be made prior to securing IACUC approval. The signed modification form and approval letter must be posted with the protocol in the laboratory were procedures are performed.

Consultation with the VMO (x7070) or Animal Welfare Officer (x3774) is strongly recommended before submission of any modification.
IMPORTANT: All modifications be submitted on or before an IACUC deadline to be reviewed at that month’s meeting. Modifications that are received after the month’s submission due date will be held until the next IACUC deadline. Deadlines and meeting dates are posted at 
http://www.vmrf.net/animal-research/IACUC%20Schedule.doc
When to Submit A Protocol Modification vs A New Protocol 
A New protocol may be required if:

· The requested changes are resultant from unexpected complications

· More than 10 prior modifications were submitted to the original protocol
· The modification request does not logically relate to the specific aims of the original protocol 
· The modification is for work described in a new grant submission that is not closely related to the aims of the original application
Minor vs Major Modifications

Examples of Minor Modifications Include:

· 10% (or less) increase in animal numbers from the original application
· Addition of a non invasive, non-painful, non-stressful procedure

· Refinement in a previously approved procedure that will reduce the potential for pain
· Change from one (unconditionally) AVMA approved method of euthanasia to another with documentation of personnel training & experience

· Addition of non irritating, non toxic test substance or medication
· Change in location of procedural use from one prior IACUC certified location to another certified location

· Addition of new strain with no overt or challenged phenotype
Examples of Major Modifications Include:

· 10% (or more) increase in animal numbers from the original application
· Change to a conditionally approved or non AVMA approved method of euthanasia

· Addition or increase in administration of potentially irritating or toxic test substance 
· Change in location to an area not previously used for animal studies or the type of procedures performed

· Addition of new strain that may require unconventional husbandry or special care practices

· Addition of surgical procedure

· Change in any procedure that increases the USDA category

· Change in anesthetic or analgesic

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 

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” (ref item P)  

 FORMCHECKBOX 

Appendix 4, “Antemortem Specimen Collection” (ref item R)  

 FORMCHECKBOX 

Appendix 5, “Surgery” (ref item S)  

 FORMCHECKBOX 

Appendix 6, “Special Husbandry and Procedures” (ref item V)  

 FORMCHECKBOX 

Appendix 7, “Request to Use Patient Care Procedural Areas for Animal Studies” (ref item X)  

 FORMCHECKBOX 

Appendix 8, “Request to Use Explosive Agent in the Animal Facility or in Animals” (ref item X)  FORMCHECKBOX 

Appendix 9, “Additional Local Information”  

Special Considerations
 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.
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