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PROTOCOL TITLE:
PRINCIPAL INVESTIGATOR:

CO-INVESTIGATOR(S)/DIVISION:

I. NON-TECHNICAL SYNOPSIS:

II. BACKGROUND

II.1. Background:

II.2. Literature Search for Duplication:

II.2.1. Literature Source(s) Searched:

II.2.2. Date of Search: 

II.2.3. Period of Search:

II.2.4. Key Words of Search:

II.2.5. Results of Search:

III. OBJECTIVE/HYPOTHESIS:

IV. MILITARY RELEVANCE: 

V. MATERIALS AND METHODS

V.1. Experimental Design and General Procedures:

V.1.1. Experiment 1:

V.1.2. Experiment 2:

V.2. Data Analysis:

V.3. Laboratory Animals Required and Justification 

V.3.1. Non-animal Alternatives Considered: 

V.3.2. Animal Model and Species Justification:

V.3.3. Laboratory Animals

V.3.3.1. Genus and Species:

V.3.3.2. Strain/Stock:

V.3.3.3. Source/Vendor: 

V.3.3.4. Age:

V.3.3.5. Weight:

V.3.3.6. Sex:

V.3.3.7. Special Considerations:

V.3.4. Number of Animals Required (By Species):

V.3.5. Refinement, Reduction, Replacement 

V.3.5.1. Refinement:

V.3.5.2. Reduction:

V.3.5.3. Replacement:

V.4. Technical Methods

V.4.1. Pain/Distress Assessment

V.4.1.1. APHIS Form 7023 Information 

V.4.1.1.1. Number of animals

V.4.1.1.1.1. Column C: ___(# of Animals) 

V.4.1.1.1.2. Column D: ___(# of Animals) 

V.4.1.1.1.3. Column E: ___(# of Animals) 

V.4.1.2. Pain Relief/Prevention

V.4.1.2.1. Anesthesia/Analgesia Tranquilization: 

V.4.1.2.2. Pre- and Post-procedural Provisions: 

V.4.1.2.3. Paralytics:

V.4.1.3. Literature Search for Alternatives to Painful or Distressful Procedures

V.4.1.3.1. Sources Searched:

V.4.1.3.2. Date of Search: 

V.4.1.3.3. Period of Search: 

V.4.1.3.4. Key Words of Search: 

V.4.1.3.5. Results of Search:

V.4.1.4. Unalleviated Painful/Distressful Procedure Justification: 

V.4.2. Prolonged Restraint:

V.4.3. Surgery

V.4.3.1. Pre-surgical Provisions:

V.4.3.2. Procedure:

V.4.3.3. Post-surgical Provisions:

V.4.3.4. Location: 

V.4.3.5. Surgeon:

V.4.3.6. Multiple Major Survival Operative Procedures

V.4.3.6.1. Procedures:

V.4.3.6.2. Scientific Justification: 

V.4.4. Animal Manipulations 

V.4.4.1. Injections: 

V.4.4.2. Biosamples: 

V.4.4.3. Adjuvants:

V.4.4.4. Monoclonal Antibody (MAbs) Production:

V.4.4.5. Animal Identification:

V.4.4.6. Behavioral Studies: 

V.4.4.7. Other Procedures:

V.4.4.8. Tissue Sharing:

V.4.5. Study Endpoint:

V.4.6. Euthanasia:

V.5. Veterinary Care

V.5.1. Husbandry Considerations: 

V.5.1.1. Study Room:

V.5.1.2. Special Husbandry Provisions: 

V.5.1.3. Exceptions:

V.5.2. Veterinary Medical Care

V.5.2.1. Routine Veterinary Medical Care: 

V.5.2.2. Emergency Veterinary Medical Care: 

V.5.3. Environmental Enrichment 

V.5.3.1. Enrichment Strategy:

V.5.3.2. Enrichment Restriction:

VI. STUDY PERSONNEL QUALIFICATIONS AND TRAINING: 

VII. BIOHAZARD/SAFETY:

VIII. EXTRAMUAL COLLABORATION:

IX. ENCLOSURES: Enclosures such as IACUC policies on adjuvants, monoclonal antibody production, tissue sharing, food and/or water restriction, prolonged restraint, pathology addenda, and pain assessment criteria may be included at the discretion of the P.I. unless directed by the IACUC.

X. ASSURANCES: The law specifically requires several written assurances from the Principal Investigator. Please read and sign the assurances as indicated.

As the Principal Investigator on this protocol, I acknowledge my responsibilities and provide assurances for the following:

A. Animal Use: The animals authorized for use in this protocol will be used only in the activities and in the manner described herein, unless a modification is specifically approved by the LACUC prior to its implementation.

B. Duplication of Effort: I have made every effort to ensure that this protocol is not an unnecessary duplication of previous experiments.

C. Statistical Assurance: I assure that I have consulted with a qualified individual who evaluated the experimental design with respect to the statistical analysis, and that the minimum number of animals needed for scientific validity will be used.

D. Biohazard/Safety: I have taken into consideration and made the proper coordination regarding all applicable rules and regulations concerning radiation protection, bio-safety, recombinant issues, and so forth, in the preparation of this protocol.

E. Training: I verify that the personnel performing the animal procedures/manipulations/observations described in this protocol are technically competent and have been properly trained to ensure that no unnecessary pain or distress will be caused to the animals as a result of the procedures/manipulations.

F. Responsibility: I acknowledge the inherent moral, ethical and administrative obligations associated with the performance of this animal use protocol, and I assure that all individuals associated with this project will demonstrate a concern for the health, comfort, welfare, and well-being of the research animals. Additionally, I pledge to conduct this study in the spirit of the fourth "R," namely "Responsibility," which the DOD has embraced for implementing animal use alternatives where feasible and conducting humane and lawful research.

G. Scientific Review: This proposed animal use protocol has received appropriate peer scientific review and is consistent with good scientific research practice.

H. Painful Procedures: (A signature for this assurance is required by the Principal Investigator if the research being conducted has the potential to cause more than momentary or slight pain or distress even if an anesthetic or analgesic is used to relieve the pain and/or distress.)

I am conducting biomedical experiments, which may potentially cause more than momentary or slight pain or distress to animals. This potential pain and/or distress WILL or WILL NOT (circle one or both, if applicable) be relieved with the use of anesthetics, analgesics, and/or tranquilizers. I have considered alternatives to such procedures; however, I have determined that alternative procedures are not available to accomplish the objectives of this proposed experiment.
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