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American University
PROTOCOL FOR USE OF LIVE VERTEBRATES          FOR RESEARCH, TEACHING, OR DEMONSTRATION- Submit completed Protocol Form to IACUC@american.edu -(valid as of July 1, 2011)
A.  PERSONNEL / STUDY INFORMATION
PI Status
Funding source/agency (if applicable):
Are there other additional faculty, staff, or students involved in this project?
 If yes, please provide for each person:
Name
Title
Campus Phone
Cell Phone
Email
This application is an Initial Review:
Study, Objectives, and Rationale:  Briefly describe in non-technical language the objectives of the study, and the rationale for animal use.
This application is a Continuation:
Continuation with major revisions:  Please provide a brief summary of revisions.
                        Experimental Design:
         Describe the experimental design and specify all animal procedures. This description should allow the IACUC to understand the experimental course of an animal from its entry into the experiment to the endpoint of the study.  Specifically address the following: Injections or inoculations (substances, e.g., infectious agents, adjuvants, etc.; dose, sites, volume, route, and schedules), blood withdrawals (volume, frequency, withdrawal sites, and methodology), non-survival surgical procedures, radiation (dosage and schedule), methods of restraint  (e.g., restraint chairs, collars, vests, harnesses, slings, etc.), animal identification methods (e.g., ear tags, tattoos, collar, cage card, etc.), other procedures (e.g., survival studies, tail  biopsies, etc.), resultant effects, if any, the animals are expected to experience (e.g., pain or distress, ascites production, etc.), and experimental endpoint criteria (i.e., tumor size, percentage body weight gain or loss, inability to eat or drink, behavioral abnormalities, clinical symptomatology, or signs of toxicity) must be specified when the administration of tumor cells, biologics, infectious agents, radiation or toxic chemicals are expected to cause significant symptomatology or are potentially lethal.  List criteria to be used to determine when euthanasia is to be performed.  Death as an endpoint must always be scientifically justified. Use additional sheets if necessary. 
B.  Describe here the experimental animals and the nature of their use.  (No justification for the use of animals is necessary in this section.)
1.  Animal Data:
Species
Sex
Age / Weight
Number*
*Number = Total number to be used in the proposed study
 
2.  Source (e.g., purchased [give name of vendor], institutional bred, transferred from another study (see below), donated, captured from wild):
 Are any animals to be used transferred from another study?
3.  Housing conditions (cage or tank size, room, facility, etc.), please describe and justify.
Social Housing?
 If no, please justify:
Cage enrichment (i.e., chew trays, shelters, nesting materials, etc)? 
 If no, please justify:
4.  Duration of the study, specifically the period during which animals may suffer any pain and/or distress:
5.  Any abnormal environmental conditions that may be imposed:
6.  Any restraint devices that may be employed:
7.  Any surgical procedures to be carried out:
       Is this survival surgery?
8.  Any drugs or controlled substances to be used, their doses, route of administration, frequency of administration, etc.?  
       Are the drugs pharmaceutical grade?
 If not pharmaceutical grade, what will be done to ensure sterility, concentration, pH?  
9.  Any studies that may result in nutritional restriction or distress: 
10.  Will transplantable tumors or hybridoma cells be injected into animals
If so, have they been tested for inadvertent contamination by viruses?
11.  Will any human or animal pathogens be used in these studies?
If so, describe how these agents will be contained.
12.  Methods of euthanasia:
13.  Final disposition of animal if other than euthanasia (e.g., transfer to another study, kept for natural life span): 
14.  Degree of pain and/or distress imposed.  Check one or more as appropriate:
If animals are listed in 14c, a written scientific justification is required to explain why the pain or distress is unavoidable (justify in part C3). Alternatives to painful procedures should also be discussed
15.  Describe any other procedures to be undertaken in your studies not already mentioned above: 
16.  Does this project or procedure have as its sole purpose the instructing or training of inexperienced personnel?
If so, please explain.
C.  Justification for use of living vertebrates (provide sufficient information to enable an informed review by both scientists and non-scientists alike).
1.   State briefly why living animals are required for this study, rather than some alternative model.  Provide a        description of the methods and sources (e.g., the Animal Welfare Information Center) used to determine that   
      alternatives are not available:
2.   Justify the number of animals relative to intended use (e.g., individual instruction of students, extent of 
      between-animal variation, etc.):
3.   Justify use of any specific procedures or conditions as indicated in Section B5 through 15.  Label (B5, B9, etc.), 
      and use the reverse side if necessary:
4.    Describe any steps to be taken to monitor potential or overt pain and/or distress during the course of this 
        study, and how it will be alleviated: 
D.         Certification of Training and Clearance to perform the proposed work
1.    Has the PI attended an approved investigator training course?
2.    Has the PI received training in the appropriate lab-specific techniques?
3.    Has the Faculty Research Supervisor (if not the PI) attended an approved investigator training course?
4.    If carcinogens, mutagens, infectious agents, toxins, radioisotopes, tumor cells, etc., are used, has the 
       university's Office of Risk Management been notified?
5.    If controlled substances are used, do you have a DEA license?  
I hereby certify that:
 PI Signature:                        -----------------------------------------------------------
 Faculty Research  Supervisor Signature:       ----------------------------------------------------------- 
Please save a copy of the form for your records and submit the final form electronically to IACUC@american.edu
Signature Chair IACUC
Signature Consulting Veterinarian
cc:
Research Compliance Coordinator
Principal Investigator
Faculty advisor
Animal Facilities Manager
IACUC
THIS REVIEW IS MANDATED FOR THE PURPOSE OF
DETERMINING COMPLIANCE WITH EXISTING GUIDELINES
AND/OR REGULATIONS FOR REASONABLE AND PROPER USE
OF LIVING ANIMALS
DO NOT WRITE IN THIS SPACE
(IACUC use only)
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