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FLORIDA STATE UNIVERSITY

ANIMAL CARE AND USE COMMITTEE

PROTOCOL REVIEW FORM

	Principal Investigator:
	______________________
	Submission Date:
	

	E-Mail Address:
	
	Telephone:
	

	Campus Address:
	
	Mail Code:
	

	Department:
	
	ACUC Protocol #:
	

	Proposal Title:
	


	_______      THIS IS A NEW PROTOCOL.

	_______      THIS PROTOCOL IS SUBMITTED AS A TRI-ANNUAL RENEWAL.


The FSU ACUC acknowledges that replication of previous research may be an essential element in scientific inquiry.  In planning this experiment, I have reviewed the relevant literature (e.g., database search, consultation with colleagues, other).  Based upon the available resources, I certify that the work described in this protocol does not unnecessarily duplicate previous work.
P.I. Signature: 






    Date: 




Your signature acknowledges your responsibility for the contents of this questionnaire and the conduct of any animal use that may be approved by the Committee, by yourself or your staff.  Any significant change in procedure, animal use or personnel must be approved by the ACUC prior to implementation.  All animal procedures proposed in grant submissions must be included in an ACUC Animal Care and Use Protocol and be reviewed and approved by the ACUC.  Failure to do so may result in suspension of approval to perform animal research at FSU as well as suspension of funding. 
This Questionnaire must contain all animal use information necessary for ACUC approval.  Please exclude any confidential information from this questionnaire (e.g. proprietary information, potential trade secrets, and patentable material) as the document is considered a public record and is available to outside parties by request under the Freedom of Information Act.  If confidential material must be included, please mark it "Confidential" and contact the secretary, ACUC, for further instructions.

	ACUC Approved:
	
	Next Review Date:
	

	Protocol Expiration:
	


1.
List the names of all individuals that will contact animals under this animal use description (include DIS and Honors Students):

	Name
	Phone Number
	E-Mail Address
	Status (Grad, Undergrad, Post-Doc)
	Lab Emergency Contact* (Y/N)
	Emergency contact priority (1, 2, 3, 4 … )

	Example
	644-2873
	dbaxley@mailer.fsu.edu
	Grad
	Y
	1

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


*If Yes, Emergency Lab Contact, also indicate priority in which persons should be contacted (1,2,3…etc.)
NOTE 1: It is the responsibility of the Principal Investigator to ensure that all personnel who have animal contact be enrolled in the FSU Medical Monitoring Program for Vertebrate Animal Users before they begin working with animals.  This requirement must be addressed or the ACUC will not approve the protocol.  Enrolling in the program can be accomplished by filling out the Medical Monitoring for Vertebrate Animal Users Form (EHS 7-2) (http://www.safety.fsu.edu/forms.html) or contacting either Laboratory Animal Resources (644-4262) or Environmental Health and Safety (644-9117) for assistance.

NOTE 2: All Personnel must have completed the ACUC required training prior to beginning work with animals. This requirement must be addressed or the ACUC may either not approve the protocol or may suspend approval of the protocol. Please contact Laboratory Animal Resources, 101 BRF, or phone at 644-4262 for assistance in scheduling training.   

2.  PURPOSE OF RESEARCH (NOTE: This statement is used for public inquiries.  Using non-technical language, briefly address the points below.  Scientific abstracts are not acceptable.  Define all abbreviations the first time they are used.):  

· Objective:  State the primary objective(s) of the research and/or teaching project. 

· Background:  Provide a brief background to the proposal (existing knowledge) and identify advances in knowledge that the project is intended to provide.

· Relevance:  State the relevance or general importance of the project.

Species:  Explain why it is necessary to use animals and the particular species proposed.

· 3.
ANIMAL USAGE:
The ACUC can approve protocols for 3 years.  The number of animals asked for should be for that 3-year period.  List the total number of animals of each species to be used for the proposed project.  Of the total number of animals to be used, estimate the number expected to fall in the USDA pain categories B through E (categories explained below).

	SPECIES

(Common and Scientific Name)
	TOTAL # OF ANIMALS TO BE USED
	B
	C
	D
	E

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


Category B:  # of animals being bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery but not yet used for such purposes.  For most protocols this total will be 0 for the entire project period.

Category C:  # of animals upon which teaching, research, experiments, or tests will be conducted involving no pain, distress, or use of pain-relieving drugs.

Category D: # of animals upon which experiments, teaching, research, surgery, or tests will be conducted involving accompanying pain or distress to the animals for which appropriate anesthetic, analgesic, or tranquilizing drugs will be used.

Category E:  # of animals upon which teaching, experiments, research, surgery or tests will be conducted involving accompanying pain or distress to the animals and for which the use of appropriate anesthetic, analgesic, or tranquilizing drugs will adversely affect the procedures, results, or interpretation of the teaching, research, experiments, surgery, or tests.  The form Explanation for Category E, form must be submitted with the AUD Protocol.  (An explanation of the procedures producing pain or distress in these animals and the justification for not using appropriate analgesic, anesthetic or tranquilizing drugs must also be addressed in question 15.)

4.
Justify the number of animals to be used.  Briefly describe how the estimated number of animals needed for the experiments was determined.  


5.
DESCRIPTION OF ANIMAL EXPERIMENTAL PROCEDURES:


(Briefly explain the experimental design.  The description should permit the ACUC to understand the experimental progress of an animal from birth or arrival at the facility to the endpoint of the study and animal disposition. Diagrams, flowcharts, tables or timelines are preferable. These should indicate test and control groups, the number of animals in each group, the sequence of the experimental manipulations in each group and the time between each manipulation.   

NOTE:  Examples are available.  Experimental details should be addressed in answer to questions 6-13, not in this section.  Please provide details of all other work not covered in questions 6-13 in answer to question #14.  

6.
Will Monoclonal/Polyclonal Antibody Production Be Performed?  Yes____   No____
(If no, proceed to Question#7)

a. Antigen(s):  ___________________________

b. Adjuvant(s):  _______________
c. Route(s) of Administration:  ______________________

d. Volume Injected Per Site:  _______________________

e. Frequency of Boosters:  ________________________

f. Blood or Tissue Collection:  _____________________

g. Frequency of Collection:  _______________________

h. Volume per Collection:  ________________________

i. Frequency of Observation Following Boosters:  ____________  
j. Frequency of Observation Following Ascitic Fluid or Blood Collection:  ___________________________________________________________

If producing monoclonal antibodies by use of ascites, indicate efforts to produce antibody using in-vitro systems, provide description of why in-vitro methodology is considered unacceptable and provide scientific justification for monoclonal antibody production using ascites method. 
Note:  All antibody production must be performed in accordance with FSU ACUC Immunization and Monoclonal/Polyclonal Antibody Production Guidelines (http://www.research.fsu.edu/acuc/Policies_Guidelines.html).
7.
Will Surgery Be Performed?  Yes _____   No ______
(If no, proceed to Question #8)

a) Survival Surgery ______ 

Non-Survival Surgery______

Multiple Survival Surgeries ______

(Check all that apply.)
b) List Room(s) where surgery will be performed : 
c) List Procedures:  

d) List Multiple Survival Surgery Procedures and Time Frames Between Each Procedure:
	Procedure 1
	Procedure 2
	Procedure 3
	Time Between Each Procedure

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


e) Scientific justification for Multiple Survival Surgery: 
f) Describe pre-anesthetic protocol (If any):  

g) Anesthetic Agents:

	Species
	Agent
	Dose
	Route of Administration

	
	
	
	

	
	
	
	

	
	
	
	


h) Will paralytic agents be used (list any and method of monitoring if yes): 
i) Describe aseptic surgical procedures:  
j) List methods for intra-operative monitoring of anesthetic depth:

k) Describe post-operative monitoring and care of animals, including provision of analgesic agents (agent, dose, route and frequency of administration):  
8.
Does This Protocol Include Food And/Or Water Restriction?    Yes____     No____ 
(If no, proceed to Question #9)
a) Why will animals undergo food and/or water restriction:

b) Frequency and duration of restriction:

c) Possible effects of restriction:

d) Endpoints for discontinuation of food and/or water restriction:
9.
Does this protocol include behavioral experiments?    Yes ____    No _____
(If no, proceed to Question #10)

a) Please list and describe in detail all behavioral experiments to be performed:

b) If more than one procedure will be performed per animal, please list combinations and time frame:

c) Will any behavioral experiment listed above have the potential for inducing pain or prolonged distress?  If yes, list procedure, provide justification for its use and explain what methods will be taken (if any) to mitigate any pain or prolonged distress:

10.
Will live capture of wild animals be performed?   Yes ___               No ____
(If no, proceed to Question #11)
a) Check all that apply:

____Live capture and release at site of capture
____Live capture and release at different location
____Non-survival collection

b) Study Locations: 

c) Applicable permits.  List all applicable federal and state permits (and permit numbers) required for this project; include approval and expiration dates.  Copies of permits do not need to be provided but should be available upon request:  

d) Describe procedure(s); include method of capture, frequency of trap monitoring, marking procedures, transport methods, euthanasia and potential injury or mortality risks:

Note:  The FSU ACUC requires that a log describing all species captured as well as injury and mortality rates be maintained for field/wild animal studies and be available for review upon request.

11.
List all test substances (drugs or pharmaceutical agents, chemicals, infectious agents, radioactive agents, recombinant nucleic acid, etc.) to be used in the course of the proposed work.  Do not include anesthetics, analgesics or sedatives used as part of surgery or postoperative care that have been previously included in Question #7.  (If no agents are to be used, proceed to Question #12)

Complete this section for each animal species and substance/agent.

	Species
	Agent
	Route
	Site
	Volume
	Number of Doses
	Interval Between Doses

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


If toxic or other adverse reactions may occur in animals, describe possible reactions and methods to deal with the reactions.
12.
This research requires the following safety procedures:
Please review the information on hazardous agents and standard animal research precautions below.  In addition, if the use of hazardous agents is planned, also review the FSU EH&S Use of Hazardous Agents In Animals Policy and complete Appendix B.  The ACUC will not grant approval of animal use protocols using hazardous agents until this appendix has been completed, reviewed and approved.

	
	Yes
	No

	Standard Animal Research Precautions
	
	

	Special Animal Husbandry or Staff Precautions

If Yes, please complete and submit Appendix B, the Use of Hazardous Agents in Animals Supplemental Safety Operating Procedures Form with this protocol.

If you have questions call Environmental Health and Safety, 644-5374 or 644-9117
	
	


NOTE:  Hazards can be chemical (e.g. disinfectants, bleach, formalin, drugs), physical (including ionizing and non-ionizing radiation, bites, kicks, scratches, needle sticks, dust, noise, heavy lifting), or biological (zoonotic agents, recombinant DNA, infectious agents) in nature. The use of all drugs, chemicals or other potentially hazardous agents must undergo a risk assessment prior to protocol approval to determine if special standard operating procedures need to be put into place.  Risk assessment is a science used to evaluate the risk for both carcinogenic and non-carcinogenic effects to human and animal health from drugs, chemicals or other agents that may be used in the course of live vertebrate animal research. These risk assessments include the evaluation of both direct and indirect risks from the time an agent is used in an individual animal through the waste steam from that manipulated animal (dirty cages, carcasses, etc.).  If uncertain whether any proposed drug, chemical or other agent for this protocol may be a hazardous agent, or if you need help in formulating a standard operating procedure for use of the above agent(s), please contact FSU Environmental Health and Safety at 644-5374 or 644-9117.    
If use of hazardous agents is planned, researchers are responsible to ensure that a copy of any approved SOPs and all required signage are properly displayed or available in the room.  In addition, particularly if work is not continuous, written notification of pending hazardous work must be made to LAR at least two business days prior to working with the agent in an animal use area.
Note that health status, including pregnancy, allergies or some medications or medical conditions may increase risks associated with potential exposure to animal allergens, chemicals, drugs or other hazards.  Individuals may contact EH&S with questions related to added precautions that may be employed.

Standard Animal Research Precautions

· All individuals working with animals should follow routine use of personal protective equipment, good work practices and use of engineering controls appropriate to their project or animal husbandry requirements.

· Mandatory PPE for work with animals include disposable gloves and a laboratory coat (or other dedicated protective clothing such as a scrub suit).  Foot hugging, closed toe and low heeled shoes should be worn when working in the animal facility.  Masks are recommended.  In some cases, protective eye wear is also indicated. 

· Good work practices include performing animal manipulations within well ventilated areas, minimizing disturbance of animal bedding and exposure to loose animal hair, keeping cages and animal areas clean and washing hands after removal of gloves or any animal handling.  Do not eat, drink, or apply cosmetics while working in an animal use area; food and drink is forbidden in animal housing and use areas.  Remember that unfixed tissues, blood, serum, urine, and other materials derived from animals may also pose a risk.  Engineering controls include biosafety cabinets, chemical fume hoods, HEPA filtered vacuums, downdraft tables and other fume scavenging devices.

13.
Will Prolonged Restraint be used in this protocol?  Yes   ____       No   _____
(If no, proceed to Question #14)
a) Restraint device or procedure employed:  
b) Length of time animal(s) to be restrained:  
c) Device or procedure allows (check all that apply):


____Restricted normal movements


____Normal Postural Changes


____Limited Postural Changes


____No movement is allowed.

d) Describe procedure employing prolonged restraint in detail:

e) Describe any potential adverse effects of restraint on behavior, health or well-being of restrained animal:

f) Provide scientific justification for use of prolonged restraint:

14.
Euthanasia.  All methods are required to be in accordance with the 2013 AVMA Guidelines on Euthanasia.  List all agents and, if more than one species on a protocol, species per method to be used.

a) Inhalant Agent(s): 
b) Injectable Agent(s): 

c) Physical Method(s):


____Cervical dislocation

____ Decapitation
d) Will animals be anesthetized for cervical dislocation and/or decapitation?  If no, then provide scientific justification for performing the procedure without anesthesia.

e) Exsanguination (describe method and anesthetic agent):
f) Other Method of Euthanasia or Disposal:
15.
List and describe all other procedures performed in animals not already listed in questions 8-13 above (Rodent Breeding should submit Appendix A).
16.
POTENTIAL DISCOMFORT, DISTRESS OR PAIN:
Procedures involving animals should avoid or minimize discomfort, distress or pain.  If more than momentary pain or distress cannot be avoided, justification must be provided.  Procedures requiring justification include (but are not limited to):  electric shock, Freund's Adjuvant, paralyzing agents, food restrictions, multiple survival surgeries, surgeries  involving non-aseptic procedures, pain or distress without anesthesia or analgesia, euthanasia not consistent with the 2013 AVMA Guidelines on Euthanasia, other painful/distressful procedures.  Methods to minimize or alleviate pain or distress must be described in this section if not already outlined above.
17.
HOUSING REQUIREMENTS (please indicate “yes” or “no” for each item, describe non-standard caging, and if “yes” to 17(E) and 17(F) please include the appropriate forms with protocol submission.  If “no” to 17(D) please include appropriate form.
	YES
	NO
	CAGING
	DESCRIPTION

	
	
	A. Standard
	

	
	
	B. Modified Standard
	

	
	
	C. Test Chambers
	

	
	
	D. Environmental Enrichment
	There may be occasions where use of environmental enrichment devices may interfere with research objectives.  In these cases, investigators may request an exemption for animals on study.  All requests must undergo review and approval by the FSU Animal Care and Use Committee.  If checking NO, please fill out and submit the ‘Exemption from Environmental Enrichment’ form.

	
	
	E. Non LAR Personnel will provide care for the Animals
	THESE FORMS MUST BE FILLED OUT AND ATTACHED

Form - "Guidelines for developing an Animal Care Standard Operating Procedure"

	
	
	F. Animals will be Housed Outside the LAR Facilities
	THESE FORMS MUST BE FILLED OUT AND ATTACHED

Form - "Request to House Outside LAR Facilities

Form - "Guidelines for developing an Animal Care Standard Operating Procedure"


18.
ASSURANCES:  
 Please “x” to indicate “yes” or “no”

	

	Do any of the proposed procedures cause more than momentary distress, pain, or are they potentially painful?   
	YES___
	NO____


(If no, proceed to Question #19)

NOTE:  If any procedures employed in this Animal Use Description fall into USDA Pain Categories D or E, then a thorough literature search for alternatives must be performed.  Alternatives include methods that (a) reduce the total number of animals utilized for an experiment, (b) refine experimental techniques to minimize or avoid animal distress or pain and (c) replacement of whole-animal use with in vitro methods or other non-animal alternatives.

You must provide adequate information to the ACUC to assure the committee that alternatives to painful, potentially painful or distressful procedures were considered and are either not available or cannot be used.  Your response must include:

· The databases searched or other sources consulted

· The date of the search and the years covered by the search

· The key words and/or strategy used when considering alternatives or descriptions of other methods and sources used to determine that no alternatives were available to the painful or distressful procedure

Databases (place an ‘X’ next to those used):
	Agricola  
	Biosis  
	Medline  

	Psyc First  
	Article First  
	Others (list):  


Journals and/or other sources consulted (list):

Date of search:

Years covered by search: 

Keywords used / search strategy:

Describe the results of the search and whether alternatives were found:

If alternatives are available and not used, provide the ACUC with justification as to why alternatives cannot be used:


19.
ASSURANCE THAT THE TRAINING OF ANIMAL-RELATED PERSONNEL IS APPROPRIATE FOR THE EXPERIMENTS PROPOSED:


Please “x” to indicate “yes” or “no”

	All animal-using personnel on this project will have received adequate training before beginning work.
	YES_____
	NO*_____


*If no is indicated, please explain:

20.
ASSURANCE OF OCCUPATIONAL HEALTH AND SAFETY:

	All individuals who will have animal contact under this Protocol have been enrolled in the FSU Occupational Health and Safety Medical Monitoring Program for Vertebrate Animal Users.
	YES_____
	NO**_____


**If no is indicated, please explain:
21.
ASSURANCE ON REGULATIONS AND GUIDELINES:


Please “x” to indicate “yes” or “no”

	
	
	

	(a) The relevant portions of the Animal Welfare Act including the associated USDA regulations.

	YES____
	NO____

	(b) The NIH Guide for the Care and Use of Laboratory Animals.
	YES____
	NO____

	
	
	

	(c) The Recommendations of the 2013 AVMA Guidelines on Euthanasia.
	YES____
	NO____


Copies of the NIH Guide and the 2013 AVMA Guidelines on Euthanasia are available in the "Investigator's Guide for Animal Care and Use" distributed to all individuals using vertebrate animals. Additional copies are available from LAR (644-4262).  Copies of the USDA regulations are available in the departmental offices of all animal users or in LAR.


*  *  NOTE  *  *
The Request for ACUC Review of Proposed Vertebrate Animal Use and Animal Use Description must be submitted to the ACUC Secretary (acucsecretary@mailer.fsu.edu, 101 BRF, 32306-4341) with adequate lead-time to allow ACUC approval before animals are intended for use.  The Committee meets monthly; the Animal Use Description must be submitted by the first working day of the month for ACUC action during that month.  It is the PI's responsibility to provide all materials necessary for ACUC approval in time to meet any agency deadlines.  All grants utilizing vertebrate animals must be approved by the ACUC prior to release of any funds by Sponsored Research.  For those agencies with just-in-time animal use releases, investigators should take note that the ACUC is not under obligation to automatically grant approval; the ACUC approval process is independent and will undertake its normal course of action.  If a funding agency needs a letter indicating approval of the proposed research, please submit SRS Animal Subjects Use Form (http://www.research.fsu.edu/contractsgrants/forms.html) to LAR along with a copy of the animal use section of the grant.

�





Delete when done with answer.


Instructions:  This section is intended to provide a minimally technical description of the purpose of the proposed research such that the average senior high school student can comprehend the importance of the project and the reasons why it should be done with animals.  Each of the points listed above must be addressed.  Justify the project in terms of its potential value in obtaining significant information relevant to the advancement of knowledge of humans or animals, maintenance and improvement of human or animal health and welfare, improvement of animal management or production or achievement of educational objectives.  As an example, if studying a human or animal disease, consider carefully explaining the disease, what causes it, what therapy is currently available and how the proposed experiments may better improve available therapies.  Be sure to explain medical terms.  The species selected should be the lowest possible on the phylogenetic scale and, if not, justify why it must be used in this project.  Justifications for using a particular species may include literature that validates use of the species as an animal model of disease.  Or the existence of a large body of literature on one species would require duplication of this literature for a second species, thereby increasing the number of animals used in research.  Or those characteristics of the chosen species may make it uniquely suited to the research project or those reagents and research tools currently available are unique for the species selected.








Delete when done with answer.


Instructions: The FSU ACUC must review and approve animal numbers used in accordance with the Animal Welfare Act (AWA), the Public Health Service (PHS) Policy, the U.S. Government Principles for Utilization and Care of Vertebrate Animals Used in Testing, Research and Training, and the ILAR Guide for Care and Use of Laboratory Animals.  Investigators must consider the 3 R’s (reduction, replacement, refinement) when establishing experimental group size.  The number of animals requested should be the minimum number required to obtain statistically valid results.  Sufficient detail must be provided so that the ACUC can determine that the numbers are appropriate.  A statistical analysis may be used to justify the number of animals requested.  Include animals in experimental and control groups, as well as animals needed for initial training or practice.  Also include any animals needed for pilot experiments.  If possible include animals anticipated for failure rates.  Include experimental groups and number of animals per experimental group.  Use tables if necessary.





Delete when done with answer.


Instructions:  The purpose of this question is to be able to readily grasp how animals will be used in a project.   In order for the ACUC to determine whether the methodology for the proposed project is appropriate, the committee needs to understand what procedure or combination of procedures will be performed on any individual animal (up to and including euthanasia).  This document should be able to be understood without reference to other documents (e.g. attachments or grant applications).  For complex experiments, diagrams, flow charts, tables or timelines are preferred. For examples contact LAR staff veterinarians.   Define all abbreviations the first time they are used.  If using verbiage, do not use technical language (or be prepared to define such language) that only a specialist in the field would understand. 








Delete when done with answer.


NOTE: Surgery is considered a painful or potentially painful procedure requiring the use of analgesic procedures unless specific justification is provided that analgesic medications cannot be used.  Likewise analgesic procedures, timely removal of wound clips, and appropriate pre- and post-operative care are mandatory for surgical procedures unless specific justification is provided.








Delete box when done with answer





Instructions for Question 17:   This section addresses the Animal Welfare Act requirement that, “The principle investigator has considered alternatives to procedures that may cause more than momentary or slight pain or distress to the animals, and has provided a written narrative description of the methods and sources, e.g., the Animal Welfare Information Center, used to determine that alternative were not available...” The FSU ACUC requires that all animal use proposals, regardless of the species used, comply with USDA Policy #11 and Policy #12, which define these requirements. 





The ACUC is required to review your response to question 11a and determine that an appropriate search for alternatives has been performed when painful, potentially painful or distressful procedures are to be used. Question11a should be filled out completely to include a narrative that will enable the ACUC to readily determine whether the search topics were appropriate and whether the search was sufficiently thorough.  The search must include looking for ways to reduce the number of animals used or to refine experimental techniques to minimize pain and distress, not just animal replacement (the three R's).





SAMPLE ANSWER TO QUESTION 17 IF ANSWERED YES.





Databases: circle those used Agricola / Biosis / Medline / PsycFirst / ArticleFirst / Other (list): Current Contents





Journals and/or other sources consulted (list):  AWIC





Date of search: December 18, 1997





Years covered by search: January 1, 1994 through date of search





Keywords used: Key words were rat, behavior, feeding, pineal gland, obesity; 123 entries were found. These were reduced to 17 by searching the results for the key words non�animal model, computer model and in vitro.  Of these 17, after reading abstracts, 4 copies of articles were obtained and reviewed. 





Describe the results of the search and whether alternatives were found:  No references were found in the literature search that indicated alternates for animal use or alternates to the described surgery are available. 





If alternatives are available and not used, provide the ACUC with an explanation as to why alternatives cannot be used: N/A











Revised May 2009

