INSTRUCTIONS FOR COMPLETING THE UNIVERSITY OF PUERTO RICO, MAYAGUEZ CAMPUS, ANIMAL STUDY PROPOSAL FORM:

The Public Health Service (PHS) Animal Welfare Policy and United States Department of Agriculture (USDA) Animal Welfare Act regulations requires review and approval by the Institutional Animal Care and Use Committee (IACUC) of any activity related to the care and use of vertebrate animals. This includes research, testing or teaching procedures. Since it is the responsibility of the Institution to ensure that all personnel comply with the regulations, it is critical that all investigators and instructors complete this form.

GENERAL INSTRUCTIONS

Please fill in each space.  Incomplete protocols will be returned for completion before processing.

All information in this protocol is considered privileged and confidential by the IACUC and the concurring authorities.

References:

1. Guide for the Care and Use of Laboratory Animals, NIH Publication No. 86-23, Revised 1985.

2. Public Health Service Policy on Humane Care and Use of Laboratory Animals, Revised September 1986.

3. Instructions for Completing the NIAID Animal Study Proposal Form (Form NIH 2660, November 1988).

4. USDA Animal Welfare Act Regulations, Parts 1 and 2, 9CFR, 54 Federal Register 36112-36163, 1989.

PART A:  ADMINISTRATIVE DATA

This information identifies the Principal Investigator (P.I.) and Project. Please indicate if this is an initial Animal Study Proposal. If this is a renewal or modification, indicate the original proposal number as noted in the approval letter sent by the IACUC. Renewals and similar proposals sent to other funding agencies require only completion of Parts A and K. Modifications must be submitted on a new form for review and approval.  Complete parts A, K, and any other applicable areas.

PART B:  ANIMAL REQUIREMENT

In this section list the species and the strain/stock designation of the animals. Indicate where animals are to be housed.  If animals are to be housed in more than one location, all areas must be identified.   Estimate the number of animals that will be used in a year as well as the study duration. The study can  not be approved for periods longer than three years.

PART C:  STUDY OBJECTIVES AND RATIONALE FOR USE OF ANIMALS

It is the responsibility of the IACUC to ensure that the type and number of animals proposed are appropriate and necessary to accomplish the goals of the project. The Animal Welfare Act regulations require all P.I.’s to provide “written assurance that the activities do not unnecessarily duplicate previous experiments”. This assurance may be justified by either a review of the literature (e.g. Background and Significance in the PHS grant forms) which includes a justification as to why the proposed activities are

not unnecessarily duplicative or a written statement in the Animal Study Proposal Form including sources consulted and a justification as to why other procedures or techniques which would minimize pain or discomfort could not be considered. Sources which may be consulted include: biological abstracts, Index Medicus, Current Research Information Services, Animal Welfare Information Center operated by the National Agricultural Library, National Library of Medicine (301) (344-3709).

PART D:  DESCRIPTION OF ANIMAL PROCEDURES AND EXPERIMENTAL DESIGN

Describe the requested information in detail. The reviewer must be able to understand all procedures that may be performed on any animal in the study. Use additional sheets if  necessary.  Experimental endpoints such as tumor size, percentage or bodyweight gain or loss, inability to eat or drink, moribundity, behavioral abnormalities, etc., should be used to define when animals are to be euthanized or provided therapeutic relief. The use of Freund’s adjuvant must be fully explained. Studies that  result  in  significance mortality require a Column E justification (see Part G).

PART E: TRANSPORTATION OF ANIMALS

If animals are to be moved during the activity, describe and justify the method of transportation. Assurances must be provided that animals exposed to biologic or radioactive hazards and moved from one location to another will be properly contained to minimize occupational exposures and environmental contamination.  If a vehicle is used, it must be properly designed for the transportation of animals.

PART F:  SURVIVAL SURGERY

Survival Surgery is defined as any major operative procedure from which the subject animal regains consciousness after general anesthesia. A major operative procedure is one that penetrates and exposes a body cavity or any procedure, which has the potential for producing a permanent impairment of physical or physiological functions. If more than one major survival surgical procedure has to be performed on an animal, the Animal Welfare Act regulations require IACUC to approve the proposal only if it can be justified in writing that the multiple surgical procedures are scientifically necessary.

Activities that involve surgery must include appropriate provision for preoperative and postoperative care of the animals in accordance with established veterinary practices. Aseptic technique and specialized surgical facilities are required for survival surgery in rabbits and other species such as cats, dogs and nonhuman primates. Survival surgery on rodents should be performed using aseptic procedure in suitable prepared areas outside the animal holding areas.

Indicate location and individual who will perform the surgery. List requirements for postoperative care and identify the person responsible for this care.

PART G:  PAIN/DISTRESS

The USDA regulations require research facilities to submit an Annual Report identifying the number of animals that were used during the fiscal year in research, testing, or experimentation, and to categorize these animals according to the amount of pain or distress they were subjected to during the course of the experiment. The report involves listing the number of animals used in studies with: a) no pain or distress (Column C listing), b) pain or distress where appropriate anesthetic, analgesic, or tranquilizer drugs were administered (Column D listing), and c) pain or distress without the appropriate administration of anesthetic, analgesic or tranquilizer drugs (Column E listing).       This information will be included in the

reports submitted by each of the Institution’s Research Facilities. Guidelines for classifying procedures to determine the correct listing of animals are provided (see USDA’s Guidelines for Pain/Distress Classification). Projects involving a Column E listing require the form Explanation for Column E Listings (attached) to be completed and submitted to the IACUC for approval.

The P.I. must consider alternatives to procedures that may cause more than momentary or slight pain or distress to the animals, i.e. Category D and E. A written narrative must be provided describing the methods and sources that were used in determining that alternatives were not available. An alternative is defined as techniques which replace the actual use of animals, reduce the numbers used and/or refine the techniques used to minimize the potential for the animal to experience pain or distress. Sources which may be consulted include:  biological abstracts, Index Medicus, Current Research Information Service, Animal Welfare Information Center operated by the National Agricultural Library, National Library of Medicine.

PART H:  METHOD OF EUTHANASIA OR DISPOSITION OF ANIMALS

Methods of euthanasia must be in accordance with the definition outlined in the Animal Welfare Act regulations: “A method that produces rapid unconsciousness and subsequent death without evidence of pain or distress, or a method that utilizes anesthesia produced by an agent that causes painless, loss of consciousness and subsequent death”. Any deviation from this definition must be justified in writing by  the P.I.

PART I:  SPECIAL CONCERNS OR REQUIREMENTS

List any special housing, animal care, or safety requirements necessary for this study. Include any other requirements that the animal care staff may need to consider such as specialized housing, lighting, feed or water; a need for other than routine veterinary care; use and storage of specialized pieces of equipment; special off-hour or weekend/holiday requirements.

PART J:  HAZARDOUS AGENTS AND RISK TO OTHER ANIMALS AND INDIVIDUALS

This section must be completed if hazardous agents (chemical, biologic or radioactive) will be used in the animals and/or if animals or biologic materials used in the activity may present risks to other animals housed in the facility or to individuals involved in the activity.  If hazardous agents are used, the  proposal must be approved by the Institutional Biosafety Committee.

PART K:  CERTIFICATION

The Animal Welfare Act regulations and the Public Health Service Assurance of the University require that all personnel who care for and use animals are properly qualified by either experience or training.  This includes scientists, research technicians, animal technicians and other personnel involved in animal care, treatment or use. The P.I. must certify that he/she has attended an approved training course and  that the individuals working on the activity have received proper training and instruction. Please note the training course and date of certification.
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	UPR-RUM ANIMAL STUDY PROPOSAL FORM
	LEAVE BLANK

	
	Proposal Number



	
	Date Approved




	A.   ADMINISTRATIVE DATA

 

	Principal Investigator 



	Department 

	School 

	Phone No.


	Funding Internal (Please Name): 



	Teaching: Please List Course:  



	Project Title: 


	Initial Proposal:  ______
Renewal or New Submission of Proposal Number:  ___________________

Modification of Proposal Number:  ___________________



	B. ANIMAL REQUIREMENTS

	Species 

	Age/Weight/Size

	Male           
Female               

	Laboratory Animal: Holding Location(s) 
 

	Wild Animal: Collection Location(s) and Collection Permit number, issuing agency, and dates of validity



	Estimated Duration of Study:
From:            To: 
	Approximate Number of Animals to be Used Per Year 



	B. STUDY OBJECTIVES AND RATIONALE FOR USE OF ANIMALS 

	

	

	

	Please provide a written assurance that the activities do not unnecessarily duplicate previous experiments. 


	If the Animal Study Proposal includes a justification to this statement, please state the section of the proposal.

Section: 


	If not, please provide a written justification below including the sources, which were consulted.



	For studies of agricultural production, please provide a written assurance that none of the activities has biomedical objectives.



	

	

	D. DESCRIPTION OF ANIMAL PROCEDURES AND EXPERIMENTAL DESIGN 



	Description must include: (Use additional pages if necessary).

1. Inoculations:  substance(s) including infectious agents and adjuvant, frequency and volume, and route of administration.

2. Bleedings: volume, frequency, and withdrawal sites.

3. Any animal identification methods including ear punches/notches, ear tags, tattoos, etc.

4. Other procedures (LD 50 studies, intracranial inoculations, irradiation, tail amputations, etc).

5. Experiments: enceintes when the administration of tumors, cancerous cells, biologics, infectious agents, or toxic chemical are expected to produce severe morbidity or death.
6. Collection methods (for field studies) 



	E.  TRANSPORTATION OF ANIMALS 


Will the animals on this protocol be transported from one location to another?

[    ]  No

[    ]  Yes.  If yes, describe and justify the method proposed to transport the animals.

	Will the animals on this protocol be exposed to biologic, chemical, or radioactive hazards and be transported from one to another location?

[    ]  No

[    ]  Yes.  If yes, describe containment methods necessary to minimize the risk to persons involved with the move and to prevent environmental contamination.  (This proposal must be reviewed by the Institutional Biosafety Committee).



	F.  SURVIVAL SURGERY (If proposed, complete this section).

	Identify the surgical procedure.

	Who will perform the surgery?  
	Where will surgery be performed?  

	Describe postoperative care and identify the responsible individual.

	Will individual animals be subjected to more than one major survival surgical procedure?

[    ]  No

[    ]  Yes. If yes, attach a justification for the scientific necessity of the multiple surgical procedures.

	G.  PAIN/DISTRESS 
(C=minimal or no pain, D=pain relieved by appropriate measures, E=unrelieved pain; for further information, consult public sources on USDA pain and distress categories).

	Indicate the appropriate category and approximate number of animals subjected to each.

[    ]  C Listing - - - - Number of animals/year ______________  
[    ]  D Listing - - -   Number of animals/year  ______________

[    ]  E Listing - - -   Number of animals/year  ______________ 

	If the proposed procedures cause more than momentary or slight pain or distress to the animals (D and E), describe methods and sources that were used to determine that alternatives were not available.


	If animals are subject of D-listed pain/distress, specify the analgesic, anesthetic, sedative, or tranquilizer(s) to be used, including dosage and route of administration.


	If animals are subject of E-listed pain/distress, a written scientific justification is required to explain why the pain or distress is unavoidable.  (Complete the E Justification subsection below).


	H.  METHOD OF EUTHANASIA OR DISPOSITION OF ANIMALS AT COMPLETION OF STUDY

	Indicate method proposed; if a chemical agent is used, specify dosage and route of administration.


	If the method of euthanasia deviates from the Animal Welfare Act definition, attach a justification for this deviation.


	I.  SPECIAL CONCERNS OR REQUIREMENTS

	List any special housing, animal care or safety requirements.


	J.  HAZARDOUS AGENTS AND RISKS TO OTHER ANIMALS OR INDIVIDUALS

	Will biohazards, toxins or registered recombinant DNA material be used in this study?

[     ]  No.

[     ]  Yes.  If yes, briefly describe the practices and procedures required for their safe handling and disposal.  (This proposal must be approved by the Institutional Biosafety Committee).


	Will radioisotopes be used in this study?

[     ]  No

[     ]  Yes.  If yes, identify the isotope and the maximum activity that will be used within the animal facility at one time.  (This proposal must be approved by the Institutional Biosafety Committee).


	Discuss the risks, if any, that the animals or biologic material used in the study present to other animals housed in the facility or to individuals involved in the procedures.



	K.  CERTIFICATION 

	I certify that I have attended an approved investigator training course and that individuals working on the above project also have received training in techniques appropriate to the study.  I will inform the IACUC of any significant changes occurring in this proposal. Furthermore, I certify that I have considered the rationale for using animals and that the species and number is appropriate and necessary to accomplish this work.

Signature of Principal Investigator                                                                              Date 

________________________________                                ________                           ___________                                                 


	EXPLANATION FOR COLUMN E LISTING

This report is to accompany USDA VS Form 18-23 and UPR-MSC Animal Study Proposal Form to substitute Column E Listings (procedures considered to produce more than momentary pain or distress with the administration of appropriate and adequate anesthetic, analgesic, or tranquilizer drugs.



	Laboratory 


	Date 
	Proposal No. (Leave blank)



	Project Title



	Animals listed in Column E:  Type


	Number 



	Brief description of project including reason for species selection



	Explanation of unrelieved pain or distress 



	Signature of Principal Investigator 

 
	Date 


	Concurrence by Chairman, IACUC 


	Date

	List other persons conducting procedures involving animals under this proposal.

Course                                                                                                 Date of Certification 



	LEAVE BLANK

         Signature of Reviewer                         Date 

   ________________________               _____________

Conditioned Approval   [   ]

Pending                        [   ]

Disapproval                  [   ]

Final Approval 

Certification of review and approved by:

Signature of Chairperson                                                                    Date 

__________________________________                                     ______________
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