Baylor University IACUC Project Review Form

(Revised 10/26/2010)

A. ADMINISTRATIVE DATA

1. Department
     

Telephone
     


Campus Address
     

Email
     


EMERGENCY CONTACT
     


If Investigator is a student

 FORMCHECKBOX 

Undergraduate
 FORMCHECKBOX 

Graduate

Advisor
     

Department
     

Telephone
     

Campus Address
     

Email
     

2. Project Period:
Start Date      

End Date      


3.  FORMCHECKBOX 
  Initial Submission
 FORMCHECKBOX 
  3 Year Renewal of Project #
     


4. The proposed use of animals is for:
 FORMCHECKBOX 

Teaching
 FORMCHECKBOX 

Research
 FORMCHECKBOX 

Exhibition
 FORMCHECKBOX 

Other Activity
     

5. Funding Source:
 FORMCHECKBOX 

NSF
 FORMCHECKBOX 

NIH/PHS
 FORMCHECKBOX 

Other
     

6. Key Personnel.  List the names of all individuals authorized to conduct procedures involving animals under this project and identify key personnel (i.e., co-investigators).  If an investigator is a student, the faculty sponsor should sign below and should also be identified as key personnel for this project.  Students cannot be the sole investigator.  (Use additional sheets if necessary)
Name
Title/Role on Project
Date of Animal Use Training
     
     
     


     
     
     


     
     
     


B. CONCURRENCES

1. Review for Scientific Merit
The IACUC is responsible for applying U.S. Government Principle II.  “Procedures involving animals should be designed and performed with due consideration of their relevance to human or animal health, the advancement of knowledge, or the good of society.”  All animal use projects must be reviewed for scientific merit prior to initiating animal use.  The required review for this project (please check one):

 FORMCHECKBOX 

has been conducted by my department or school and has been found to be scientifically meritorious (signature of Chairperson or designee required).  The review was conducted by:

     

        (name of reviewer(s) or review committee)

 FORMCHECKBOX 

will be conducted by a funding agency prior to the start of the project
     



(agency)

 FORMCHECKBOX 

has already been conducted and approved by a funding agency
     



(agency)

C. ANIMAL REQUIREMENTS:

Species
     

Age/Weight/Size
     

Gender
     

Stock or Strain
     

Source(s)
     

Number of Animals:
     
in year 1 +      
in year 2 +      
in year 3 =      
Total

Housing Location(s)
     


[Facility manager must certify that the facility has the resource capability to support the study. If animals will be housed in a lab or anywhere else outside the central facility for more than 12 hours, provide building and room number.]

Facility Manager Name:       
___________________________   Date Certified by Facility Manager:      
______________
Animal Procedure Location(s)
     

If animals will be transported between facilities (hand carried and/or vehicular), describe the methods and containment measures to be utilized.  Transportation of animals must conform to all PHS and Baylor University guidelines and policies. 
D. PAIN OR DISTRESS CATEGORY:
The IACUC is responsible for applying U.S. Government Principle IV.  “Proper use of animals, including the avoidance or minimization of discomfort distress, and pain when consistent with sound scientific practices, is imperative.  Unless contrary is established, investigators should consider that procedures that cause pain or distress in human beings may cause pain or distress in other animals.”
1. Check the appropriate category(ies) and indicate the approximate number of animals in each.  Sum(s) should equal total animals needed, as reported in Section D.  See Appendix A for USDA Classification and Examples.

NUMBER OF ANIMALS USED EACH YEAR


YEAR 1
YEAR 2
YEAR 3

 FORMCHECKBOX 

Category I
Animals Not Yet Used
     

     

     



USDA Classification B

 FORMCHECKBOX 

Category II
Minimal, Transient, or No Pain or Distress
     

     

     


USDA Classification C

 FORMCHECKBOX 

Category III
Pain or Distress Relieved By Appropriate Measures
     

     

     


USDA Classification D

 FORMCHECKBOX 

Category IV
Unrelieved pain or Distress
     

     

     


USDA Classification E

2. Describe your consideration of alternatives to procedures listed for Category II and Category III that may cause more than momentary or slight pain or distress to the animals, and your determination that alternatives were not available.  [Note: Investigators must certify  that no valid alternative was identified to any described procedures that may cause more than momentary pain or distress, whether it is relieved or not.]  Delineate the methods and sources used in the search using the space below.  Database references must include databases (2 or more) searched, the date of the search, period covered, and keywords used.

	     


E. FIELD STUDIES:
If animals in the wild will be used, describe how they will be observed, any interactions with the animals, whether the animals will be disturbed or affected, and any special procedures anticipated.  Indicate if federal/state permits are required and whether they have been obtained.
	     


F. STUDY OBJECTIVES:
Briefly explain in non-technical terms the aim of the study and how the study may benefit human or animal health, or advance scientific understanding of biological processes (See U.S. Government Principle II).  Non-technical language is defined as readable in a newspaper article. 
	     


	


G. DESCRIPTION OF EXPERIMENTAL DESIGN AND ANIMAL PROCEDURES:  Briefly explain 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.  If appropriate, specifically address the following:
· State location where (bldg/room number) procedures will be performed if other than in the central facility.  

· Experimental 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. Provide details of survival surgical procedures in Section K (if applicable).

· 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.).
· Resultant effects, if any, the animals are expected to experience (e.g., pain or discomfort, ascites production, etc.).  

· Other potential stressors (e.g., food or water deprivation, noxious stimuli, environmental stress) and procedures to monitor and minimize distress.  If a study is USDA Classification E, indicate any non-pharmaceutical methods to minimize pain and distress.
· Experimental endpoint criteria (e.g., 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 the criteria to be used to determine when euthanasia is to be performed.  Death as an endpoint must always be scientifically justified.
	     


H. RATIONALE FOR ANIMAL USE:  
1. Explain your rationale for animal use.

	     


2. Justify the appropriateness of the species selected.

	     


3. Justify the number of animals to be used. 

	     


I. METHOD OF EUTHANASIA OR DISPOSITION OF ANIMALS AT END OF STUDY:
Indicate the proposed method, and if a chemical agent is used, specify the dosage and route of administration.  Include name(s) of individuals responsible for administration of the agents and their experience level.  If method(s) of euthanasia include those not recommended by the AVMA Panel on Euthanasia (e.g., decapitation or cervical dislocation without anesthesia), provide scientific justification why such methods must be used.  Indicate the method of carcass disposal if not described in section N below.

	     


J. ANESTHESIA, ANALGESIA, TRANQUILIZATION:
For USDA Category III animals indicated in Section E, specify the anesthetics, analgesics, sedatives or tranquilizers that are to be used.  Include the name of the agents(s), the dosage, route and schedule of administration.  Describe tracking and security of controlled drugs (Drug Enforcement Agency requirements). 
	     


K. Potential Risks and Hazards:  Use of hazardous agents requires the approval of the Institutional Biosafety Committee (IBC), Office of Risk Management (ORM), and/or the Radiation Safety Committee(RSC).  Attach documentation of approval for the use of recombinant DNA or potential human pathogens.
	Hazardous Agent
	Yes
	No
	Agent(s)
	IBC Date Approved
	Tracking #

	Recombinant DNA 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	     

	Biological Agent 

(e.g., human or animal pathogens or human blood)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	     

	Hazardous Agent
	Yes
	No
	Agent(s)
	ORM Date Approved
	Tracking #

	Hazardous Chemical or Drugs
(e.g. ricin, strychnine) 

If applicable, complete DEA info 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	     

	
	
	
	
	
	

	K.   HAZARDOUS AGENTS(cont.)
	
	
	
	
	

	Hazardous Agent
	Yes
	No
	Agent(s)
	RSC Date Approved
	Tracking #

	Radiation 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	     

	Radioisotopes
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	     
	     
	     


1. DEA registration #      
 and expiration date      
 

2. Study to be conducted at Biosafety Level

 FORMCHECKBOX 
 1

 FORMCHECKBOX 
 2

 FORMCHECKBOX 
 3

3. Describe the practices and procedures required for the safe handling and disposal of contaminated animals and material associated with this study.  Use of volatile anesthetics requires a description of scavenging methods used.  Also describe methods for removal of radioactive waste and, if applicable, the monitoring of the radioactivity. 
	     


4. Additional safety considerations:  (i.e., what safety risk concerns have you considered, and how are they to be addressed)
	     


L. SURVIVAL SURGERY:
If proposed, identify the surgical procedure(s) to be performed and briefly describe said procedure(s), aseptic techniques (if applicable) to be utilized and post-operative care.  If more than one major survival surgery is to be performed on an animal in this study, it must be justified.  List the names of the individuals who will perform surgery and their qualifications and/or experience. 
	     


M. BIOLOGICAL MATERAL / ANIMAL PRODUCTS FOR USE IN ANIMALS:
(e.g., cell lines, antiserum, etc.)
1. Specify Material      

2. Source      
 
Material Sterile or Attenuated   FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

3. Material MAP/RAP/HAP Tested  FORMCHECKBOX 
Yes (Attach copy of results)  FORMCHECKBOX 
No
Techniques for determination of latent or pathogen-infected tissues can be determined by a diagnostic test called the mouse antibody production (MAP) test and in the case of rats, the rat antibody production (RAP) test.  Rodent viruses are known to contaminate transplantable tumors and other biological materials; many of which are associated with human/animal disease and death.  For this reason the importance of rodent viral contamination of biological products has assumed a new dimension as more of these animals are being utilized for monoclonal antibodies destined for use in other species.  Guidelines for safety testing are being developed that include the use of MAP, HAP and RAT (mouse, hamster, and rat) tests.  As noted above these tests are indirect assays that rely on the immune response of the specific rodent in question as indicators of viral contamination.

I certify that the MAP/RAP tested materials to be used have not been passed through rodent species outside of the animal facility in question and/or the material is derived from the original MAP tested sample.  To the best of my knowledge the material remains uncontaminated with rodent pathogens.
N. TRANSGENIC AND KNOCKOUT ANIMALS:  Describe any phenotypic consequences of the genetic manipulations to the animals.  Describe any special care or monitoring that the animals will require.
	     


O. SPECIAL CONCERNS OR REQUIREMENTS OF THE STUDY:  List any special housing, equipment, animal care (i.e., special caging, water, feed, or wast disposal, etc.).  Include justification for exemption from participation in the environmental enrichment plan for nonhuman primates or exercise for dogs.
	     


P. INVESTIGATOR CERTIFICATION STATEMENT

1. I understand that all use of animals or animal tissues must have prior IACUC approval. I understand that unauthorized animal use is reportable to the Baylor University IACUC, the funding agency and the Office of Laboratory Animal Welfare (OLAW).  Therefore, I will obtain approval prior to animal use and prior to instituting any significant changes in the project.  I understand that performance of any animal procedures that have not had IACUC approval, by myself or any staff, students, fellows, etc., for whom I am responsible, may constitute Scientific Misconduct.

2. I certify that this Project Review Form accurately describes all aspects of the proposed animal usage and that the proposed work is not unnecessarily duplicative.

3. I accept responsibility for ensuring that all personnel listed in section A are authorized to conduct procedures involving animals under this protocol, and will not deviate from the IACUC approved procedures outlined on this form, and that they will adhere to the regulations regarding the humane treatment of laboratory animals and that they will receive proper training as required by the IACUC.

4. I understand that if I (or the contact person listed on this form) cannot be contacted and animals on this project show evidence of illness or pain, emergency care, including euthanasia, may be administered at the discretion of veterinary staff.

5. I understand that the approval is not final until I receive notification of such in writing, and that the IACUC can recommend or require changes to the protocol.

6. I understand that approval of projects is for a maximum of one year from the date of IACUC approval, and per USDA requirements I must apply for a renewal in order to continue the project beyond that period.  I further understand that the PHS requires de novo review of protocols every 3 years.

Appendix A
USDA Classifications and Examples
Classification B: Animals being bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery, but not yet used for such purposes.

Examples:  

· Breeding colonies of any animal species (USDA does not require listing of rats, mice, birds) that are held in legal sized caging and handled in accordance with the Guide and other applicable regulations.  Breeding colony includes parents and offspring.

· Newly acquired animals that are held in proper caging and handled in accordance with applicable regulations.

· Animals held under proper captive conditions or wild animals that are being observed.

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

Examples:
· Procedures performed correctly by trained personnel such as the administration of electrolytes/fluids, administration of oral medication, blood collection from a common peripheral vein per standard veterinary practice (dog cephalic, cat jugular) or catheterization of same, standard radiography, parenteral injections of non-irritating substances.

· Euthanasia performed in accordance with the recommendations of the most recent AVMA Panel on Euthanasia, utilizing procedures that produce rapid unconsciousness and subsequent humane death.

· Manual restraint that is no longer than would be required for a simple exam; short period of chair restraint for an adapted nonhuman primate.

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

Examples:
· Surgical procedures conducted by trained personnel in accordance with standard veterinary practice such as biopsies, gonadectomy, exposure of blood vessels, chronic catheter implantation, laparotomy or laparoscopy.

· Blood collection by more invasive routes such as intracardiac or periorbital collection from species without a true orbital sinus such as rats and guinea pigs.

· Administration of drugs, chemicals, toxins, or organisms that would be expected to produce pain or distress but which will be alleviated by analgesics.

Classification E: 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.

Examples:
· Procedures producing pain or distress unrelieved by analgesics such as toxicity studies, microbial virulence testing, radiation sickness, and research on stress, shock, or pain.

· Surgical and postsurgical sequella from invasion of body cavities, orthopedic procedures, dentistry or other hard or soft tissue damage that produces unrelieved pain or distress.

· Negative conditioning via electric shocks that would cause pain in humans.

· Chairing of nonhuman primates not conditioned to the procedure for the time period used.

NOTE REGARDING CLASSIFICATION E:   An explanation of the procedures producing pain or distress in these animals and the justification for not using appropriate anesthetic, analgesic or tranquilizing drugs must be provided on Attachment 1.  This information is required to be reported to the USDA, will be available from USDA under the Freedom of Information Act, and may be publicly available through the Internet via USDA’s website.

Attachment 1
Explanation for USDA Classification E
(This report is required to accompany USDA Form 7023 to support any USDA Classification E listings.)

This document must be typed.

Species and number of animals listed in Classification E for each year:


Species:      


Number of animals:



year 1 -      



year 2 -      



year 3 -      



Total:         

Description of project including reason(s) for species selection:

	     


Provide a scientific justification to explain why the use of anesthetics, analgesics, sedatives or tranquilizers during and/or following painful or distressing procedures is contraindicated:
	     


