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REQUEST FOR REVIEW OF RESEARCH BIOLOGICAL TESTING
(Revised July 2022)

PRINCIPAL investigators are responsible for providing complete and accurate information.  The completion of this form is required by Federal Law through the Animal Welfare Act (USDA) and by the Public Health Service Policy (NIH).

All items and sections of this form must be addressed, using additional pages if necessary.  Include sufficient information to allow reviewers to judge whether the research merits the use of animals and whether the animals will be treated humanely.  Insufficient information may result in a delay of the review process.  The IACUC reserves the right to request additional information.  Do not submit major sections of your grant proposal or data not related to the use of animals.  All abbreviations and terms not part of common usage should be clearly defined.  If an item does not apply, answer “does not apply”.

Submit the signed pdf of this completed form, along with any necessary supporting documentation to the IACUC by email to iacuc.degi@upr.edu

SECTION A
	
I. APPLICATION DATA

	TITLE OF PROTOCOL:
	[bookmark: Text1]     

	STARTING DATE:
	Click here to enter a date.
	PROJECTED COMPLETION DATE:
No more than 3 years from starting date
	Click here to enter a date.
	PRINCIPAL INVESTIGATOR:
	[bookmark: Text2]     

	SECONDARY INVESTIGATOR:
	[bookmark: Text3]     

	TECHNICIANS / STUDENTS:
	[bookmark: Text4]     

	DEPARTMENT / COLLEGE:
	[bookmark: Text5]     

	ADDRESS:
	

	
	[bookmark: Text7]     

	TELEPHONE:
	[bookmark: Text8]     

	EMAIL ADDRESS:
	[bookmark: Text9]     





II. CATEGORY OF RESEARCH: The investigator should check the appropriate category of experimentation.

*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 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 sequela 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. 

III. ANIMAL CHARACTERISTICS: The investigator should state the required number of animals to be used in the research project. 

	Species (Specify Strain/Breed)
	Sex
	Age/Weight
	Animal Vendor/Source
	Location of Housing
	Total

	Common Name
Scientific Name
	Sex	[bookmark: Text10]     
	[bookmark: Text11]     
	[bookmark: Text12]     
	[bookmark: Text13]     

	Common Name
Scientific Name
	Sex	     
	     
	     
	     

	Common Name
Scientific Name
	Sex	     
	     
	     
	     

	Common Name
Scientific Name
	Sex	     
	     
	     
	     

	Common Name
Scientific Name
	Sex	     
	     
	     
	     



IV. EUTHANASIA OR DISPOSITION OF ANIMALS

Indicate the proposed method of euthanasia.  If a chemical agent is used specify the dosage and route of administration.  If the method(s) of euthanasia include those not recommended by the AVMA Panel Report on Euthanasia (e.g., decapitation or cervical dislocation without anesthesia), provide a) scientific justification why such methods must be used and b) evidence of proper training.  Indicate the method of carcass disposal if not described in item V. below.

	[bookmark: Text14]     




V. HAZARDOUS AGENTS

Use of hazardous agents requires the approval of the institutional Biosafety Office / Committee.  Attach documentation of approval for the use of recombinant DNA or potential human pathogens.

	Hazardous Agent
	Yes
	No
	Agent
	Date of Biosafety Approval
	Tracking #

	Radionucleotides
	☐	☐	[bookmark: Text15]     
	Select date	     

	Biological Agents
	☐	☐	     
	Select date	     

	Hazardous Chemicals or Drugs
	☐	☐	     
	Select date	     

	Recombinant DNA
	☐	☐	     
	Select date	     



	Study conducted at Animal Biosafety: 
	Select Level


Describe the practices and procedures required for the safe handling and disposal of contaminated animals and material associated with this study.  Also, describe methods for removal of radioactive waste and, if applicable, the monitoring of radioactivity.

	[bookmark: Text16]     



Additional safety considerations:

	[bookmark: Text17]     



VI. BIOLOGICAL MATERIAL/ANIMAL PRODUCTS FOR USE IN ANIMALS (e.g., cell lines, antiserum, etc.)

1. [bookmark: Text18]Specify Material:  	     
2. [bookmark: Text19]Source:		     
Material Sterile or Attenuated: 	Yes ☐	No ☐
If derived from rodents, has the material been MAP/RAP/HAP tested? [MAP – Mouse Antibody Production; RAP – Rat Antibody Production; HAP – Hamster Antibody Production]
Yes ☐ (Attach copy of results) or No ☐
3. I certify that the MAP/RAP/HAP 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.

	Initials of Principal Investigator:
	[bookmark: Text27]     

	Date:
	Select a date.



VII. 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.

	[bookmark: Text20]     





SECTION B

I. Purpose of the Study:
Briefly state, in language understandable to a layperson, the specific scientific objectives of the research.

	[bookmark: Text22]     



II. Potential Value of the Study:
State the potential value of the study with respect to human or animal health, the advancement of knowledge, or the good of society.  Identify the information gaps the project intends to fill.  If the research duplicates previous experiments, explain why the duplication is necessary.  If it does not duplicate previous research, this should be stated.

	     



III. Certification that the Project is not Unnecessary Duplication:
Do you certify that the activities described in this protocol do not unnecessarily duplicate previous work?  If no, provide an explanation.  Indicate the referenced literature that you reviewed to determine that this work is not unnecessarily duplicated.  Under federal regulations, you must provide evidence that you have searched at least two databases.

	     



IV. Alternatives to Animal Use:
What alternatives to the use of live animals did you consider?  What reasons did you have for rejecting them?  If specific alternatives to live animal use do not exist, this should be stated and justified appropriately.  A simple statement that there are no alternatives will not suffice.  Under federal regulations, you must provide evidence that you have searched at least two databases.

	     



V. Species Justification:
State how you selected which species to study.

	     



VI. Justification of the Number of Animals Requested Based upon Experimental Design:  
Provide a detailed justification for the number of experimental and control animals requested.  Include a brief description of the experimental design and state the number and species/strain of animals per group/subgroup in each experiment/procedure.  A tale or block design can facilitate the review of this section.

	     



VII. Previous IACUC Approved Protocols:
Does this project contain procedures which have been approved in previous protocol applications? If yes, please indicate the IACUC approval number(s) and points of overlap/similarity with the present protocol.  Do not omit material from this protocol because it was discussed in a previous protocol.  Reviewers will not consult previous protocols.

	     



VIII. Procedures:
Describe the animal-related procedures by addressing the following in sequence under the subheadings (a, b, c) indicated.  This section must clearly reflect how the purpose of the study will be approached.
a. Using boldfaced subheadings identifying the procedures, describe sequentially with a reasonable degree of detail all procedures (surgical and non-surgical) to be carried out on live animals.  When chemical agents are administered, specify the dose and route of administration.  The endpoints of procedures and the time frame must be clearly defined.  For chronic as well as acute experiments, the length of time the animals will be maintained prior to euthanasia must be estimated.
b. If live animals will be maintained outside of their normal housing facility for greater than 12 hours identify why, where, and how long the animals will be used at that location.
c. If survival surgery will be performed, identify where the surgery and postoperative recovery will take place.

	     



IX. Alternatives to Painful Procedures:
If the research involves procedures that may cause more than momentary or slight pain or distress to the animal, the investigator must consider alternative procedures that cause less potential pain or distress.  Address why alternative procedures either do not exist or were rejected.  State the method(s) and/or sources that were used to determine that alternatives are not available and/or scientifically unacceptable.  Under federal regulations, you must provide evidence that you have searched at least two databases.
or
If the procedure is acute this should be stated.

	     



X. Restraints:
Describe any proposed restraint (other than short-term hand-held restraint) to be used on awake animals by addressing the following sequence under the boldfaced subheadings indicated.
a. Justification.  Justify the need for restraint.
b. Description.  Identify or describe the restraints.
c. Duration.  State the duration of the restrain period.
d. Conditioning.  Describe steps to be taken to condition the animals to the restraining device and assume the comfort and well-being of the animal.
or
If restraints will not be used this should be stated.

	     



XI. Pain Control During Procedures:
For each procedure that causes more than momentary slight pain, identify the procedure, specify the preparation (e.g., antibiotics, tranquilizer, etc.), and specify the anesthetic(s) to be used during the procedure.  Include dose (e.g., mg/kg) and route (e.g., IM, IV) administration of all agents: If anesthetics are indicated but will not be administered, strong justification for withholding anesthetics must be provided in this section.
or
	If pain control during procedures is unnecessary this should be stated and justified.

	     



XII. Estimation of Potential Postoperative / Intervention Pain:
If a procedure (e.g., thoracotomy, administration drugs, chemicals) or induced condition (e.g., tumor, pancreatitis) will potentially cause more than momentary slight pain, estimate the magnitude and duration of any pain, discomfort, or distress the animals may potentially experience;
or
If animals will not experience postoperative/intervention pain, discomfort, or distress in association with specific procedure(s) or condition this should be stated and justified.

	     



XIII. Post-Procedure/Chronic Care: 
Describe the proposed care of the animals by addressing the following in sequence under the boldfaced subheadings indicated.  Alternatively, if post-procedure care is unnecessary this should be so stated and justified.
a. Post-Procedure Monitoring.  State the frequency and length of time over which post-procedure examinations/monitoring of the animals will be performed.
b. Criteria for Pain.  State the specific criteria that will be used to measure/monitor acute and chronic pain.
c. Analgesic(s).  If it is anticipated that an animal may be subjected to more than slight pain, discomfort, or distress specify the analgesic(s) which will be used to prophylactically treat the animal.  Include dose (e.g., mg/kg), route (e.g., IM, IV), frequency, and duration of administration;
or
If analgesics will not be administered routinely/prophylactically state the specific criteria for administration of analgesics.  In addition, specify the analgesic(s) including dose (e.g., mg/kg), route (e.g., IM, IV), and frequency of administration;
or
If analgesics are indicated but will not be administered (category D), strong justification for withholding analgesics must be provided in this section.
d. Antibiotics.  Specify any antibiotic to be used.  Include dose (e.g., mg/kg), route (e.g., IM, IV), frequency, and duration of administration.  If antibiotics are not necessary, this should be so stated.

	     



XIV. Qualifications / Experience of Investigator, Technicians, and Students:
For each individual listed in Section A, describe the expertise and experience related to this project by addressing the following in sequence under the boldfaced subheadings indicated.  You must attach evidence of appropriate training for all personnel including two CITI Program certificates, 1) Working with the IACUC and 2) the certificate appropriate to the species that will be a part of the research protocol.
a. Knowledge of Species.  Address familiarity with the behavioral/ physiological/ anatomical characteristics of the selected species.
b. Relevant Experience.  Describe experience with regard to the specific procedures to be applied to live animals, methods of pain control, postoperative care euthanasia.
c. Responsibilities.  State the individual’s specific role/responsibility in this project.

	     



XV. References:
Provide a list of the key references (maximum of five) that support the statements contained in Section B. II. Potential Value of the Study of this form.

	     



XVI. Comments:
Include any additional comments relevant to the proposed study and/or attach any relevant material the IACUC should consider during the review process.

	     



XVII. List of Attachments to Sections A and B

	     






SECTION C

I. Anticipated Funding Source
	☐	PHS

	☐	NSF

	☐	Departmental/Internal Funds

	☐	[bookmark: Text23]Other External Funds:      




II. Status of Grant Application
	☐	Application submitted on: Select a date 

	☐	Application to be submitted on: Select a date 

	☐	Not applicable




III. Certification of Principal Investigator



	[bookmark: _Hlk113306265]
Signature
	Click here to enter a date.
Date
	
Position



Signature certifies that the principal investigator will conduct the project in full accordance with the PHS Policy on Humane Care and Use of Laboratory Animals, USDA rules, and University of Puerto Rico regulations governing the use of live vertebrate animals for research or teaching purposes.  It is understood that IACUC approval is valid for a period of 36 months following the date of original approval and release with annual update required.  It is further understood that should this project be submitted for external funding the information presented on the Request for Review form reflects accurately the animal use in the full grant application.

IV. Certification of Review by Student’s Advisor (required for all protocols submitted by students).



	
Signature
	Click here to enter a date.
Date
	
Position




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.

	Name of Investigator:
	[bookmark: Text24]     

	Animal Study Proposal Title:
	[bookmark: Text25]     




Species and number of animals listed in Classification E for each year:
	Species:
	[bookmark: Text26]     

	
	Year 1
	Year 2
	Year 3
	Total

	Number of Animals:
	     
	     
	     
	     




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:
	     






	
	
	Click here to select date
	Signature of Investigator
	
	Date

	
	
	Click here to select date
	Signature of IACUC Chairperson
	
	Date
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