

[bookmark: _Hlk160717555]Required Documentation for the Animal Use Application Form

Please ensure you have the following documents before submitting them to the Molecular Sciences Research Center’s Institutional Animal Care and Use Committee (MSRC’s IACUC).

|_| Transmittal Letter

|_| Initial Proposal or |_| Renewal

|_| Certificates. All individuals who work with animals must meet the educational requirements of the CITI Program. The investigator submitting the proposal (the principal investigator or on behalf of the principal investigator) must provide evidence of course completion. If other members are currently taking these courses, mention it in the Transmittal Letter.
General:
|_| Working with the IACUC
|_| Animal Care and Use
Animal Model: Investigators are also mandated to undergo CITI Program educational course on the specific animal model that they will be using in their experiments.
|_| Working with Mice in Research Settings
|_| Working with Rats in Research Settings
|_| Working with Amphibians in Research Settings
|_| Working with Fish in Research Settings
Surgery: Investigators performing survival surgery must take these sessions
|_| Aseptic Surgery. 
|_| Post-Procedure Care of Mice and Rats in Research. Only for work on rodents.

|_| Certificate of Animal Exposure Surveillance Program Participation. An official written assurance from an Occupational Health Clinic or Medical Services must be provided to the IACUC as part of the documentation when initially submitting an animal protocol, adding new personnel to an approved protocol, changing an individual's health status, or when requested by the medical reviewer.

|_| Evidence of Non-duplicative Efforts. Perform two literature searches using different scientific engines (e.g., Pubmed, Web of Science, and Google Scholar) to demonstrate no duplication from previous studies.

|_| Evidence of Pain and Distress Minimization for Experiment Falling in Classification D and E of the USDA Pain and Distress Classification. Perform two literature searches using different scientific engines to demonstrate that alternative procedures either do not exist or are scientifically unacceptable for your work.

|_| Renewal Progress Report (if applicable). Submit a progress report for the previous three years of the study, including findings, drawbacks, publications, etc.

|_| Signatures: The investigator submitting the proposal, the principal investigator, the attending veterinarian, and the Animal Facility’s director must sign the Animal Use Application form before submission.
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version 1
Approved on 28/Aug/2024				   2

version 1.1
Approved on 30/Oct/2024				2
Disclaimer:
The function of the Institutional Animal Care and Use Committee (IACUC) is to ensure the rights of animals to be treated humanely, that researchers follow the guidelines and instructions for which they have obtained permission, and that the scientific value acquired justifies the cost of subjecting them to an animal to adverse conditions. The IACUC does not perform logistical, monetary, or administrative functions of the Vivarium or the MSRC.
The Animal Use Application’s (Protocol) approval does not guarantee space in the MSRC’s Animal Vivarium. You must communicate your intention to submit a Protocol to the director of the Vivarium or the designated key personnel before filling out this document. The Vivarium’s director or key personnel must certify that the facility has the necessary resources and capabilities to support the proposed study adequately.
The IACUC frequently inspects sites where animal procedures occur. These areas encompass a range of activities, including survival and non-survival surgeries, physiological and pharmacological procedures, body fluid retrieval, and behavioral testing. The IACUC members reserve the right to interview any personnel working with animals in those areas without previous announcement. A knowledge deficit in any personnel could result in the Protocol’s pause, personnel retraining or exclusion, or Protocol’s cancellation.
If a government agency funds this Protocol, the information in this form may need to be accessible to the general public. Confidential commercial or trade secret information may not need to be included in this Protocol.
Any suggestions for this Protocol could be submitted to the iacuc.msrc@upr.edu.
Consult the MSRC’s Attending Veterinarian, Dr. Marilyn Arce (marcevet08@gmail.com), or the IACUC’s Chair, Dr. José E. Lizardi Ortiz (iacuc.msrc@upr.edu), for questions.
Instructions:
You must read the following instructions before completing this Animal Use Application form.
Note: To have the privilege of performing experiments on live animals, you need to request permission from the IACUC and the Institutional Biosafety Committee (IBC). The IACUC will only review the housing, handling, euthanasia, and any procedure or condition executed on live animals. Keep in mind that all sections to be filled out in this Protocol only refer to live animals, not dead corpses or material derived from them. Handling and procedures on such material must be described in the IBC form. Visit the MSRC’s IBC website for more information about how to submit the MSRC’s IBC Registration form.
1. Before completing this Animal Use Application, the Principal investigator (PI) and the authorized personnel to complete this form (Delegate) must read the “Standard Operating Procedure for the Review Process of the Animal Use Application or Protocol” to understand the reviewing process.
2. Investigators working with animals must follow The Guide for the Care and Use of Laboratory Animals (The Guide) and the Public Health Service (PHS) Policy. If you plan to perform experiments that depart from or differ from what is stipulated in The Guide, scientific justification and approval from the IACUC are required. The Protocol should conform with the MSRC's Animal Welfare Assurance.
3. Before any animal use, handling, or research can begin, the Protocol must be submitted to and approved by the MSRC’s IACUC. Protocol’s approval is not guaranteed upon submission.
4. The Principal Investigator (PI) could delegate the protocol's design, preparation, and submission to an appropriate investigator. The PI must be included in any written communication and notified of any event in any non-written communication. However, the PI must read, understand, and approve (sign) the whole Protocol. The Delegate cannot sign the Protocol on behalf of the PI. Non-fulfilment of this statute could delay the Protocol’s approval or the Protocol's cancellation.
5. Prepare one Protocol per project. The Protocol will not be evaluated unless all the necessary information is provided. Fill out all parts of the form. If a question does not apply to your study, please type N/A. The PI or the delegate may be contacted for more information.
6. Provide as much information as possible for Protocol clarity, including tables, figures, references, or websites. The Protocol must also include a non-surgical health record template for unpredicted health concerns.
7. It is compulsory to maintain a record of post-operative care for every animal survival surgery. If survival surgeries are carried out, the post-operative record template must be submitted with the Protocol for evaluation. The MSRC’s IACUC conducts site inspections at least twice a year at locations where survival surgeries are performed. During these inspections, the post-operative records must be readily available.
8. Follow NIH’s Guideline for Collecting and Releasing Animal Images and Audio Recordings when this type of information is required in procedures. Describe the method in the Protocol.
9. Before the Protocol’s submission, this form must be sent to the Attending Veterinarian, Dr. Marylin Arce (marcevet08@gmail.com), for a preliminary review. No Protocol will be accepted for revision without this preliminary review. Only send a copy of this form. The documents described on the front page of this document are not required.
If the veterinarian makes any recommendations, you could schedule an appointment to discuss these modifications with the veterinarian if you have any concerns about your experiments.
10. After the Attending Veterinarian’s review, compile all the required information on the front page and submit the Protocol to the MSRC’s IACUC email (iacuc.msrc@upr.edu).
11. Ensure that before starting any animal work, all personnel associated with this study:
a. Have read the MSRC’s Vivarium Safety Manual (MVSM).
b. Have completed the MSRC’s Animal Use orientation and training.
c. Have received a copy, read, and understand the approved version of this Protocol.
New procedures or changes associated with this study (for example, increasing the number of animals, changes in anesthesia protocol, or other) require an addendum to this Protocol. Don’t hesitate to contact the MSRC’s IACUC (iacuc.msrc@upr.edu) if you have any questions regarding changes, addenda, and completion of the Protocol.
Changes in the personnel do not require an addendum.
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ANIMAL USE APPLICATION
IACUC No. 

Version: 


	1. GENERAL INFORMATION



[bookmark: Text1]Name of Principal Investigator:       

Name of Co-principal Investigator (if applicable):       

Name of the Delegate (if applicable):       

[bookmark: Text3]Title of Project:       

Principal Investigator Institution:       

[bookmark: Text4]School:       

[bookmark: Text5]Department:       

[bookmark: Text6]Principal Investigator e-mail:       

Co-principal Investigator e-mail (if applicable):       

Delegate email (if applicable):       

Principal Investigator Telephone Number:       

Proposal Type:
[bookmark: Check1][bookmark: Check2]|_|  INITIAL SUBMISSION		|_|  YEAR RENEWAL		|_|  MAJOR MODIFICATION


	Funding Agency:
	Grant Number:

	     
	     




	Investigators authorized to conduct procedures on animals under this proposal

	

	Name
	University
	e-mail

	     
	     
	     



	a. For each investigator, identify the procedures and activities that will perform under this Protocol and their qualifications, training, and experience.



     



	2. 


ANIMAL INFORMATION & LOCATION



	Common name of animal species
	Scientific name (Provide genus, species, and strain, if available)

	[bookmark: Text100]     
	     




	Will you be using transgenic or knockout animals?



[bookmark: Check23]|_| No		|_| Yes	
If Yes, provide a description.
     

Vendor or Animal Provider (for each animal species or strain):
	[bookmark: Text10]Specie / Strain
	Vendor

	     
	     



[bookmark: Check5][bookmark: Check6][bookmark: Check7]Bacteriological Status:	|_| Germfree          |_| Specific pathogen free          |_| Conventional
[bookmark: Check8][bookmark: Check9]Carrier of Virus:   |_| No       |_| Yes         If Yes, name the virus:
     
Special health concerns (immunodeficient, diabetic, cardiomyopathic):  
     

	Was any animal in this Protocol subjected to surgery before its beginning?
If Yes, explain why below.
	|_| Yes   |_| No

	Major surgery involves penetrating and exposing a body cavity or causing substantial impairment of physical or physiological functions, as well as extensive tissue dissection or transection (e.g. laparotomy, thoracotomy, craniotomy, joint replacement, or limb amputation).



     

[bookmark: Text12]Housing Location & Procedure Rooms:
	Housing Location:

	Building
	Room

	     
	     

	

	

	Procedure Rooms:

	Room
	Procedure to be executed

	     
	     




	3. STUDY OBJECTIVES

	Provide a brief, layman-friendly explanation of the study's objectives and why they are significant for human or animal health, advancing knowledge, or improving society.



     

	4. EVIDENCE OF NON-DUPLICATE EFFORTS



	Have the experiments in this Protocol been performed in previous studies by your laboratory or others?
	|_| Yes   |_| No

	If Yes, cite previous studies and provide a scientific justification for why the experiments need to be repeated.

	If No, demonstrate that this Protocol represents no duplication from previous studies by performing two literature searches using different scientific engines (e.g., Pubmed, Web of Science, and Google Scholar). Include keywords, a screenshot of the results, and a conclusion.



     

	5. RATIONALE FOR ANIMAL USE

	Explain why you choose to use animals in your research and why non-animal models (in vitro studies, computer simulations) cannot be used. Justify the appropriateness of selecting a species at the lowest possible level on the phylogenetic scale.



     

	6. [bookmark: _Hlk175033823]EXPERIMENTAL DESIGN



	a. Provide a lay language description of your experimental design. This should include details about the different animal groups, including gender and animal strains, treatment groups, and the overall course of the design from when the animals enter the study to the endpoint. You may also consider using a flowchart or figure to present the planned design effectively. Justify if a specific gender will not be included.



     

	b. Justify the use of the minimum number of animals necessary for statistically valid results, including group size justification through power analysis when possible.



     

	Number of animals to be used
	Year 1
	Year 2
	Year 3

	Number of animals
	     
	     
	     

	No. of animals by gender (M / F)
	     
	     
	     

	Weight (Age)
	     
	     
	     

	Total number of animals in three years:
	     




	c. Provide details on how you will assess the health and well-being of the animals if their food, fluid, or both are restricted. You also need to record and assess the amount of food earned during testing and the amount freely given to ensure proper nutrition. If you are deviating from the recommendations of The Guide, be sure to provide a scientific justification.



     

	d. Provide an explanation and outline the methods to be implemented for minimizing any potential distress if individual housing of animals or exemption of providing environmental enrichment is required in the study.



     

	7. ANIMAL PROCEDURES



	a. Describe the animal identification methods such as ear tags, tattoos, collars, cage cards, and implants, and how they will be implemented.



     

	b. Provide details about how animals will be transported between rooms, including the route and elevators within the facility for each procedure to be carried out. All animal transportation must comply with Institutional guidelines and federal regulations. If animals will be transported on public roads on the day of the experiment, please describe the methods and containment to be used as well as the efforts to comply with USDA regulations.



     

	c. Provide in lay language a detailed description of all procedures to be performed on live animals in the study. This description should allow the IACUC to understand the experimental course of the procedures from the animal entry into the study to the end-point. You may also consider using a flowchart or figure to present the procedures effectively.

Include [1] all substances to be used on animals (dose/concentration, route and instruments for administration, schedules, etc.); [2] the volume, frequency, and route of extraction for fluid withdrawal; [3] restraint methods including sedation and acclimation (prolonged restrain must be justified with appropriate oversight to minimize distress), [4] behavioral tests, [5] physiological measurements, tissue acquisition, and [6] any other procedures.

Surgeries (survival and non-survival), euthanasia, and carcass disposition must be described in their respective section.



     

	d. Identify potential stressors such as noxious stimuli and environmental stress, and outline measures to monitor and minimize distress. If a study is USDA Classification E, specify non-pharmacological methods to minimize pain and distress.



     

	8. SURGERY



	a. [bookmark: _Hlk175142661]What type of surgery will be performed?    |_|  Survival     |_|  Non-survival     |_|  Both



	b. Provide a detailed description of all surgical procedures to be performed. If survival and non-survival surgeries are carried out, describe each procedure independently. Please ensure that the application includes a template of the surgery log record to be used.

	Include:

i. The aseptic methods to be used before, during, and after the surgery.
ii. A detailed description of all preoperative care procedures, including aseptic methods, monitoring, weight management, fasting protocols, and analgesic loading. This must be included in the surgery log record.
iii. The use of analgesics before, during, and after surgery, and provide scientific justification if no analgesics are employed.
iv. The anesthesia to be used in the surgery, including dosage, volume, route of administration, and needle size if applicable.
v. Describe the post-operative care and frequency of observation for survival surgery. Also, identify the personnel, location, and management of post-operative complications during working hours, after hours, weekends, and holidays.
vi. Provide details on how pain and infection will be assessed after survival surgery. If it is determined that analgesics and antibiotics are necessary, please specify the type of analgesic and antibiotic to be used, as well as the recommended dosage for each.
vii. If paralytic agents are administered during surgery, describe the procedures for ensuring ventilation is adequately supported, and the methods for assessing and managing pain.



     

	c. Will multiple surgeries be performed?    |_|  Yes     |_|  No    If Yes, please justify


[bookmark: _Hlk175146100][bookmark: _Hlk175146953]
     

	9. [bookmark: _Hlk175146001]EXPERIMENTAL END-POINT CRITERIA

	Outline the criteria that will be used to decide when euthanasia will be carried out. For example, consider factors such as percentage of body weight gain or loss, inability to drink, behavioral abnormalities, clinical symptoms, tumor size, or signs of toxicity. Provide a clear definition of the point at which the administration of tumor cells, biologics, infectious agents, radiation, or toxic chemicals is expected to cause significant symptoms or has the potential to be lethal. The use of death as an endpoint must be scientifically justified.



     

	10. [bookmark: _Hlk148698584]METHOD OF EUTHANASIA AND ANIMAL DISPOSITION



	a. Provide details about the intended euthanasia method. If a chemical agent is being utilized, specify the dosage and route of administration.



     

	b. [bookmark: _Hlk175146567]Provide a specific description of how death is determined.


[bookmark: _Hlk175147941]
     

	c. Does any euthanasia method deviate from the recommendations of the AVMA Guidelines for Euthanasia of Animals, 2020 edition?
If Yes, please justify
	|_|  Yes     |_|  No



     

	d. Indicate the method of carcass disposal, including the disposal container or bag, any temporary or permanent storage freezer and their locations, and who is in charge of the final disposal.



     

	11. VETERINARY CARE

	In the event that an animal becomes ill or displays signs of distress, the veterinarian will make every effort to contact you. Should you be unreachable, would you prefer the animal to receive euthanasia or veterinary treatment? It is important to note that either procedure will incur costs to you.



     



	12. PAIN CATEGORY

	The table below indicates which USDA pain and distress classification applies to your study. Use this reference of classifications & examples to complete the table in the following section.

	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.
· Breeding colonies of any animal species (USDA does not require a listing of rats, mice, or birds) that are held in legal-sized caging and handled following The Guide and other applicable regulations. The breeding colony includes parents and offspring.
· Newly acquired animals that are held in proper caging and handled following 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.
· 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 following 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; a 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.
· Surgical procedures conducted by trained personnel following 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.
· 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 post-surgical 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 in Attachment 1. This information must 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.




	Indicate the USDA pain and distress classification and the number of animals used in each year of the study under that classification.

	Species
	Classification
	Year 1
	Year 2
	Year 3

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	Total number of animals used during each year of the study
	     
	     
	     

	If you selected Classification E in the above table, complete the attached form Explanation for USDA Classification E. Please note that this information may be publicly accessible through the USDA website.




	13. EVIDENCE OF PAIN AND DISTRESS MINIMIZATION FOR EXPERIMENTS FALLING IN CLASSIFICATION D and E OF THE USDA PAIN AND DISTRESS CLASSIFICATIONS



	Are you using procedures that minimize the pain and distress of Classification D and E?
	|_| Yes   |_| No

	If Yes, demonstrate that alternative procedures that reduce pain and distress more do not exist or are scientifically unacceptable for this Protocol. Perform two literature searches using different scientific engines (e.g., Pubmed, Web of Science, and Google Scholar). Include keywords, a screenshot of the results, and a conclusion.

	If No, provide a scientific justification for why this Protocol cannot employ procedures that reduce pain and distress of Classification D and E pain and distress. Cite the previous studies that directly justify your Protocol, if they exist.



     

	14. BIOSAFETY LEVEL (BSL) AND HAZARDOUS AGENTS



	a. Indicate the biosafety level.

	BSL 1:  Defined organisms not known to cause disease in healthy adults.
BSL 2:  Moderate-risk agents present in the community, and diseases of varying severity.
BSL 3:  Indigenous or exotic agents, aerosol transmission, and potentially lethal infection.
BSL 4:  Dangerous or exotic, high-risk agents; life-threatening diseases.

	[bookmark: Check11][bookmark: Check12][bookmark: Check13][bookmark: Check14]|_| BSL 1                            |_| BSL 2                             |_| BSL 3                         |_| BSL 4




	b. List of hazardous agents used in this study

	Important: Only hazardous agents in direct contact with live animals must be added to this list. Hazardous agents not in contact with live animals must be reported in the IBC form.

Please check the agent’s Safety Data Sheets (SDSs), formerly the Material Safety Sheets or MSDSs, to identify any hazardous material.

Column Agent: Chemical, Biological, Radioactive, or DNA Recombinant.
Column IBC Approved?: Yes, Submitted, or Not Submitted.


	Name of Agent
	Agent
	IBC Approved?
	IBC Number

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     




	c. If the animal will be exposed to or given a non-hazardous or hazardous substance that is not intended for human or veterinary use (i.e., pharmaceutical-grade substances), provide a scientific explanation for their use and describe the methods used to ensure proper preparation and administration.



     

	d. If Scheduled Drugs I−V (controlled substances by the Drug Enforcement Agency) are employed in this Protocol, describe the safekeeping, transportation, tracking, and disposal of the drugs.



     

	c. If applicable, describe the safe handling and disposal of contaminant animals with hazardous agents. Also, describe methods for the removal of radioactive waste and the monitoring of radioactivity, 



     

	15. OTHER INFORMATION AND SPECIAL CONCERNS



	Are there any special considerations that the IACUC should be aware of?



     

	16. FIGURES



     


	17. REFERENCES



     


	18. SIGNATURES



Principal Investigator:
By signing this document, I,               , certifies the accuracy and completeness of the information provided in this Protocol. I am responsible for ensuring the personnel performing this study (including myself) have read the complete Protocol and follow the Guide, PHS policy, MSRC’s Vivarium Safety Manual, the standard operating procedures (SOPs), and applicable institutional, state, and federal regulations.
I am aware that any modification of this study as described here requires prior approval by the IACUC. Deviation from this Protocol could result in the Protocol’s pause, personnel retraining or exclusion, or Protocol’s cancellation.

Signature:							  Date:       

	
Co-Principal Investigator (if applicable)

Name:       

Signature:							Date:       


	
Delegate (If applicable)

Name:       

Signature:							Date:       


	
Vivarium’s Director or Authorized Personnel

Name:       

Signature:							Date:       


	
Attending Veterinarian

Name:       

Signature:							Date:       


	
Certification of Final Approval by IACUC Chair

Name:       

Signature:							Date:       



[image: A logo with orange letters
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	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.



[bookmark: Text88]Name of Investigator:   

[bookmark: Text89]Animal Study Proposal Title:       

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

[bookmark: Text90]	Species:       

	Number of Animals

[bookmark: Text91]		Year 1:       

[bookmark: Text92]		Year 2:       

[bookmark: Text93]		Year 3:       

[bookmark: Text94]		  Total:       

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

[bookmark: Text95]     

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:

[bookmark: Text96]     

	
Signature of Principal Investigator:  						Date:  			


		
Signature of IACUC Chairperson:  						Date:  			
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