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PROTOCOL FOR THE CARE AND USE OF ANIMALS IN RESEARCH
Scientific Ethics Committee for Animal Care and Environment (CEC-CAA)
2024 Version


INSTRUCTIONS
1. General considerations. Before performing a procedure with animals, the responsible researcher must have a protocol for the care and use of animals. This protocol must be submitted to the Scientific-Ethics Committee for Animal Care and Environment (CEC-CAA), for evaluation of its ethical-scientific aspects and compliance with current ethical regulations.  
2. Regarding the information contained in the protocol for the care and use of animals. The generation and evaluation of the protocol by the researcher and the CEC-CAA includes two major components: 1) information about the scientific and technological basis associated with the protocol and 2) considerations on the use of animals in research, providing details on the care and procedures performed on the animals, as well as the quantification of the impact on the welfare of the animals involved in the study and the measures to be implemented to minimize animal suffering. 
3. Protocol amendments. Any research protocol may be amended as soon as there is a justification for doing so. For the protocol amendment review procedure, modifications to the text originally approved by the CEC-CAA must be made with change control. Once the text included in the amendment has been approved, it will be stored without change control and will be the protocol to be considered for future amendments. The name of the approved amendment file must contain the amendment number. All successive rounds of amendments will follow the same procedure. 
4. Responsible academic. All procedures involving animals carried out at the Pontificia Universidad Católica de Chile (PUC) must have a responsible academic, who must be a regular or special professor at the PUC. This person is ultimately responsible for the care and well-being of the animals in the research.

Please check the appropriate box for each of the following statements. This step is required for entry of the study into review (click on the box).

	☐
	I have completed the researcher’s commitment document and entered it as an attached document into the online evaluation system for this protocol.

	⬜
	I have uploaded all the associated documents required for the evaluation of this protocol. These documents, in addition to the researcher's commitment, generally include supervision guidelines, certificates of approval of postgraduate thesis projects, and certificates of procedural competencies. It is not necessary to upload ALAAS course certificates as these are verified internally by the CEC-CAA.

























SECTION 1. ADMINISTRATIVE BACKGROUND
	Protocol code:
	State here the protocol code assigned on the CEC-CAA research platform (Delete this sentence when completing the form).

	Version number (1, 2, 3…)
	



	Project Title:
	

	Specify source(s) of financing(s) and assigned number: (eg. Fondecyt Regular 11170303)
	

	Specify if this research is: research project/doctoral thesis/master's thesis/teaching activity/etc.:

	For postgraduate theses (Master's or Doctorate), only protocols corresponding to Theses that have the approval of the respective Thesis Committee will be reviewed. For this purpose, the thesis approval certificate must be included as an attached document. Authorization to conduct animal studies aimed at obtaining preliminary data to support a research project can be done through a pilot project. (Delete this sentence when completing the form).

	Other participating institutions (example: INACH, industry, other universities):
	



	TYPE OF
MEMBER
	Name:

	Academic Category (Assistant Professor, Associate Professor, Full Professor, Student, Postdoc, etc.):
	Institution:
	e-mail:

	UC Responsible Academic
	The UC responsible academic and the responsible researcher can be the same person (delete this information upon completion)
	
	
	

	Responsible Researcher
	
	
	
	




	IN CASE OF AN EMERGENCY WITH ANIMALS DURING NON-WORKING HOURS, NOTIFY:

	Name:
	Phone number:

	Name:
	Phone number:


… Add more rows if required.




SECTION 2. PURPOSES AND JUSTIFICATION OF THE RESEARCH
	2.1. SCIENTIFIC BASIS. Explain clearly, precisely and concisely the scientific basis of the research question and its main objectives. If relevant, include information regarding other research objectives that are not performed on animal models but that are related to or contribute to supporting or understanding the research objective(s) in animal models described in this protocol.

	



	2.2. BASIS FOR THE COMMON CITIZEN. Justify the use of animals for the common citizen, understood as a person who has completed secondary education but does not have a university education. Include elements that explain what your protocol consists of in a simple but precise way and avoiding the use of technical language. Explicitly include the need and justification for using animals in the proposed research. It is suggested a maximum of 300 words.

	



	2.3. GENERAL OBJECTIVE 
	

	2.4. SPECIFIC OBJECTIVES. Describe only the specific objectives that involve the use of animals


	Specific Objectives
	Is the objective partially or completely carried out at UC?
(Mark with an X in the corresponding box).

	
	1.
	YES
	[     ]
	NO
	[     ]

	
	2.
	YES
	[     ]
	NO
	[     ]

	
	3.
	YES
	[     ]
	NO
	[     ]

	
	Add more rows if required.


SECTION 3. EXPERIMENTAL DESIGN
	3.1. DESCRIPTION OF THE EXPERIMENTAL DESIGN. For each specific objective involving the use of animals, incorporate a figure that describes the experimental design and include a narrative description of the experimental design (you may use the figure legend format). The figure must contain at least the following information: the number of animals to be used, experimental groups (including controls), treatment time, the experimental unit, and the variables that will be quantified and that will be subject to subsequent statistical analysis. All objectives or procedures involving animals that do not fall within the definition of Article 3a of the CEC-CAA Regulations (https://eticayseguridad.uc.cl/comite-etico-cientifico-para-el-cuidado-de-animales-y-ambiente/normativa-cec-caa.html) must not be included in the figure; for procedures to be performed at other institutions, simply mention them in the list of objectives and attach the ethical authorization from the corresponding institution to the evaluation platform. 

	Important information to consider when completing this section (delete this information when completing). 
(1) If a specific objective involves more than one experiment (An experiment refers to an investigative process with animals designed to answer specific scientific questions), consider a figure and narrative description for each experiment.
(2) Each figure must include the number of animals used, experimental groups, and time period. You may create more than one figure if you deem it appropriate. For example, one for the design that includes the groups and another for the timeframe. The narrative description of the experimental procedures seeks to complement the information provided in the figure regarding the project's experimental procedures and their timeframe. 
(3) The purpose of these diagrams and narrative description is to illustrate how the animals will be used and the impact of the experimental procedures on the animals. Therefore, it is not necessary to detail the biochemical procedures, cell cultures or processing of post-mortem animal tissue. 


SECTION 4. USE OF ANIMALS
	Type
	Laboratory Animal
	Farm Animal
	Wild Animal*
	Pet Animal
	Other(s) (detail)

	Mark with an X
	
	
	
	
	


*If you do not know which species you will use, indicate which are the most common species you could find and which of them are protected.

	4.1. JUSTIFICATION OF USE, SPECIES AND NUMBER OF ANIMALS. 



	4.1.1. Justification for the use of animals and the selected species versus alternative models. Justify the use of animals and the selected species versus alternative models. Detail the limitations of alternative models that prevent you from meeting your research objectives, including literature search results for alternative models (keywords, used databases, literature consulted, etc.)

	Important information to consider when completing this section (delete this information when completing). 
(1) To justify why you need to use animals in your research, reflect on the 3Rs’ replacement concept.
(2) Explicitly justify why you need to use the selected species, comparing it with alternative species.



	4.1.2. Justification of the number of animals. For each experiment, a sample size calculation must be included, indicating the source(s) used to estimate the effect size and the associated variation. If it is not possible to estimate a sample size, you must provide adequate justification. Consider and explicitly justify whether you will have a percentage of animal loss (e.g., failure of surgical procedures, criteria for validating behavioral responses to training or drug treatments). Do not include screenshots of statistical software in your justification.

	Important information to consider when completing this section (delete this information when completing). 
(1) The sample size must be estimated with statistical methods. Presenting previous experience in similar experiments in a qualitative or narrative manner is not an adequate justification for estimating sample size. This information, whether published or not, can be used as input for calculating sample size using statistical methods. If you use information from scientific publications as input for calculating sample size, you must cite these publications.  
(2) Each experiment (a research process using animals designed to answer specific scientific questions) must have its own sample size estimation and must be presented individually. If one or more experiments have the same estimation method or sample size, present only once and cite for subsequent experiments.
(3) In the event that the experiments use cell cultures or animal samples as experimental units, it is recommended to estimate the sample size from data in the experimental unit on which the measurements will be made, and to include in the sample size estimation the yield per animal to obtain the necessary experimental units.
(4) The method for estimating the sample size must be consistent with the proposed experimental design. For example, it is not acceptable to use the sample size calculation from a t-test to estimate the sample size for an experiment with more than 2 groups whose dependent variable will be evaluated with a one-way ANOVA.




	4.2. DETAIL OF ANIMALS TO BE USED PER PURPOSE. Specify the total number of animals to be used for your objectives according to species, strain, weight, sex and stage of development. If your protocol includes the generation of genetically modified animals, include in this section only the animals to be used in the experiments described in each objective. Do not include the parents or total number of litters needed to obtain the animals to be used in experiments. Check that it is consistent with the number of animals presented per objective in sections 3.1 and 3.2. 

	Objective
	Species/ Strain
	Age/ Stage of development
	Weight
	Sex
[M or F]
	Number to be used
	Conservation status of the species according to the Red List (IUCN) and the Species Classification Regulation (Ministry of Environment) 
	SAG/Sernapesca/other authorization

	1
	
	
	
	
	
	Specify: endangered / vulnerable / rare / not applicable
	Specify: Yes/No/ In process/not applicable

	2
	
	
	
	
	
	
	

	3
	
	
	
	
	
	
	

	*TOTAL NUMBER TO BE USED=
	


Add more rows if required.



	4.3. ORIGIN AND HOLDING OF ANIMALS:

	4.3.1 Origin of the animals



	(a) Does your protocol exclusively use rats or mice from colonies maintained at CIBEM? If you answer “NO”, complete the information requested in part (b) (Mark with an X on the corresponding box).
	YES    
	[     ]

	
	NO
	[     ]



	(b) Describe the origin of the animals to be used in this protocol that do not come from CIBEM (e.g., zebrafish, dogs, cattle, etc.)
	



	4.3.2 Animal housing location. A housing facility is understood to be that premise of the UC where the animals will spend more than 12 consecutive hours or where they will be held from one calendar day to the next. For your answer, do not consider the execution of terminal procedures when animals spend less than 12 consecutive hours in a laboratory or experimental space.



	(a) Will the animals be housed exclusively on CIBEM premises? If the answer is "no," complete parts b, c, and d. (Mark with an X on the corresponding box).
	YES    
	[     ]

	
	NO
	[     ]



	(b) Location of the animal housing room(s) during the development of the protocol:
	Important information to consider when completing this section (delete this information when completing). 
(1) Animal holding rooms must be approved for this purpose by the CEC-CAA prior to their use in any animal research protocol.

	(c) Animal density (number of animals per cage, pen, enclosure, also indicate their dimensions: floor/animal area and height).
	

	(d) Name and email of the person in charge of the animal housing facility:
	



	4.4.1 Animal transportation



	(a) Does your protocol include transporting animals within the UC, between the UC and another institution, or from the field to the UC or another institution? If you answer “YES”, complete the information requested in part (b)  (Mark with an X on the corresponding box).
	YES    
	[     ]

	
	NO
	[     ]



	(b) Describe the transport protocol stating: the place of departure and arrival of the animals, the frequency and duration of animal transportation.
	



	4.4.2  Animal housing conditions



	(a) If you work with rodents, will they be housed in individual cages? If "yes," complete the information requested in parts b - d (Mark with an X on the corresponding box). If you answer “This protocol does not use rodents”, complete section (e)
	This protocol considers social isolation of rodents    
	[     ]

	
	This protocol does not considers social isolation of rodents
	[     ]

	
	This protocol does not use rodents
	[     ]



	(b) Justify the need for social isolation of rodents
	



	(c) Does your protocol require eliminating or modifying the environmental enrichment conditions for experimental rodents described in the Guide for the Use of Animals? If you answer “YES”, complete the information requested in part d (Mark with an X in the corresponding box).
	YES    
	[     ]

	
	NO
	[     ]



	(d) Describe and justify the environmental enrichment conditions during rodent holding.
	



	(e) Describe and justify the environmental enrichment conditions of the species to be used in this protocol.
	



	4.4.3 Location of procedure rooms



	Physical location of the procedure site
	Procedure

	Important information to consider when completing this section (delete this information when completing). 
(1) Use a single row per physical location and include all procedures to be performed at that location as a list. Add the necessary rows for each location where animal procedures will be performed.
	Important information to consider when completing this section (delete this information when completing). 
(1) In this section only state the name of the procedure(s) that will be performed in each physical space. 
(2) Make sure that the names of the procedures are consistent with the other sections of the protocol.
(3) If the procedure consists of a committee-approved POE, state the name of the SOP and its code.



	4.5. USE or GENERATION OF GENETICALLY MODIFIED ANIMALS. Mark with an X.

	Use
	[     ]
	Generation
	[     ]
	Not applicable 
	[     ]

	For each line of transgenic animals to be used, describe its genotype, phenotype and the timing of appearance of the signs/symptoms typical of transgenic animals (weeks from birth) with an emphasis on those that negatively affect animal welfare. Explain whether parents develop a pathological phenotype that negatively impacts their well-being. In this case, it is necessary to make explicit that these animals will be supervised, information that must be included in section 6.2.

	



SECTION 5. PROCEDURES WITH ANIMALS
	5.1. NON-SURGICAL PROCEDURES. Describe the NON-SURGICAL procedures, including those performed under anesthesia. Examples: substance administration, behavioral tests, restraint or immobilization methods, changes in environmental or body temperature, survival studies, bronchoalveolar lavage, etc. Do not include in this section euthanasia procedures (Section 7) or diets administration (See section 5.3.1). 



	(a) Does your protocol include non-surgical procedures described in one or more SOPs (standard operating procedures)? If "yes," complete the information requested in parts b - d. If your answer is “NO”, complete the information required in section 5.1.1 (Mark with an X in the corresponding box).
	YES    
	[     ]

	
	NO
	[     ]



	(a) Indicate the SOP code that describes the non-surgical procedure(s) to be performed
	



	(c) Does your protocol require modifying the procedure described in any of the SOPs indicated in your answer to question (b)? If you answer “YES”, complete part d (Mark with an X in the corresponding box).
	YES    
	[     ]

	
	NO
	[     ]



	(d) Describe and justify the modifications to be made to the procedures described in the SOPs
	




	5.1.1. NON-SURGICAL PROCEDURES. Describe the non-surgical procedure(s) to be performed in the course of your experiments. If your protocol includes more than one non-surgical procedure, copy the following chart to describe one procedure per chart.



	Name of the procedure 
	

	Include in this space a description of the non-surgical procedure (delete this instruction upon completion). 




	5.2. BLOOD EXTRACTION. In case of blood extraction, complete the following chart:

	Species
	Route
	Volume to be extracted each time
	Frequency
	Needle gauge
	Responsible

	
	
	
	
	
	


Add more rows if required.

	5.3. COMPOUND MANAGEMENT, EXCEPT anesthetics, analgesics and related drugs, which will be requested in SECTION 6 of Animal Welfare. This section considers: diet, alcohol, microorganisms, viruses, drugs, etc. 



	5.3.1 Experimental diets



	(a) Does your protocol include the use of experimentally modified diets through open access (i.e. macronutrient-enriched pellets)? Do not include in this section the administration of experimental compounds by oroesophageal tube (gavage) or other forced administration method.  In case of including drugs or compounds in the diet, complete the information requested in section 5.3.2. If you answer “YES”, complete the information requested in part b. Remember that the use of experimental diets is a procedure and therefore must be included in chart 6.1 (Mark with an X in the corresponding box).
	YES   
	[     ]

	
	NO
	[     ]



	(b) Describe the diet to be used (origin, composition) specify its frequency and mode of administration.
	



	5.3.2 Compounds administered to animals. For each compound that will be administered to animals (i.e., drugs, infectious agents, biological agents, etc.), complete the following chart. Copy the chart and add as many as needed. If you are going to use more than one dose, volume, frequency or duration for a compound and route of administration, indicate ranges. If there is more than one route of administration for a compound, you must fill out a new chart.



	Name of the compound
	

	Finished pharmaceutical product
	YES [   ]
	NO [    ]
	N/A [     ]

	Pharmaceutical presentation:
	

	Indicate lethal dose 50 (cite reference or link in pubchem.ncbi.nlm.nih.gov. If you cannot obtain it, explain:
	

	Dose
	

	Route
	

	Volume
	

	Frequency of administration
	

	Treatment duration
	

	Provide relevant information regarding the preparation or handling of the compound that may impact animal welfare (i.e. pH, osmolarity, solvent, sterility). 
	



	5.4. SURGICAL PROCEDURES



	(a) Does your protocol include surgical procedures described in one or more SOPs (standard operating procedures)? If you answer “YES” complete the information requested in parts b - d. If you answer “NO”, complete the information required in chart 5.4.1 (Mark with an X in the corresponding box).
	YES    
	[     ]

	
	NO
	[     ]



	(b) Specify the SOP code that describes the surgical procedure(s) to be performed
	



	(e) Does your protocol require modifying the procedure described in any of the SOPs indicated in your answer to question (b)? If you answer “YES”, complete part d (Mark with an X in the corresponding box).
	YES    
	[     ]

	
	NO
	[     ]



	(f) Describe and justify the modifications to be made to the procedures described in the SOPs
	



	5.4.1. SURGICAL PROCEDURES. Describe the surgical procedure(s) to be performed. If your protocol includes more than one surgical procedure, copy the following chart to describe one procedure per chart.



	Procedure name 
	

	Include in this space a description of the surgical procedure.


	a) Specify intraoperative support measures. Mark with an X.
	
	Serum
	
	Eye ointment 

	
	
	Heat (please indicate how it will be provided):
	
	Other (specify):


	b)  Asepsis methods during surgery:
	

	c) Number of animals to be treated/processed per day and estimated duration of the surgery/intervention:
	

	e) Conditions of the place where the surgical procedure will be performed. 
	

	f) If the surgical procedure(s) include animal survival, define the duration and care of the immediate and intermediate postoperative period. Specify the frequency of care. Identify the person responsible.
	

	g) Indicate the type of suture to be used and when they will be removed.
	

	h) Indicate whether the animals to be used have previously undergone or will undergo any invasive or surgical procedure more than once. If yes, specify the time interval between surgeries and/or invasive procedures.
	



SECTION 6. ANIMAL WELFARE
	6.1. SEVERITY OF PROCEDURES AND IMPACT ON ANIMAL WELFARE. Complete the following chart indicating for each procedure to be performed with animals, both surgical and non-surgical, its level of severity and the actions to take in case there is an impact on animal welfare. For each procedure, specify the level of pain and discomfort according to the USDA grading scale (https://www.aphis.usda.gov/publications/animal_welfare/ac-tech-note-categorizing-animal-pain-or-distress.pdf) and specify who is responsible for performing the procedure. If your experiment includes basic animal maintenance tasks (e.g. cage changes), these should be included here as a category C procedure. In the case of procedures described in the SOPs, include the information that is described in the SOPs for questions c-e. If the strategy specifies the use of anesthesia or analgesia, only mention the compound to be administered and detail the information in section 6.3. Do not include euthanasia procedures in this section; they should be included in section 7.2.



	(a) Procedure
	

	(b) Procedure according to SOP? If you answer “YES”, indicate the SOP number.
	YES [    ]
	NO [     ]

	
	# SOP:
	

	(c) Procedural severity category
	C [    ]
	D [     ]
	E [     ]

	(d) If your procedure is classified as category E, justify the absence of anesthesia or analgesia.
	

	(e) Strategy to minimize impact on animal welfare. 
	

	(f) Responsible
	Important information to consider when completing this section (delete this information when completing). Those responsible for this procedure: (1) must be included in the CEC-CAA personnel database associated with the Academic or researcher responsible for the protocol. This database will be built based on the information provided in the protocols or through requests from responsible academics to the CEC-CAA, (2) they must have authorization to carry out procedures of the indicated category.



	6.2. SUPERVISION. For each experiment indicated in section 3.1, indicate the frequency (i.e., hourly, daily, weekly, etc.), period (from when), and duration (i.e., two, three, four weeks, etc.) of animal monitoring by referring to the monitoring guideline(s) attached to the protocol by name of the file attached. If the animals will not require supervision by the researchers, justify why. If the supervision strategy is the same for all objectives, this must be explained in this section. IMPORTANT: Do not include an image of the monitoring schedule in this section. The purpose of this section is to inform about the frequency and duration of animal monitoring. Supervisory actions must be described in the respective guidelines.

	



	6.3. ANESTHESIA AND ANALGESIA. Indicate the compounds you will use to induce anesthesia, analgesia and other palliative care, that is, include anti-inflammatories, tranquilizers and sedatives.



	Anesthetics
	Dose
	Route
	Volume
	Frequency
	Treatment duration
	Procedure in which it will be used

	
	
	
	
	
	
	

	
	
	
	
	
	
	



	Analgesics and/or anti-inflammatories
	Dose
	Route
	Volume
	Frequency
	Treatment duration
	Procedure in which it will be used

	
	
	
	
	
	
	

	
	
	
	
	
	
	



	Sedatives and/or Tranquilizers
	Dose
	Route
	Volume
	Frequency
	Treatment duration
	Procedure in which it will be used

	
	
	
	
	
	
	

	
	
	
	
	
	
	


… Add more rows if required

SECTION 7. EUTHANASIA
	7.1. CRITERIA FOR EUTHANASIA AS A HUMANITARIAN END POINT. For each experimental objective, describe the criterion(s) for discontinuing animal work, referring to the monitoring guideline(s) attached to the protocol by name of the file attached. If the criteria for euthanasia as a humane endpoint are the same for all objectives, this must be made explicit in this section. IMPORTANT: Do not include an image of the monitoring guideline in this section.

	





	7.2. EUTHANASIA METHOD(S)

	STAGE OF THE PROTOCOL
	Indicate method, dosage and route of administration
	Species and stage of development
	Method of verification of euthanasia success (i.e., persistent apnea)
	Person responsible for the procedure

	Euthanasia due to End of protocol
	Method:
Dose:
Administration route:…
	 
	
	

	Euthanasia by Humanitarian Endpoint
	Method:
Dose:
Administration route:
	 
	
	


 Add more rows if required.
State the euthanasia method to be used for both the humanitarian endpoint and the end of the protocol. You can enter the link: AVMA Euthanasia 2020. (American Veterinary Medical Association Guidelines for the Euthanasia of Animals: 2020 Edition) and consult the accepted methods by species. 
Scientific Ethics Committee for Animal Care and the Environment (CEC-CAA). REMEMBER TO USE THE COMPLETION INSTRUCTIONS
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