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Vice Presidency for Academic Affairs

Office of Research Integrity and Compliance
ANIMAL CARE AND USE COMMITTEE (ACUC)

ANIMAL STUDY PROTOCOL SUBMISSION FORM
(Incomplete applications will not be evaluated by ACUC)

(Application must be completed in computer using font Times New Roman size 10-12)

For official use only
	ACUC No.

     
	Date Approved 

(Month/Day/Year)


     /       /       /
 


	Expiration Date

(Month/Day/Year)

     /       /       /



Instructions: Fill out the form in all its parts.  If an item does not apply, indicate so by typing N/A.  Once you obtain the signatures of the Principal Investigator, Attending Veterinarian and Facility Manager, submit to the ACUC. The Animal Study Proposal Form is sent electronically by the Principal Investigator to the Institution’s Office of Research Integrity and Compliance. Although an electronic submission is required, it does not eliminate the need to provide the Institution’s Office of Research Integrity and Compliance with one (1) hard copy, containing original signatures (blue ink signatures). The Principal investigator also needs to include references, certifications (CITI UAGM Animal Care and Use Certification) and the proposal. Please refer to the Instructions for completing the Animal Study Protocol Submission Form. If the study will be conducted with federal funds, the Principal Investigator(PI) must be the person that will manage the funds (mentor). If the study does not have federal funding, the PI will be the student.
I.  PRINCIPAL INVESTIGATOR INFORMATION 
	1. Principal Investigator
	Last Name                                                                  First Name 

     
	Academic Degree
     

	2. Mailing Address
	     

	
	

	3.Campus, Center or School 
	     

	
	

	4. Department

	     

	5. Telephone /Extension/

    Fax
	Telephone                                    Extension                                      Fax
     

	6. E-mail Address
	     

	
	 FORMCHECKBOX 
 NEW SUBMISSION                            FORMCHECKBOX 
 4th YEAR RENEWAL
 FORMCHECKBOX 
 7th YEAR RENEWAL                          FORMCHECKBOX 
 MAJOR MODIFICATIONS

	7. Project Status
	 FORMCHECKBOX 
 Active                                                      FORMCHECKBOX 
 Inactive (Project Never Initiated)

	8. Research Area

( Diabetes, AIDS,

Infectious Diseases, Mental

Health, among others)
	     

	9. Proposed Research 
	 FORMCHECKBOX 
 Faculty Initiated                                   FORMCHECKBOX 
 Student Initiated


II.  FORMCHECKBOX 
 MENTOR/  FORMCHECKBOX 
 CO-PI   INFORMATION
	1. Name
	Last Name                                                                  First Name 

     
	Academic degree
     

	2. Mailing Address

	     


	
	

	3. Campus Center or School 
                 
	     


	
	

	4. Department

	     


	5. Telephone /Extension /

    Fax
	Telephone                                    Extension                                      Fax

     

	6. E-mail Address
	     

	9. Category 
	 FORMCHECKBOX 
 Professor                                   FORMCHECKBOX 
 Visiting Professor     

 FORMCHECKBOX 
 Other  Specify:       


III. ADDITIONAL STAFF
	Additional staff that will conduct procedures that involve animals.

	List the names of all individuals authorized to conduct procedures involving animals under this proposal, and identify key personnel (e.g., Co-investigator(s), provide their department name, telephone number and E-mail address).

	Name
	Department
	Telephone
	E-mail

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


IV. BASIC INFORMATION ON THE PROPOSED STUDY
	1. Study/Protocol Title
	 

	2. Protocol timeframe, after

    ACUC approval 


	Estimated start date: (Month/Day/Year)
Estimated closure date: (Month/Day/Year)
 
     /       /       /



     /       /       /



                                   

	
	

	3. Investigation’s Purpose  
                 
	Undergraduate         Master Thesis         Doctoral Dissertation       Other 
           FORMCHECKBOX 
                             FORMCHECKBOX 
                                    FORMCHECKBOX 
             FORMCHECKBOX 
  Specify:      


	
	

	4. Funds
	 FORMCHECKBOX 
 Internal (Dean signature required)                      FORMCHECKBOX 
 No funds

 FORMCHECKBOX 
 External funding:      
                                  Specify

	4. Funding Agency
	    

	5. Grant Number
	     

	6. Performance Site

       a) Inside UAGM
           Facilities.

If research will be done outside your main campus, submit letter of support or cooperation.


	 FORMCHECKBOX 
 Does not apply

	
	 FORMCHECKBOX 
 Carolina Main Campus

	
	
 FORMCHECKBOX 
 Cabo Rojo                         
	 FORMCHECKBOX 
 Yauco

	
	
 FORMCHECKBOX 
 Santa Isabel                       
	 FORMCHECKBOX 
 Metro Orlando

	
	
 FORMCHECKBOX 
 Barceloneta                       
	 FORMCHECKBOX 
 South Florida

	
	
 FORMCHECKBOX 
 Utuado
	

	
	 FORMCHECKBOX 
 Cupey Main Campus

	
	
 FORMCHECKBOX 
 Aguadilla                           
	 FORMCHECKBOX 
 Metro Orlando

	
	
 FORMCHECKBOX 
  Jayuya                                
	 FORMCHECKBOX 
 South Florida

	
	
 FORMCHECKBOX 
 Bayamón
	

	
	 FORMCHECKBOX 
 Gurabo Main Campus

	
	
 FORMCHECKBOX 
 Yabucoa                            
	 FORMCHECKBOX 
 Ponce

	
	
 FORMCHECKBOX 
 Cayey                                
	 FORMCHECKBOX 
 Barceloneta

	
	
 FORMCHECKBOX 
 Naguabo                            
	 FORMCHECKBOX 
 Metro Orlando

	
	
 FORMCHECKBOX 
 Isabela
	 FORMCHECKBOX 
 South Florida

	b) Outside UAGM facilities
List any additional sites other than UAGM where the research will be performed under the direction of UAGM Principal Investigator or Co-investigator. Example: School name, city or place of investigation.

	Off Campus/ External site name
	Select what applies and submit evidence

	c) 
	     
	
 FORMCHECKBOX 
 Cooperation or Support Letter

	d) 
	     
	
 FORMCHECKBOX 
  Cooperation or Support Letter

	e) 
	     

	
 FORMCHECKBOX 
 Cooperation or Support Letter

	7.  Additional Review 

The ACUC may require review from other UAGM regulatory committees.  Indicate if review and approval is necessary. Provide documentation of the selected required review.

	Review Required
	Date of Approval
(Month/Day/Year)


	
	Institutional Bio-safety Committee (IBC)
Reviews the research of recombinant DNA        and its derivatives (biohazardous agents).
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No

	     /     /     /



	
	Institutional Review Board (IRB)                                  

Reviews and protects human subjects in research.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No

	     /     /     /



	
	Institutional Biosafety Committee (IBC)
Reviews the use and disposal of recombinant DNA/RNA, biologicals and chemicals in research.

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No

	     /     /     /




V. STUDY OBJECTIVES
	Briefly explain, in non-technical language, the aim of the study and why the study is important to human or animal health, the advancement of knowledge, or the good to society (approximately 400 words).

	     



VI. ANIMAL REQUIREMENTS AND FACILITIES
	Common name of animal species to be used
	Scientific name of animal species to be used

(Provide genus, species and strain, if applicable)

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


	Vendor or breeder (for each animal species to be used)

	Bacteriological Status:
	Carrier of Virus

	 FORMCHECKBOX 
 Germfree  

 FORMCHECKBOX 
 Specific pathogen free 

 FORMCHECKBOX 
 Conventional
	 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

If Yes, name of virus:      


Special health concerns (immunodeficient, diabetic, cardiomyopathic):      
Housing Location: Facility manager must certify that the facility has the resource capability to support the study.  If animals will be housed in lab or anywhere else outside the facility for more than 12 hours, provide building and room number.
	Location where experimental animal handling will be conducted

	Number of animals used (per year). Provide number of animals used and to be used in the following years.
	Year 1
(or Year 4)
	Year 2
(or year 5)
	Year 3
(or year 6)

	Number of animals
	     
	     
	     

	Gender
	     
	     
	     

	Weight and age
	     
	     
	     

	TOTAL OF ANIMALS PER YEAR
	     
	     
	     

	TOTAL NUMBER OF ANIMALS USED DURING THE THREE (3) YEAR
	     


VII. RATIONALE FOR ANIMAL USE AND NUMBER OF ANIMALS USED
	1. Explain your rationale for animal use.  (The rationale should include reasons why non-animal models cannot be used).

	     


	2. Justify the appropriateness of the species selected. (The species selected should be the lowest possible on the phylogenetic scale).

	     


	3. Justify the number of animals to be used.  (The number of animals should be the minimum number required to obtain statistically valid results).

	     


	4. Have you considered alternatives other than the use of animals (in vitro studies, computer simulation) to achieve the study  objectives? Please provide a brief description.

	     



Important note: ACUC promotes the use of dummies or simulators instead of live animals to oversee the health and wellness of animals in research and teaching inside the Institution.
VIII. TRANSPORTATION
	Describe the animal transport procedure to be used within the UAGM institution (include route and elevator(s) to be utilized).Transportation of animals must comply with all institutional guidelines/policies and federal regulations.  If animals will be transported on public roads or out of town, describe efforts to comply with USDA regulations.  If animals will be transported between UAGM facilities, describe the methods and containment that will be used.  

	     


IX. EXPERIMENTAL DESIGN, ANIMAL PROCEDURES & TREATMENT
	Provide a complete description of your experimental design and specify all animal procedures (in non-technical language).  The description should contain enough details to allow the ACUC to understand the use of animals, from its inclusion in the study to the end of the experimental protocol.  Use additional pages, if necessary, and number them as page IX.a, IX.b. Specifically address the following:



	1. Experimental Design (animal groups, number of animals per group animal treatments, among others).

	     


	2. Animal Procedures (restraint, behavioral tests, blood samples, physiological measurements, stressful procedures, euthanasia, disposition of animals, controlled substance license when required).

	     


	3. Experimental Injections or Inoculations (substances, e.g., infectious agents, adjuvant, among others; dose, sites, volume,

    route, and schedules)

	     



	4. Blood Withdrawals (volume, frequency, withdrawal sites, and methodology).

	     


	5. Radiation (dosage and schedule).

	     


	6. Methods of Restraint (e.g., restraint chairs, collars, vests, harnesses, slings, etc.).  Include how animals are restrained for routine procedures like blood withdrawals.  Prolonged restraint must be justified with appropriate oversight to ensure it is minimally distressing.  Describe any sedation, acclimation or training to be utilized.

	     


	7. Animal Identification Methods (e.g., ear tags, tattoos, collar, cage card, implant, among others).

	     


	8. Other Procedures (e.g., survival studies, tail biopsies, among others).

	     


	9. Expected effects, if any, that the animals are expected to experience (e.g., pain or distress, among others).

	     


	10. Indicate the measures you are taking to minimize distress to the animals.

	     


	11. Experimental endpoints.  Describe the criteria to be used if an animal needs to be euthanized prior to completion of the experimental protocol.  Be specific.  (e.g., Loss of body weight increases in tumor size, behavioral abnormalities, self mutilation, among others).

	     


	12. Veterinary Care.  If an animal should become sick or appears to be in pain, the veterinarian will attempt to call you.  If you cannot be reached, would you prefer that the animals be euthanized or treated by the veterinarian? Note: Either procedure will be at your cost. 

	     



X. SURGERY 
	Specifically detail all surgical procedures.  

	1. Describe preoperative and postoperative care and monitoring.

	     


	2. Who will perform the surgery and what are their qualifications?

	


	3. Where will the procedure take place?

	     

	4. Which anesthetic will be used?  Indicate dosage, volume, route of injection, injection site and needle size.

	     


	5. How will pain and infections be assessed?  If deemed necessary, indicate the analgesic and antibiotic to be used and the dosage. 

	     

	6. Will more than one major survival surgery be performed on one animal?  If yes, justify.

	     

	7. Describe aseptic methods to be used.

	     

	8. Are paralytic agents used during surgery?  If yes, describe how ventilation will be maintained and how pain will be assessed.

	     

	9. If it is a terminal surgery, describe how humane euthanasia will be enacted and how death will be determined.

	     


XI. PAIN AND DISTRESS CATEGORY 
	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

(or Year 4)
	Year 2

(or Year 5)
	Year 3

(or Year 6)

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	Total number of animals used during the three (3) years of the study
	     
	     
	     

	If you have indicated Classification E in the above question, fill the USDA Classification E Form You must be aware that this information may be made public through the USDA website.


XII. BIOSAFETY LEVEL AND HAZARDOUS AGENTS
	1. Indicate the biosafety level.

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

	           FORMCHECKBOX 
 Level 1                               FORMCHECKBOX 
 Level 2                                  FORMCHECKBOX 
 Level 3                                     FORMCHECKBOX 
 Level 4


	2. Use of hazardous agents in this study.

	Hazardous agents
	   Yes           No 
	Name of agent
	Biosafety Approval Date
	Tracking #

	Radioactive
	     FORMCHECKBOX 
            FORMCHECKBOX 

	     
	     
	     

	Biological
	     FORMCHECKBOX 
            FORMCHECKBOX 

	     
	     
	     

	Chemical (drugs)
	     FORMCHECKBOX 
            FORMCHECKBOX 

	     
	     
	     

	Recombination DNA
	     FORMCHECKBOX 
            FORMCHECKBOX 

	     
	     
	     


	3. Indicate the standard operating procedures for safe handling and disposal of contaminant animals and materials.  Also, describe methods for removal of radioactive waste and the monitoring of radioactivity, if applicable.

	     



XII. OTHER INFORMATION AND SPECIAL CONCERNS
	1. Are you seeking exemption for scientific reasons from the institution’s plan for non human primate environmental enhancement?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If YES, provide an explanation.

     


	2. Will you be using transgenic or knockout animals?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
If yes, provide a description of any phenotypic consequences of the genetic manipulations to the animals.  Describe any special care or monitoring that the animals will require.

     


	3. Are there any special considerations that the ACUC should be aware of?
     



XIII. ASSURANCE:  Original signatures in blue ink is required
	I certify that the information provided in this application is complete and correct.  

I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare animal studies, conduct of the study and the ethical performance of the project.

I agree to comply with all of Universidad Ana G. Méndez (UAGM)  policies and procedures, as well as with applicable federal, state and local laws regarding the protection of animals in research, including but not limited to, the following:

· The protocol will be performed by qualified personnel according to UAGM ACUC approved protocol.
· No changes will be made to the protocol until approved by the AGMUS’ ACUC.
· Adverse events will be reported to the ACUC per UAGM Policy and Procedures for Animal Care and Use.
I further certify that the proposed research is not currently being conducted and will not begin until ACUC approval has been obtained.

	Print Name of the Principal Investigator/Student:

     
	Signature (blue ink only)
	     /     /     /

Month-Day-Year


XIV. INSTITUTIONAL ENDORSEMENT   

Original signatures (in blue ink) are required. The application will not be processed until all signatures are obtained.
SIGNATURE OF FACULTY RESEARCH SUPERVISOR- REQUIRED FOR STUDENT RESEARCH
By signing this form, the faculty research supervisor attest that (s)he has read the attached protocol submitted for ACUC review, and agree to provide appropriate education and supervision of the student investigator, above. 

	Print name of Mentor/Co-Investigator:

     

	Signature (blue ink only
	     /     /     /

Month-Day-Year


SIGNATURE OF THE PROGRAM/DEPARTMENT DIRECTOR (IF APPLICABLE) this is to certify that I have reviewed this research protocol and that I attest to the scientific merit of this study and the competency of the investigator(s) to conduct the project.

	Print Name of Housing Facility Manager/Program Director:

     
	Signature (blue ink only)               
	     /     /     /

Month-Day-Year

	Print name of ACUC Designated Veterinarian:
     

	Signature (blue ink only)               
	     /     /     /

Month-Day-Year


SIGNATURE OF THE DEAN   This is to certify that I have reviewed this research protocol and that I attest to the scientific merit of this study and the competency of the investigator(s) to conduct the project.
	Print Name of Dean:
     

	Signature (blue ink only)                                      
	     /     /     /

Month-Day-Year


Please submit all materials to the ACUC representatives at your institution:

Cupey Campus  (787) 766-1717 ext. 6362/fax (787) 751-3379 E-mail: cacrespo@uagm.edu
Carolina Campus (787) 257-7373 ext. 2279 E-mail:  grcruz@uagm.edu 
Gurabo Campus 787-743-7979 ext. 126 E-mail:  jomelgar@uagm.edu
ACUC_01

Page 10 of 10
Revised (6/10/2020)

Eng_ver_1

http://uagm.edu/compliance

[image: image1]