Please do not type beyond visible margins.  If necessary, attach a continuation page.


University of Rhode Island


Revised 03/2011
This form is for NEW Protocols and Three-year RENEWALS.

Instructions:

1. Fill out all of the questions on this form completely, as directed.  If you have questions, please contact the Office of Research Compliance at 874-4328.
2. Submit via IRBNet copies of the following for all protocols:

a. The IACUC Application Form and any attachments 
b. Thesis, dissertation or grant proposal 
c. Copies of CITI certificates for all key personnel
d. If part of a thesis/dissertation, the original, signed Proposal Approval sheet

3. Timetable:  Projects involving the use of vertebrate animals are subject to full committee review by the Institutional Animal Care and Use Committee (IACUC).

Investigators must submit application materials on IRBNet at least two weeks prior to the date of the scheduled IACUC meeting.  Please check online to ensure that you are using the current form.  Only the current version of this protocol form will be accepted.

4. Required Training:  All faculty and graduate students submitting applications to the IACUC (and all key personnel involved in animal use) must complete the on-line training course at http://www.citiprogram.org.  Register as a new user and choose the University of Rhode Island as your Institution.  Complete the required modules and any additional species-specific modules that relate to your protocol.  The IACUC will alert you if other training modules or updates are also required.

Links to additional information: URI Animal Care Policy 
IACUC Meeting Schedule
University of Rhode Island


Type of Application:

 FORMCHECKBOX 
NEW PROTOCOL

 IACUC #      (Fill in if this is a Renewal)
 FORMCHECKBOX 
THREE-YEAR RENEWAL   Date Submitted:      
Each section must be completed.
	1.  Project Identification (This information is required)

	a. Principal Investigator

	Name (Last name, First Name, MI):     

	Phone Number:     

	College:


	Department:     

	Campus Address:     

	Email Address:     


	b. Co-Investigator (note: Student cannot be a co-investigator)

	Name (Last name, First Name, MI):     

	Phone Number:     

	College:     

	Department:     

	Campus Address:     

	Email Address:     


	c. Student Researcher

	Name (Last name, First Name, MI):     

	Phone Number:     

	Department:     

	Email Address:     

	Student Mailing Address:     

	Graduate  FORMCHECKBOX 
          Undergraduate  FORMCHECKBOX 


	Student Project Title (If different from IACUC project title, below):     


	Ph.D. Dissertation  FORMCHECKBOX 
          M.S. Thesis  FORMCHECKBOX 
            Other (specify)  FORMCHECKBOX 

Students must submit their signed original Proposal Approval Sheet.


*If this is a thesis or dissertation proposal, directed research, independent study or research paper, send an electronic copy of that proposal/paper in order for the application to be processed.

	d. Project Title:      


	e. Start Date:     

	End Date:     


f.  Animal Species (please include both common and scientific names)

	     


G. Funding  Is this project funded or being submitted for possible funding?
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If yes, an electronic version or four hard copies of the proposal must be submitted.

Also, if yes, complete the following:

	PHS Funded:  Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


	Funding Agency:     
	Amount Requested: $     

	Grant Title:     


	URI Proposal Log No.:     
	Proposal Submission Date:     


h. Does this project involve collaboration with another institution?

       Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If yes, attach IACUC approval sheet from other institution.

Please note: Research supported by federal funds and involving animals requires an Institutional Agreement with the Public Health Service called an “Assurance”. When collaborating with other institutions, researchers must determine if that institution has an Assurance in place before submitting the grant proposal. To do otherwise will jeopardize funding.

i. Permits

Will you be conducting any activities for which a permit is required?

Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If applicable, include a copy of any state, local, or international collection permits.

j. Conflict of Interest
Federal Guidelines emphasize the importance of assuring there are no conflicts of interest in research projects that could affect the welfare of animal subjects.  A conflict of interest exists when financial considerations or publication rights compromise or have the appearance of compromising one’s professional judgment and independence in the design, conduct or publication of research.  If this study involves or presents a potential conflict of interest, additional information will need to be provided to the IACUC.  For more information about conflict of interest, please refer to: 

The Conflict of Interest Index
Do you or any of the investigators on this research have a potential conflict of interest associated with this study?   
Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If yes, identify the individual(s):

	     


Has this potential conflict of interest been disclosed and managed?

No   FORMCHECKBOX 
  Please disclose your potential conflict of interest for review by referring to: 
The Conflict of Interest Index
Yes   FORMCHECKBOX 
  The IACUC will verify that a management plan is in place with the Conflict of Interest Management Committee (CIMC). If the CIMC does not have an approved management plan for this research, the CIMC will contact the individual(s) listed for additional information.

Final IACUC approval cannot be granted until all potential conflict matters are settled.  The IACUC requires a recommendation from the CIMC regarding disclosure and management of the conflict. 







2.  Request for Approval for the Use of Animals in Teaching

	Course Instructor:

     
	Department:

     
	Phone Number:

     

	Course Number:

     
	Course Title:

     

	Years and semesters when course will be taught:

     


3.  Animal Care and Use
Federal law requires the following information requested:

a. Objectives of the proposed research (What value may come from this work?)

	     


b. Describe in lay terminology the experimental procedures to be performed:

Describe all procedures an animal will undergo as part of the protocol.


	     


c. Rationale for using animals for this research: 

	     

	


d. The appropriateness of the species used and rationale for using this species:  

	     


e. Justify the number of animals to be used. Are you using the fewest number of animals that

      is statistically and scientifically justifiable? Provide justification for use of the appropriate statistical 

      methods:

(Power and sample size calculating tools: http://statpages.org/ - Power )

	     


f. Activities involving animals must not unnecessarily duplicate previous experiments. 

Duplication of previous experiments?     Yes     FORMCHECKBOX 

No     FORMCHECKBOX 

If yes, please justify duplication of previous experiments.

	     


g. SPECIFICALLY describe, step by step (using scientific terminology if necessary), what will be done to animals during EACH procedure of the protocol:

	     


4.  Animal Husbandry

a. Enter your preferred housing location.

	     


b. Will your protocol require any of the following specific housing/husbandry?

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Sterile cages

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Special diet 

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Special bedding 

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Wire bottom caging **

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


No enrichment**

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Social isolation**

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


No bedding**

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Other**

	**Provide scientific justification for this type of husbandry       


c.  Will animals be removed from the animal housing facility?

Yes   FORMCHECKBOX 
 - Complete Below

No   FORMCHECKBOX 
 - Skip to Section 5
d.  Animals will be taken to: 

	Bldg.       
	Room #      
	Off-site address      


e.  Animal manipulations that will be performed at this site include:

	     


f.  Estimated total time period live animals will be kept at this site in hours.

	     


g.  State whether animals will be returned to the original facility.

	     


h.  Who will transport the animals?

	     


i.  What type of transportation will be used?

	     


j.  For field studies, location of the work site:

	     


5.  Animal Inventory – Complete for each species used:

Pain/Distress Category: USDACategory under which animal use falls.  The URI Attending Veterinarian must be consulted for any animals in Category D or E.
Category A – No live animal contact. This includes field observations and the use of cadavers or carcasses.



(this is a URI category, not a USDA category)

Category B - Animal use activities that involve only breeding, conditioning, or holding. 
Category C – No/minimal pain, distress, or discomfort is associated with the protocol and no pain relieving drugs or treatments are necessary. This includes routine procedures such as blood sampling, short-term restraint, injections, and euthanasia and also includes post euthanasia procedures such as tissue harvesting.

Category D– (Relieved Pain) Pain, distress, or discomfort is associated with the protocol, and pain-relieving drugs, anesthesia, or treatments are provided as part of the protocol. 

Category E – (Unrelieved Pain) Pain, distress, or discomfort is associated with the protocol but pain relieving drugs or treatment are withheld because their use would interfere with the scientific objectives. 

	Species #1 Name:      

	Pain/Distress 

Category
	     
	Initial date of animal 

use
	     

	Sex (M, F, Both)
	     
	Source
	     

	Age
	     
	Total used per year
	     


	Weight
	     
	Total used for project
	     

	Location of housing
	     

	Duration of housing
	     

	Location of use
	     


	Species #2 Name:      

	Pain/Distress 

Category
	     
	Initial date of animal 

use
	     

	Sex (M, F, Both)
	     
	Source
	     

	Age
	     
	Total used per year
	     

	Weight
	     
	Total used for project
	     

	Location of housing
	     

	Duration of housing
	     

	Location of use
	     


	Species #3 Name:      

	Pain/Distress 

Category
	     
	Initial date of animal 

use
	     

	Sex (M, F, Both)
	     
	Source
	     

	Age
	     
	Total used per year
	     

	Weight
	     
	Total used for project
	     

	Location of housing
	     

	Duration of housing
	     

	Location of use
	     


	Species #4 Name:      

	Pain/Distress 

Category
	     
	Initial date of animal 

use
	     

	Sex (M,F,Both)
	     
	Source
	     

	Age
	     
	Total used per year
	     

	Weight
	     
	Total used for project
	     

	Location of housing
	     

	Duration of housing
	     

	Location of use
	     


	Species #5 Name:      

	Pain/Distress 

Category
	     
	Initial date of animal 

use
	     

	Sex (M, F, Both)
	     
	Source
	     

	Age
	     
	Total used per year
	     

	Weight
	     
	Total used for project
	     

	Location of housing
	     

	Duration of housing
	     

	Location of use
	     


**No animals may be outside approved housing area for more than 12 hours or overnight without prior approval 

from the IACUC.

6. Use of Anesthetics, Analgesics, or Tranquilizers   

Will you use anesthetics, analgesics, or tranquilizers?     

 Yes   FORMCHECKBOX 
 - Complete Below

No   FORMCHECKBOX 
 - Skip to Section 7
a.  Specify by species which drugs will be used and the dose, use, and route of administration:

	Species
	Drug(s)
	Dose
	Anesthetic, Analgesic 

or Tranquilizer?
	Frequency
	Route

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


b. Who will administer/monitor anesthesia and what are their qualifications?

	Name:

     
	Qualifications:

     


c. Monitoring procedures:

      
7.  Painful Or Distressful Procedures 
Will you perform painful or distressful procedures with or without anesthesia, analgesia or tranquilizers?

 

Yes   FORMCHECKBOX 
 - Complete Below

No   FORMCHECKBOX 
 - Skip to Section 8
Federal regulations require consideration of the use of alternatives to procedures that may cause more than momentary or slight pain or distress to animals. This section must be completed for all animals listed in Pain/Distress Category D or E.

a.  Number of Animals Treated:   

     
b.  Search for Alternatives - Two or more sources are required

I certify that I have reviewed the pertinent sources and have found no valid alternatives to any of the proposed procedures that may cause more than momentary pain or distress.  Federal regulations require that more than one method or source be used.  (NOTE:  PubMed and MEDLINE do not constitute two separate sources) 

The methods and sources used in my search include the following:
	Procedure 1
	     
	Procedure 2
	     

	Date of search
	     
	Date of search
	     

	First database searched
	     
	First database searched
	     

	Second database searched
	     
	Second database searched
	     

	Search strategy used:

 (Submit search results)
	     
	Search strategy used:

 (Submit search results)
	     

	Years searched 

(e.g. 1966-present)
	     
	Years searched 

(e.g. 1966-present)
	     

	Library sources 

(journals, texts etc.)
	     
	Library sources 

(journals, texts etc.)
	     

	Experts with whom you consulted (names & qualifications)
	     
	Experts with whom you consulted (names & qualifications)
	     

	Meetings (title and dates)
	     
	Meetings (title and dates)
	     

	Other
	     
	Other
	     


Attach a continuation sheet if needed. 

The literature search yielded the following information:      
8.   Antibody Production    

  Does this study include antibody production in an animal model?       

 

Yes   FORMCHECKBOX 
 - Complete Below

No   FORMCHECKBOX 
 - Skip to Section 9
	Number of animals
	     

	Procedure
	     

	Person performing procedure
	     

	Description of specific training
	     

	Antigen used
	     

	Adjuvants (If using Freunds adjuvant,

 which is considered painful, Section 6 

must be completed)
	     

	Route of injection/volume administered
	     

	Frequency of boosters
	     


9.  Withdrawal of Blood 

 Does this study involve withdrawal of blood from animals?



Yes   FORMCHECKBOX 
 - Complete Below

No   FORMCHECKBOX 
 - Skip to Section 10

a. For acceptable blood draw volume and frequencies, consult the University of Rhode Island’s Program of Veterinary Care using the following link: http://www.uri.edu/research/tro/about/IACUC/progvetcare07.pdf 

Then fill in the following information:
	Number of animals
	     

	Methods
	     

	Person performing procedure
	     

	Description of specific training
	     

	Volume(s) collected
	     

	Frequency of collection
	     


b. If amounts exceed the standards set forth in the URI Program of Veterinary Care, explain why.

     
10. Restraint of Animals 

  Will you restrain animals with mechanical devices?     



Yes   FORMCHECKBOX 
 - Complete Below

No   FORMCHECKBOX 
 - Skip to Section 11
	Number of animals
	     

	Device
	     

	Method of restraint
	     

	Method of conditioning animal in 

order to use the device.
	     

	Person performing procedure
	     

	Description of specific training
	     


11. Conditioning or Environmental Stress (other than cited in #10 above) 
Will the study involve subjecting animals to conditioning or environmental stress?          

  

Yes   FORMCHECKBOX 
 - Complete Below

No   FORMCHECKBOX 
 - Skip to Section 12


	Number of animals
	     

	Method(s) of exposure
	     

	Time of exposure
	     


12. Blood-borne Pathogens or Hazardous Materials

Will this study involve the use or administration of any of the following?

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Blood-borne pathogens

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Radioactive agents

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Pathogenic or viable organisms  

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Toxic chemicals  

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Carcinogens 

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Transplantable tumors 

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


Other biological materials  

  FORMCHECKBOX 

If you checked YES in ONE OR MORE of the above boxes, complete below.     

  FORMCHECKBOX 

If you checked NO in every box above, skip to Section 13.

a.  If the study involves the use of blood-borne pathogens, how will study personnel be protected from exposure?

     
An approval form from the appropriate committee must accompany this protocol. 

· See Compliance Web site for Radiation Safety and Bio-safety forms

· Provide Bio-safety Identification Number (if applicable)      
b.  Describe the agent(s) that will be administered to animals (e.g., radioisotopes, pathogenic or viable organisms, toxic chemicals, carcinogens, transplantable tumors, or other biological materials, tissue or sera).  

	Agent #1
	     

	Total number of animals used
	     

	Method of administration
	     

	Precautions to be taken to protect people and animals in the environment
	     

	Effects of this agent on the experimental 

animal
	     

	Steps to be taken to alleviate pain or 

distress 
	     


	Agent #2 
	     

	Total number of animals used
	     

	Method of administration
	     

	Precautions to be taken to protect people and animals in the environment
	     

	Effects of this agent on the experimental 

animal
	     

	Steps to be taken to alleviate pain or 

distress 
	     


Attach a continuation page if needed.

13.  Surgical Procedures on Live Animals?

Will this study employ surgical procedures on live animals?         

          

Yes   FORMCHECKBOX 
 - Complete Below

No   FORMCHECKBOX 
 - Skip to Section 14
a. Will surgery be survival or non-survival (animal does not recover from anesthesia prior to

       euthanasia)? No. of Animals     
	     


b.  If the animal will recover from anesthesia, how long will it be kept afterward?

	     


c. Where will surgery be performed? 

	Building:      
	Room Number:      


d.  Name and qualifications of person performing surgery: 
	     


e.  Briefly describe surgical procedure(s): 
	     


f.  Briefly describe post-operative care: 
	     


Multiple surgical procedures on a single animal:

g. Will individual animals be subjected to more than one surgical procedure? 

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 



h.  If yes, describe procedure and state justification. 
	     


If more than one surgical procedure will be performed under this protocol, provide additional information on a separate sheet.

14.  Final Disposition

a. What is the final disposition of the animals in this study?  Check one of the following:

 FORMCHECKBOX 

Animals will be returned to the colony, herd, flock or appropriate cohort group (skip to     

            
Section 15)

     
 FORMCHECKBOX 

This is an observational study; animals will remain in a natural setting (skip to Section 15)

     
 FORMCHECKBOX 

Animals will be euthanized  (Answer b-g below)


 FORMCHECKBOX 

Death will be the endpoint - the study results in the death of the animal(s), without investigator 

intervention (as opposed to euthanasia at the end of the study) 

See guidance at: http://www.uri.edu/research/tro/about/IACUC/endpoint.pdf
b.  Will you use a chemical or gas agent to euthanize? 
Yes   FORMCHECKBOX 

        No   FORMCHECKBOX 



	If yes, what agent:      


c.  Will you use a physical method to euthanize?     Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

 
	If yes, what method:      


d.  Is euthanasia method recommended by the AVMA Panel on Euthanasia?  

Yes   FORMCHECKBOX 


No   FORMCHECKBOX 


	If no, provide a justification for the method described:      


     e.  Name and qualifications of person(s) performing euthanasia: 
	     


f. Will this study employ necropsy on euthanized animals? Yes   FORMCHECKBOX 

No   FORMCHECKBOX 



If yes, describe necropsy procedure (e.g. tissues to be collected...):      
g. How will you dispose of the euthanized animals? (Go to the University of Rhode Island’s Safety & Risk Management Website for information:  http://www.uri.edu/safety/environhs/documents/revised%20biohazard%20flyer.pdf
	If yes, briefly describe procedure(s):      



15.  Personnel Qualifications 
a.  List all personnel actively involved with animal components of the project and qualifications (as a minimum, should include principal investigator, co-investigator, research technicians, TA, graduate students, etc.)  Describe an individual’s experience/training in all relevant animal related procedures.  Indicate most recent date these individuals have attended an animal use seminar or training session conducted by qualified personnel. This does NOT include completed CITI Program training modules.

	Name and degree(s)
	Role on Project
	Date of training

session
	Brief outline of experience

	     
	Principal Inv.
	     
	     

	     

	     
	     
	     

	     

	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


b.  CITI TRAINING: Key personnel – that is, faculty, graduate students, and any other individuals who will work with animals under this protocol – are required to complete the CITI training modules for animal care and use at: http://www.citiprogram.org.  It is the responsibility of the principal investigator to ensure that all key personnel have completed this training.

Has the required CITI training been completed by all key personnel? 

Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


CITI Program offers several optional training modules.  The IACUC requires that key personnel complete any of those modules that are relevant to this protocol.  Check all of the following modules that are relevant to this protocol.

 FORMCHECKBOX 
  Post-Procedure Care of Mice and Rats in Research: Reducing Pain and Distress

 FORMCHECKBOX 
  Working with Amphibians in a Research Setting

 FORMCHECKBOX 
  Working with Mice in Research Settings

 FORMCHECKBOX 
  Working with Rats in Research Settings

 FORMCHECKBOX 
  Working with Hamsters in Research Settings

 FORMCHECKBOX 
  Working with Gerbils in Research Settings

 FORMCHECKBOX 
  Working with Guinea Pigs in Research Settings

 FORMCHECKBOX 
  Working with Rabbits in Research Settings

 FORMCHECKBOX 
  Working With Swine in Research Settings

Have the optional modules checked above been completed by all key personnel?

Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


Note: Failure to complete all of the training will delay approval of this Proposal.

CERTIFICATION

Sections 1 through 15 must be completed. If you have not entered responses in each section that is relevant to your research, please do so before reviewing this certification and submitting your protocol to the Office of Research Compliance.

Required Electronic Signatures on IRBNet to complete your assurance:


Principal Investigator


Co-investigator(s) if applicable


Student investigator(s) if applicable (sign as team member)

Department Chair or Dean
Submission of the fully signed IRBNet package will serve as your assurance that the following statements are true:

I CERTIFY as follows concerning the above named research proposal: 

To the best of my knowledge the information provided in this protocol form is complete and accurate and that this application accurately and completely reflects the animal use in the full grant application (if applicable).  If the IACUC approves my application, I agree to execute this work as described, request approval from the IACUC for changes, comply with the guidelines set forth by the IACUC, and be responsible for the supervision and work of my staff.  I accept responsibility for assuring that the care and use of animals in this study will be in accordance with applicable federal/state laws and university regulations.

 I understand the requirements of the PHS Policy on Humane Care of Laboratory Animals, applicable USDA regulations and the Institution’s Policies governing the use of vertebrate animals for research, testing, teaching or demonstration purposes.  I will notify the IACUC of any adverse events in a timely fashion.  I understand that any changes to proposal design involving animal use or changes to personnel involved in the project will be reported to the IACUC.
By providing electronic signature, the Principal Investigator certifies that he/she has reviewed this IACUC Application and ensured that all materials follow the instruction developed by the University of Rhode Island Institutional Animal Care and Use Committee.  The Principal Investigator acknowledges responsibility for the work of student investigators that he/she supervises.  

Institutional Animal Care and Use Committee (IACUC)


Protocol Instructions and Form








Institutional Animal Care and Use Committee (IACUC)


Protocol Form
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