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ANIMAL STUDY PROPOSAL

Initial Submission & De Novo Form
Complete and submit the application, providing an original signature 

on the assurance page, to the IACUC at iacuc@une.edu.

Handwritten submission will not be accepted
A. ADMINISTRATIVE DATA





(Please fill in all sections below)   


	Project Title:     








                                                               Place “X” in Appropriate Box Below:
	PI Info


	Principal Investigator(s)
	( Faculty
	( Staff
	( Student
	( External

	
	     
	
	     
	     
	     

	
	     
	
	     
	     
	     

	
	     

	
	     
	     
	     

	
	     
	
	     
	     
	     

	

	UNE Department:
	     

 FORMTEXT 


	

	UNE Mailing Address*:
	     

	

	UNE Telephone*:
	     
	Fax:
	     
	Email:
	     

	


*If external submission, please use U.S. mailing address.

	“X” One (



	Initial Submission:  
	     
	De Novo Review:    
	     
	If De Novo Review, your IACUC #:



	
	
	
	
	
	


	Funding Source: 

“X” All That Apply  (
	Federal:      
	State:      
	Dept.:      
	Other:      

	List Names of Funding Source(s):
	     


B.  VETERINARY CONSULT

  It is highly advisable to consult our consulting veterinarian, Dr. Arthur Lage, prior to submitting a new protocol.  If you are planning to conduct any procedures that fall into USDA’s Classification D or E, you MUST consult with the veterinarian prior to submitting a protocol.  Dr. Lage can be contacted at: artlage123@gmail.com or 617 699-2256
	Please provide date of consult
	


C.  TRAINING IN PROCEDURES 

	Student/ PI(s) Name, or Individuals Authorized to Conduct Procedures (
	CITI Training Complete
	Procedure(s) to be performed  
	Training received – please be sure to provide name of individual responsible for training

	Degree Level (Undergrad, MS, PhD)



	     
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	     
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	     
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	     
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other

	
	 FORMCHECKBOX 

	
	
	 FORMCHECKBOX 
 Faculty

 FORMCHECKBOX 
 Staff

 FORMCHECKBOX 
 Grad Student

 FORMCHECKBOX 
 Undergrad Student

 FORMCHECKBOX 
 Other


D.  ANIMAL REQUIREMENTS – Please fill out each section
Place “X” in box that applies:

	Do these studies involve the use of genetically modified animals?
	YES
	     
	If yes, provide IBC 

exemption #:
	NO
	     


If yes, please describe any phenotypic consequences of the genetic manipulations to the animals also describe
any special care or monitoring that the animals will require in the box below:
(Cell will expand)

	     


	Specific Source of Animals

(Vendor or Investigator and Institution Name):
	     


Please fill in the following information:



	Animals to be used:
	Genus (e.g., Mus)
	Species (e.g., musculus):
	Strain/Subspecies (e.g., C57BL6)
	Sex
	Approximate Age, Weight, or Size
	Source(s) (e.g., name of vendor)

	1
	
	
	
	
	
	

	2
	
	
	
	
	
	

	3
	
	
	
	
	
	

	4
	
	
	
	
	
	

	5
	
	
	
	
	
	

	6
	
	
	
	
	
	

	7
	
	
	
	
	
	

	8
	
	
	
	
	
	

	The facility manager, rodent or aquatics respectively,  must be consulted with to determine if the facility has 

the resources and capability to support the study.  If animals will be housed in lab or anywhere else outside the central facility

(           for more than 12 hours, please provide building and room number.          (

	Primary Housing Location(s): 
	
	     
	

	Location(s) Where Procedures Will Be Conducted: 

	Please Provide Date That The Facility Manager Contacted:


If you plan to use the behavioral core (BC) space (with or without BC equipment), and /or personnel from BC for any procedures/testing you must consult with the BC, BehaviorCore@une.edu, prior to submission to the IACUC for approval. If you will only borrow equipment (without needing the BC space, you can skip this section).
	Will you be using equipment and space within the UNE Behavioral Core?          

	Will you be using space (without equipment) within the UNE Behavioral Core?

	Will you be needing assistance from any personnel from the UNE Behavioral Core?

	If yes to any one of the above, please provide date of consult with the Behavioral Core: 
*Please note, if you answered YES to any one of the above, your approved protocol and any amendments will be sent to the Behavioral Core by the IACUC. 


E.  TRANSPORTATION

Transportation of animals must conform to all institutional guidelines/policies and federal regulations. 

If animals will be transported on public roads or out of state, describe efforts to comply with USDA regulations. 


(Cell will expand)
	     


Note: Animals transported between buildings must be covered at all times and protected from the elements.  Please do not overload the carts or stack the cages.  Consult with the animal facility supervisor prior to moving cages from one facility to another if animals will be permanently housed in a new facility.

F.  STUDY OBJECTIVES

Briefly explain, in language understandable to a layperson, the aim of the study and why the study is important to human or animal health, the advancement of knowledge, or the good of society.

(Cell will expand)

	     


G.  RATIONALE FOR ANIMAL USE   

1) Explain your rationale for animal use. [The rationale should include reasons why non-animal models 
cannot be used.]

(Cell will expand)

	     


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

(Cell will expand)

	     


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

(Cell will expand)

	     


H.  DESCRIPTION OF EXPERIMENTAL DESIGN AND ANIMAL PROCEDURES  

Briefly explain the experimental design and specify all animal procedures.  This description should allow the IACUC to understand the experimental course of an animal from its entry into the experiment to the endpoint of the study.   

	Explanation (Cell will expand):      


Please attach any laboratory SOP’s that are applicable to the proposed procedures.

	SOP #: 
	SOP Title: 

	SOP #: 
	SOP Title: 

	SOP #: 
	SOP Title: 

	SOP #: 
	SOP Title: 

	SOP #: 
	SOP Title: 


I.  LITERATURE SEARCH

	Does the proposed study unnecessarily duplicate previous experiments?   
	Yes
	
	No
	

	Databases searched (at least two reference sources must be used).  [List date range and keywords used, per USDA requirement 9 CFR Part 2, Subpart C – 2.31(d)(1)(iii), pub. 8/31/89]:

       




J.  SURGERY - If proposed, complete the following: 

1. Identify and describe the surgical procedure(s) to be performed. Include preoperative procedures (e.g., fasting, analgesic loading), monitoring/supportive care during surgery, and postoperative care.  Include  aseptic methods to be utilized. 

(Cell will expand)

	


If laboratory SOP’s are available for described procedures please provide:

	SOP #:      
	SOP Title:      

	SOP #:      
	SOP Title:      

	SOP #:      
	SOP Title:      

	SOP #:      
	SOP Title:      

	SOP #:      
	SOP Title:      


2. Where will surgery be performed and postoperative care provided (building and rooms)? 

	Location:       


3. For animals that will not be provided pain relief, please provide a scientific justification to explain why the use of anesthetics, analgesics, sedatives or tranquilizers during and/or following painful of distressing procedures is contraindicated.

       (Cell will expand) 
	


4. Use of Paralytic Agents During Surgery

	Will you use paralytic agents?  (“X” One)  (
	YES
	
	
	NO
	
	

	Name of paralytic agent:       
	

	How will ventilation and pain be assessed?      


5.  Previous Major Survival Surgery

	Has major survival surgery been performed on any animal prior to being placed in this study?

(Major survival surgery penetrates and exposes a body cavity or produces substantial impairment of physical or physiologic functions (such as laparotomy, thoracotomy, craniotomy, joint replacement, or limb amputation.)   “X” One Below  (

	If “YES”, explain below.  (
	YES
	     
	
	NO
	     
	

	Explanation of Previous Surgery (Submit attachment if lengthy):      


	SOP #:      
	SOP Title:      

	Date of Surgery:       


6.  Multiple Major Survival Surgeries

	Will more than one major survival surgery be performed on an animal while in this study? “X” One Below  (

	 If “YES”, explain below.  (
	YES
	     
	
	NO
	     
	

	Justification:       


K.  PAIN OR DISTRESS CLASSIFICATION AND CONSIDERATION OF ALTERNATIVES

For information regarding the pain and distress classifications use the following links:
http://www.esf.edu/animalcare/documents/USDApainLevels.pdf
http://www.mtu.edu/research/administration/integrity-compliance/pdf/Pain_and_Distress_Categories.pdf
Complete the following table with what best describes the pain classification:                                    

	Species
(Common Name)
	USDA  Classification
B, C, D or E
	# of Animals Used Each Year
	3 Year Total   

Number of Animals

	
	
	Year 1
	Year 2
	Year 3
	

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	Total Number of Animals (
	Species
	Total

	
	     
	

	
	
	


L.  INHALENT, ORAL, TOPICAL, OR INJECTABLE DRUGS:


    For all drugs to be used on animals please provide the following:

	Agent Name
	Source/ Supplier
	Pharmaceutical Grade?*
	Dose
	Route
	Administration

Schedule

	     
	     
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	     
	

	
	
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	
	

	     
	     
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	     
	

	
	
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	
	

	     
	     
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	     
	

	
	
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	
	

	     
	     
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	     
	

	
	
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	
	

	     
	     
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	     
	

	
	
	Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 

	
	
	


*If not pharmaceutical grade please provide justification for the use of non-pharmaceutical grade drugs:

(Cell will expand) 
	


M.  METHOD OF EUTHANASIA OR DISPOSITION OF ANIMALS AT END OF STUDY

Indicate the proposed method of euthanasia.  If a chemical agent is used, specify the dosage and route of administration.  If the method(s) of euthanasia include those not recommended by the AVMA Panel Report on Euthanasia (e.g., decapitation or cervical dislocation without anesthesia), provide scientific justification why such methods must be used. 
(Cell will expand)

	     


N. CHEMICALS & OTHER MATERIALS


Use of agents requires approval of a separate review committee(s) or department listed below. Attach 
documentation of approval for the use of recombinant DNA or potential human pathogens. 

*Approval from the appropriate committee must be forwarded to the IACUC to obtain final approval *

	“X” All That Apply (
	Category of Material
	Name of Material
	Risk Group Category
(Place “X” in Box Below)
	Approving Committee
	Date of Approval
	Committee

Tracking # (If known)

	     
	Radioactive Materials
	     
	///////////////////////////////
	RSC
	     
	     

	     
	Recombinant DNA *
	     
	////////////////////////////////
	IBC
	     
	     

	     
	Hazardous Materials/Chemicals
	     
	/////////////////////////////////
	CES&H
	     
	     

	     
	Biological Agents
	     
	1   
	
	2
	
	IBC
	
	

	
	
	
	3 
	
	4 
	
	
	
	


Study conducted at Animal Biosafety Level*:  

 Place “X” Below:
	Level #
	     

	1
	     

	2
	     

	3*
	     

	4*
	     


* At present, UNE is not set up for ABSL level 3 or 4 research.  


If you are planning on conducting ABSL level 3 or 4 research at another location/facility, please fill in the 
following:

	Name of Facility:
	     

	Location:
	     

	Contact Person:
	     


· Describe the practices and procedures required for the safe handling and disposal of contaminated animals and material associated with this study in the space below. 

· Also describe methods for removal of radioactive waste and, if applicable, the monitoring of radioactivity.

(Cell will expand)

	Description:      

	SOP #:       

	SOP Title:       


Additional safety considerations:

(Cell will expand)

	     


O.  BIOLOGICAL MATERIAL/ANIMAL PRODUCTS FOR USE IN ANIMALS

(e.g., cell lines, antiserum, etc.)

1. Specify  Material: 


(Cell will expand)

	     


2. Source:


(Cell will expand)
	     


Place “X” in appropriate box below.

	Material Sterile or Attenuated:  

	      Yes * 
	     
	
	No
	     
	

	If derived from rodents, has the material been MAP/RAP tested?

(MAP - Mouse Antibody Production; RAP - Rat Antibody Production) Information can be found at http://www.idexxbioresearch.com/radil/Biological_Materials/IMPACT_-_The_MAP_Alternative/index.html

	      Yes * 
	     
	
	No
	     
	


*If YES, attach copy of results.

3. I certify that the MAP/RAP/HAP tested materials to be used have not been passed through rodent species outside of the animal facility in question and/or the material is derived from the original MAP tested sample. To the best of my knowledge the material remains uncontaminated with rodent pathogens:


Signed Initials of Principal Investigator:


P. 
FIELD STUDIES

If animals in the wild will be used, describe how they will be observed, any interactions with the animals, whether the animals will be disturbed, handled  or otherwise affected, and any special procedures anticipated.  Indicate if federal permits are required and whether they have been obtained. (Include copy of permits with submission form.)

(Cell will expand)

	     


Q.  SPECIAL CONCERNS OR REQUIREMENTS OF THE STUDY

List any special housing, equipment, animal care (e.g., special caging, water, feed, or waste disposal, environmental enhancement, etc.).

(Cell will expand)

	     


R. CERTIFICATIONS
1. 
I certify that I have completed the institutionally required (CITI) investigator training course or attended the institutionally 
conducted animal use refresher course (required every 3 years).  
2. 

I certify that I have determined that the research proposed herein is not unnecessarily duplicative of 
previously reported research.




3.  
I certify that the individuals listed in Section A. are authorized to conduct procedures involving animals under this proposal, have attended the institutionally required investigator training course, and received training in: the biology, handling, and care of this species; aseptic surgical methods and techniques (if necessary); the concept, availability, and use of research or testing methods that limit the use of animals or minimize distress; the proper use of anesthetics, analgesics, and tranquilizers (if necessary); and procedures for reporting animal welfare concerns.

4.  
For all USDA Classification D and E proposals (see section I.1.):  I certify that I have reviewed the pertinent scientific literature and the sources and/or databases as noted in Section I.2. and have found no valid alternative to any procedures described herein which may cause more than momentary pain or distress, whether it is relieved or not.

5.   I certify that I will obtain approval from the IACUC before initiating any significant changes in this study.

6.   I certify that I will notify the IACUC regarding any unexpected study results that impact the animals.  Any unanticipated pain or distress, morbidity or mortality will be reported to the attending veterinarian and the IACUC within 24 hours of occurrence.
7.   I certify that I am familiar with and will comply with all pertinent institutional, state, and federal rules and  policies.

Principal Investigator(s):

	Print Name:      
	Signature:                                                                     
	Date:       

	Print Name:      
	Signature:                                                                     
	Date:       

	Print Name:      
	Signature:                                                                     
	Date:       


S. CONCURRENCES



Faculty Supervisor/Mentor required for all student submissions:

	Print Faculty Name:                                             
	     
	Faculty Signature:
	
	Date:       



[image: image1]

Send an electronic copy to:       iacuc@une.edu.

If you have any questions, please call (207) 602-2117.

[image: image2]
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