[image: image1.png]SlipperyRock

University”






   
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC)

PROTOCOL FORM 

For review by
Institutional Animal Care and Use Committee
Submit the completed for to the IACUC Office, 302 Old Main
* All research, teaching and testing uses of live vertebrate animals at Slippery Rock University must be approved by the SRU Institutional Animal Care and Use Committee. The Principal Investigator (PI) on each protocol assures compliance with animal housing SOP that is included in this document.
Instructions:

1. The Protocol Form must be typed. All sections must be completed. Please contact the IACUC Office for any needed advice on Protocol Form Completion.

2. Use additional space as needed to complete the protocol. Send a complete signed original Protocol Form to the IACUC Office (Old Main, Room 302 or via email to iacuc@sru.edu). Keep a copy of the form for your records. You will receive email notification of the IACUC review outcome.

3. Any proposed changes in animal species, numbers, or procedures from those in an approved protocol must be reviewed by the IACUC. Minor administrative amendments can be proposed via a Modification Request Form found on the IACUC Webpage. Major changes necessitate submission of a new Protocol Form.

4. IACUC approval is granted for up to a three-year period; a project may be continued only after a new protocol is submitted for review and approval. If the use of animals is to continue beyond this date, submission of a new protocol form will need to be submitted. Investigators are expected to submit the new protocol form before their approval period has expired. 
5. All investigators must complete CITI Training prior to protocol approval. 
IACUC USE ONLY:

Date Received:            Date Initial Review By Committee:       
IACUC Protocol Number:      
 FORMCHECKBOX 
  Approved as submitted

 FORMCHECKBOX 
  Approved with modifications noted on the approval letter

 FORMCHECKBOX 
  Disapproved
Committee Chairman's Signature:  _______________________________ Date: _____________

Committee Veterinarian’s Signature:  _____________________________ Date: _____________

A. Project Information:
	Principal Investigator:
	     

	Project Title(s):
	     

	Dates of Proposed Study:
	       to       

	Dept./Institutional Unit:
	     

	Project Funding Source:
	     

	Office Mailing Address:
	     

	Office Phone:
	     
	Lab Phone:
	     

	Home Phone:
	     
	Other Phone:
	     

	
	
	Email Address:
	     

	Date of IACUC-CITI Training Completion 
	     

	  (Required prior to submission)
	


	Other Personnel Involved with Handling Animals (use additional space as needed): 

	For Each, Provide Name:
	     

	Position/Title: 
	     

	Phone:
	     
	Email Address:
	         

	Date of IACUC-CITI Training Completion (required prior to submission):      


	Other Personnel Involved with Handling Animals (use additional space as needed): 

	For Each, Provide Name:
	     

	Position/Title: 
	     

	Phone:
	     
	Email Address:
	         

	Date of IACUC-CITI Training Completion (required prior to submission):      


	Other Personnel Involved with Handling Animals (use additional space as needed): 

	For Each, Provide Name:
	     

	Position/Title: 
	     

	Phone:
	     
	Email Address:
	         

	Date of IACUC-CITI Training Completion (required prior to submission):      


	Other Personnel Involved with Handling Animals (use additional space as needed): 

	For Each, Provide Name:
	     

	Position/Title: 
	     

	Phone:
	     
	Email Address:
	         

	Date of IACUC-CITI Training Completion (required prior to submission):      


Roles, Qualifications and Training:  Describe the roles, qualifications and training for ALL of the personnel involved in the performance of this protocol. This includes training for specific surgical procedures.  [Use as much space as needed.]

     
B.
Rationale for Animal Use:  The following four questions are mandated under the Animal


Welfare Act Regulations.  [Use as much space as needed for each question.]

1.
Summarize the purpose and importance of the proposed animal use/study in lay terms.


     

2.
Justify why an animal model is needed instead of non-animal models.



     

3.
Address the appropriateness of each of the species of animals to be used.


     
4.
Justify the numbers of each of the species of animals to be used.  Sample size should be


clearly indicated for each experimental trial, and all sample sizes must be justified in


accordance with relevant publications in the field of study (include references) or from


statistical power analysis.


     
C.
Description of Animal Use:  (Attach additional pages if more than 3 species are used in the 
protocol.)

	
	Species A
	Species B
	Species C

	1.  Animal species to be used:
	     
	     
	     

	2.  Total number to be used per year:
	     
	     
	     

	3.  Total number for entire project:
	     
	     
	     


4. Location of animal housing (building and room):      
5. Location of procedural room(s) including building if different from above:      
6. Assessment of animal pain and/or distress.  Number of animals used on this project.


(Complete all that are applicable and please account for all animals listed above)

	
	Species A
	Species B
	Species C

	Class B:  No. of animals bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery, not yet used for such purposes.
	     
	     
	     

	Class C:  No. of animals to be used in procedures with minimal, momentary, or no pain or distress.
	     
	     
	     

	Class D:  No. of animals, which will undergo painful or distressful procedures but will receive appropriate anesthetics, tranquilizers, or analgesics to alleviate pain and/or distress.
	     
	     
	     

	Class E:  No. of animals experiencing pain and/or distress without alleviation.
	     
	     
	     


7. Alternatives:  All painful or distressful protocols require a written narrative description



of the methods and sources (see USDA Policies 11 and 12 at



http://www.aphis.usda.gov/ac/polmanpdf.html) used to determine that alternatives are



not available.  If any animals experience pain and/or distress whether alleviated or not



you must provide a written narrative description of methods and sources used to



determine that alternative(s) procedures were not available. Attach additional pages if



necessary. If any procedures fall into USDA's Classification D or E, causing more than



momentary or slight pain or distress to the animals, USDA Policy 12 requires that you



must provide a narrative to address all three of the following issues:

a. You have refined potential pain-producing methods as much as possible to


minimize distress.

b.
You have reduced animal use as much as possible without jeopardizing statistical


validity.

c.
You have considered replacing potential pain-producing methods with other


techniques, (e.g. in vitro techniques, computer simulations, etc.).

     
8. Will the procedures using animals include the following?

	
	YES
	NO
	

	a.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Use of INFECTIOUS AGENTS in live animals.  If "YES", describe safety precautions planned relevant to this project in Part 9 below.

	
	Agent:
	     
	Animal Dose:
	     

	b.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Restraint of unanesthetized or sedated animal(s) for more than 20 minutes.  If "YES", explain including alternatives considered, justification of period of restraint, observation intervals, training of animals to adapt, and criteria for removal from study in Part 9 below.

	c.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Study of STRESS, PAIN, or ALTERED BEHAVIOR in animals.  If "YES", explain in Part 9 below.

	d.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	NEOPLASIA in live animals.  If "YES", explain procedures in Part 9 below.

	e.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Genetically modified animals.  If “YES”, explain enhanced monitoring and reporting

	f.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	SURGICAL PROCEDURE in any animal.  If "YES", explain experimental design in Part 9 and complete section D completely below.

	g.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	MORE THAN ONE SURGICAL PROCEDURE in any animal.  If "YES", explain experimental design in Part 9 below.

	h.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	DIETARY MANIPULATION, e.g. caloric restriction, specific constituent restriction. If "YES”, explain in detail how animals will be monitored including maintaining records of body weight and food/fluid restriction in Part 9 below.

	i.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	IMMUNIZATION. Describe antigen, adjuvant, route of immunization in Part 9 below.

	j.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	ENVIRONMENTAL STRESS, e.g. cold, noise, forced exercise, etc.  If "YES", explain in detail in Part 9 below.

	k.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	BEHAVIORAL STUDIES. If "YES", explain in Part 9 below.

	l.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	BREEDING COLONY. If "YES", explain in Part 9 below.

	m.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	TRAUMA. If "YES", explain in Part 9 below.

	n.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	PHYSIOLOGICAL MEASUREMENTS.  If surgery is included, see Part 3 above and describe protocol in detail in Part 9 below.

	o.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	PHARMACOLOGY/TOXICOLOGY.

	
	Agent(s):
	     
	 Dose(s):
	     

	p.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Are any non-pharmaceutical agents to be introduced into animals?  If “YES” provide the scientific rationale for their use, source, proposed sterilization technique, sterile packaging, labeling and expiration information along with proposed methods to determine efficacy in Part 9 below.

	p.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	EUTHANIZE AND HARVESTING OF TISSUES.  See Part 3 above and describe methodology in Part 9 below.

	q.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Live animal TRANSPORT to/from or HOUSING at any site OTHER THAN SRU ANIMAL FACILITY.  If "yes", contact the IACUC for guidelines.


9. Describe all procedures that will be performed on live animals within each


experimental group.  Indicate number of animals in each group.  If surgical procedures


are to be performed, Section D must also be completed.  Give published references for


all standard procedures.  Use additional space and pages as needed.


     
10. Describe the likely (expected) consequences of the experimental manipulations


performed on the animals, or the physiological manifestations of the genetic


background of the animals, on their health and well-being.  Examples of such 


consequences might include weight loss, loss of mobility, tumor formation, etc.  



     
D.
Description of Surgical Procedures:  Check here  FORMCHECKBOX 
 if NO SURGERY is to be performed.  Post-euthanasia tissue collections do not constitute surgery.

1.    Person(s) responsible for performing surgery:      
Experience or training of surgeon(s) with surgical procedure and animal model

 

     
2. TYPE(s) of surgical procedures:  Number of animals used undergoing surgery on project.  (Please account for all animals that undergo surgery.)

	
	Species A
	Species B
	Species C

	a.
	Surgical procedures will be terminal. Animals will be euthanized under anesthesia when procedure is

completed:
	     
	     
	     

	b.
	Surgical procedures are intended to be non-terminal.  Aseptic or sterile surgical techniques will be used.
	     
	     
	     

	c.
	The experimental plan includes repeated surgical procedures for each animal. 

	     
	     
	     


3. Location where surgery is to be performed (building & room)*:       
*Major survival surgery on non-rodents must be performed in a dedicated operating room.

	4.
	Agents Administered*
	Provide

Agent Name, Dose, Route, and Frequency

	
	Pre-anesthetic agent(s)

       
	     

	
	Anesthetic induction agent(s)
	     

	
	Inter-operative maintenance agent(s)       
	     

	
	Postoperative analgesic agent(s)
	     

	
	Other drugs or agent(s) to be used:      
	     


*All products must be pharmaceutical grade unless use is justified and approved by the IACUC.

5. Description of surgical procedure(s):  [Use as much space as needed to thoroughly

describe procedures.]

     
6.    Description of the postoperative care of animal(s), if any animals were entered into 2b

 or 2c of this section.  (Individual postoperative care records must be maintained for all

 non-rodents.  Group records are recommended for rodent surgical cohorts.)  [Use as

 much space as needed to thoroughly describe both immediate perioperative and long-

 term monitoring plans.  Be sure to describe species-specific parameters of pain and

 distress that your research team will use.  Indicate who will be involved in

 postoperative care and their training.]

      
E.
Disposition of the Animals Following the Study:

Describe in detail the specific clinical, laboratory, or other diagnostic criteria utilized to determine when an experimental animal will be euthanized or removed from a study prior to reaching the experimental endpoint(s) listed in Section C7 above.  In addition, indicate the anticipated frequency of premature removal of animals from the study due to these endpoint criteria.  Examples of such criteria are a weight loss >20%, intractable or uncontrollable pain or distress, indicators that an animal is failing to thrive, etc.  [Use as much space as needed to thoroughly describe.]

                
	YES
	NO
	Upon completion of this project, all animals will be euthanized.  If "NO", describe the fate of the animal(s).  (Please note that no animal may be given away without permission from IACUC).

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	



     
All protocols (regardless of answer to above question) must include euthanasia plan in case

euthanasia becomes necessary.  Euthanasia must comply with the standards of the AVMA

(see http://www.avma.org/issues/animal_welfare/euthanasia.pdf).
	Methods(s) of euthanasia:


	     
	Dose:
	     

	Route of administration:
	     


Individuals(s) responsible for administering euthanasia and their training:


     
If animals must be euthanized and you can not be reached by the veterinarian what

disposition should be performed on this animal's carcass, (e.g. frozen, incinerated)?

         
Which tissues from euthanized animal(s) will be available for utilization by other

investigators?


     
F.     Investigator's Assurance Statements:

The information I have supplied above is a complete and accurate description of all

procedures involving live animals in this project.  I have taken appropriate measures to

ensure that I am using the minimum number of animals to achieve my goal and that I am 

not unnecessarily duplicating known results.  I assure that all personnel under my direction

will be appropriately trained prior to handling animals.  I agree to abide by the animal care

and use policies of this institution.

I certify that I will notify the IACUC before initiating any significant changes in this

protocol.  I certify that I will notify the IACUC regarding any unexpected results that

impact animals.  Any unanticipated pain, distress, morbidity or mortality will be reported to

the attending veterinarian.

I understand that if I cannot be contacted in the event that animals in this project show evidence of distress, illness or pain, emergency care, including euthanasia if necessary, will be administered at the discretion of the veterinary medical staff. 

For all USDA Classification D and E proposals (see Section C5):  I certify that I have

reviewed the pertinent scientific literature and the sources and/or databases 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.

I certify that I will share a copy of the approved protocol with all personnel identified in

Section C and they will read and understand all elements described for the study.

Signature of Principal Investigator:  ____________________________________________  Date:       
Signature of Principal investigator's Chair or Designee:  ____________________________  Date:       
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