IACUC Animal Usage and Administrative Review Form



Animal Usage and Administrative Review Form

Submit this form with the initial submission or 3-year renewal.

Form Instructions:
1. This form and all additions must be typed. 

2. Answer all of the questions completely.

3. An [x] is equivalent to a “yes.”  Leave a box empty to indicate “no” or “false.”  

4. Submit the following to the IACUC:

a. Completed Animal Usage and Administrative Review Form

b. Investigator Assurances with P.I. signature and Laboratory Personnel Certification with personnel names and signatures

c. Relevant Appendices as directed in the Project Questionnaire, Question 2

d. 1 copy of all grants and contracts pertaining to this protocol not previously submitted

PLEASE NOTE that incomplete protocols, protocols lacking sufficient detail to permit expeditious review, and improperly formatted protocols will not be scheduled for review by the IACUC.

Appendices (submit relevant appendices as directed in the Project Questionnaire Section):

Appendix A: Surgery/Procedures

Appendix B: Hazards

Appendix C: Genetically engineered animal models and rodent breeding colonies

Appendix D: Tumor Induction

Appendix E: Nonhuman Primate Use

Appendix F: Conscious Physical Restraint

Appendix G: Antibody Production

Useful web sites:

· IACUC Policy Manual: http://ozone.ohsu.edu/research/iacuc/iacucpolicies_2007.doc 

· IACUC Forms: http://www.ohsu.edu/research/rda/forms.shtml#animal 

· IACUC Homepage: http://www.ohsu.edu/research/rda/iacuc/index.shtml 

· The Office of Laboratory Animal Welfare (OLAW): http://grants.nih.gov/grants/olaw/olaw.htm 

· Responsible Conduct of Research (RCR) Education:  http://www.ohsu.edu/research/rda/rcr.shtml 

· USDA Animal Welfare Act, Regulations and Policy Manual: http://www.aphis.usda.gov/ac/publications.html 

· Department of Comparative Medicine (DCM) Home Page: http://www.ohsu.edu/research/rda/cm/index.shtml 

· OHSU Transgenic Core Home Page: http://www.ohsu.edu/research/transgenics/index.shtml 
· ORIO Compliance Record Database: http://ozone.ohsu.edu/research/rda/apps/eirbinfo/index.php 

Animal Usage and Administrative Review Form

Revision Date: 5-14-07
	For IACUC Use Only

	IACUC Chair Signature
	Date


General Information:

	Protocol Information

	Date:
	 
	OHSU IACUC Protocol #:
	

	Protocol Title:
	

	Protocol Type: 
	[   ] Initial
	[   ] 3-year renewal

	
	[   ] Instruction  
	[   ] Research


	Principal Investigator 

	Name:
	
	Work Phone:
	

	Department:
	
	Work Fax:
	

	e-Mail
	
	Cell Phone:
	

	Mail code:
	
	Pager:
	

	Laboratory location:
	Building:                              Room number:

	

	Alternate
 Study Contact 
	After Hours
 Contact

	Name:
	
	Name:
	

	Work Phone:
	
	Home Phone:
	

	Cell/Pager:
	
	Cell/Pager:
	

	E-mail:
	
	E-mail:
	


	Preparer of Form (if different from PI)

	Name:
	
	[   ] Include form preparer for review notification

	Work Phone:
	
	

	E-mail:
	
	


	For IACUC Use Only

	USDA Pain Category:
	

	Veterinarian reviewed:


	Name:

	
	Date:


	Protocol Information

	PI name:
	 
	OHSU IACUC Protocol #:
	


	Project Questionnaire (Questions 1-11):


	1.  Animals Requested 
If using nonhuman primates, complete Appendix E instead of the table below.


· This should include the total number of animals used for this project, including pups, breeders, experimental animals, and animals not used experimentally. 

· Add or delete lines as necessary.

	Species
	Strain
	Sex
	Age/Weight
	Total Number Projected for 3 years

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	TOTAL all animals for 3 years
	
	
	
	


	2.  Protocol Checklist 
Check all that apply to your project.  Where indicated complete the appropriate appendices and attach to your application.


	X
	
	If marked, complete:

	
	Surgical procedures and/or anesthesia
	Appendix A

	
	More than one survival surgery per animal that involves opening a body cavity or causes impairment. 
	Appendix A

	
	Neuromuscular blockers 
	Appendix A

	
	Radioactive materials (including irradiation and x-rays) 
	Appendix B

	
	Recombinant DNA (including viral vectors) 
	Appendix B

	
	Infectious agents 
	Appendix B

	
	Toxic chemicals 
	Appendix B

	
	Breeding colony 
	Appendix C

	
	Transgenic/knockout animals
	Appendix C

	
	Inducement of solid tumor 
	Appendix D

	
	Nonhuman primates 
	Appendix E

	
	Restraint including restraint stress tests (other than routine handling)
	Appendix F

	
	Production of antibodies (mono and/or polyclonal) 
	Appendix G

	
	Death of the animal, rather than euthanasia, as an endpoint (e.g., LD50)
	

	
	Food/water withheld longer than sixteen hours
	

	
	Housing exceptions (including wire bottom cages)
	

	
	Inducement of behavioral stress
	

	
	Inducement of disease state
	

	
	Injection/implantation of biological tissue (e.g., cultured cells, explanted tumors)
	

	
	Non-surgical procedures that may induce stress or pain
	

	
	Nutritional manipulation
	

	
	Withholding analgesics for painful procedure
	

	
	Animals taken to laboratory
	

	
	Overnight housing in laboratory
	


	3.  Funding Source 


Please list all pending or existing funded projects for this protocol with their respective funding agencies.  Please include one (1) copy of all grants and contracts not previously submitted to the IACUC office.  Add or delete rows as necessary.
	Grant Title
	Funding Agency or Department
	Grant #
	Proposed Funding  Dates

	
	
	
	Start
	End

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	4.  Personnel Working on Study 


	
	
	All nonhuman primate animal work will be performed by OHSU West Campus (Primate Center) Division of Animal Resources (DAR) personnel.  

	
	


Please list in the table below the Principal Investigator and all other persons who handle and use animals in this protocol.  Add or delete rows as necessary.  

	Name
	Study Role
	Species
	Tier*
	Description of Training, including date of DCM handling class 

	RCR Completion 

Date

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


	TIER 1
	Participant who has attended the DCM or DAR basic course in rules and regulations regarding animals in research (all species).

	TIER 2
	Participant who conducts minor procedures on animals (rodent anesthesia, basic handling, SQ and IM injections, bleeding using medial saphenous vein, tail vein injection, gavage, specimen collection, and euthanasia).  Participant planning to work with species other than rodents (rabbit, sheep, pig, etc) covering basic handling, injection sites, and sample collection, etc.

	TIER 3
	Participant who conducts advanced animal procedures (all species) in this protocol (surgery, catheterization, anesthetic and surgical procedures and other).


 *   

Comparative Medicine Calendar:  http://www.ohsu.edu/research/rda/cm/calendar/calendar.php 
	5.  If this is a 3-year renewal, please answer the folowing (a-b):


5.a. Provide a brief progress report.

	     


5.b. Was there any unanticipated pain or distress associated with this protocol?  If yes, please explain:

	     


5.c.  How many animals were used in the last 3 years?

	     


	6.  Objectives and Relevance  (a-b)
Use language that could be understood by an average newspaper reader.  Please define acronyms and abbreviations.


6.a. Objectives:  Explain the goal(s) of the research.

	     


6.b. Relevance:  Explain the relevance of the project to human or animal health, the advancement of knowledge, and/or the good of society.

	     


	7.  Alternatives to the Proposed Research (a-e)

	

	7.a.
	
	This research duplicates studies performed previously in your laboratory or by others.  Please justify:

     


	
	
	


7.b.   Provide the rationale for using animals as opposed to tissue culture, clinical human studies, instructional media aids, or other alternative methods.   

	     


7.c.   Provide the scientific rationale for selecting the proposed species in this project.

	     


7.d.   Provide a scientific justification for the number of animals proposed in this project.  All animals must be accounted for and must be the minimum number required to obtain scientifically valid results.  You are strongly encouraged where possible, to use statistical (power) analysis.
	     


7.e.   Complete either 1. or 2. below:  

	1.
	
	This protocol is not subject to USDA requirements. Skip to question 8.  

Please note that OLAW requires you to consider alternatives to procedures which may cause pain or distress, or procedures requiring anesthesia or analgesia for all vertebrate animals (including rats, mice, birds, amphibians, reptiles, and fish).  Documentation of these considerations must be available upon request. 

	
	
	


	                 2.
	
	This protocol is subject to USDA requirements.  (All animals except rats, mice, birds, amphibians, reptiles, and fish are USDA covered animals).



	
	
	


i. Please document that you have searched for alternatives to procedures that may cause pain or distress, or procedures requiring anesthesia or analgesia.  Alternatives include: less-invasive procedures, other species, isolated organ preparation, cell or tissue culture, or computer simulation.

List sources of information (e.g., PubMed):
	     


Keywords used in database search (minimum of 3 keywords):


	


	Date the search was completed:
	

	Years searched (should go back 3 years minimum):
	


ii. Provide a written narrative of the results of your search in a way that the IACUC can easily assess whether the search topics were appropriate and sufficiently thorough.  Address the three R’s (replacement, refinement, and reduction) and explain how you have considered the alternatives or how they are not applicable.

Replacement of animals:

	     


Refinement of experimental procedures to minimize pain or distress:

	     


Reduction in the number of animals:

	     


	8.  Animal Usage (a-j)

	

	8.a.
	
	Animals are taken to investigators’ laboratories.

	

	                         i.  Give location of laboratory and identify who will be responsible for monitoring      
                              animals and providing food and water while outside of DCM facility.
                              

	                         ii.
	
	Short-term (less than 12 hours)

	                         iii.
	
	12 hours or overnight. 

	                         iv.
	
	DCM has inspected and approved this location.

	                         v.
	
	Animals will return to DCM

	
	
	

	         8.b.
	
	Part of this research is done with live animals at another institution.  

	
	

	
	i.   Please explain: 

     


	
	ii. Institution Name: 
	     


	
	OLAW Assurance Number: 
	


	
	- Please attach the IACUC approval notification from other institution.

	
	iii.  There must be a signed agreement between OHSU and any other institution.  Contact the IACUC Coordinator at 503-494-8408 for more information.

	

	8.c.
	
	The animals are exposed to non-standard housing/caging (including wire bottom 
caging), non-standard environmental conditioning, or non-standard feed or water. 



	
	

	
	i.  Please describe and explain how the health of the animals will be monitored. 

     
ii.  If using wire bottom caging for rodents, please justify:

     


	

	8.d.
	
	Food or water will be withheld for more than 16 hours.

Please describe, scientifically justify, and state how often animals will be monitored:

     


	
	

	

	8.e.
	
	Agents will be administered other than for analgesia, anesthesia, or euthanasia.

	
	 Provide a description including the route, dosages, and possible side effects of each agent in the table below.

	Agent Name

Route

Dosages

Side Effects 



	

	8.f.
	
	Animals will undergo surgical or other procedures other than euthanasia that require anesthesia.  Complete Appendix A: Surgery/Procedures Requiring Anesthesia 

	
	

	

	8.g.
	
	Animals will undergo procedures not requiring anesthesia that may cause more than 

momentary or slight pain, distress, or discomfort.  Note: Procedures known to cause pain in humans should be considered painful to the animal subjects.



	
	
	

	                        
	i. Describe procedures for the assessment of pain including objective criteria that will be used to determine when pain relief is needed. 

     


	

	
	ii. Describe any measures, including analgesia that will be used to alleviate pain, distress, or discomfort.

     

	
	


	

	
	iii. List those persons from your lab who will be responsible for assessment and documentation of pain or distress in the animals.

     


	

	        8.h.
	Describe the clinical signs that will be used to determine whether animals need veterinary care or should be euthanized (e.g., weight loss, not eating, body condition, etc.)

     


	
	

	
	

	

	         8.i.
	
	Blood will be collected.  

	
	
	

	
	i.  Please state the blood draw method, frequency, volume, and percentage of blood volume:

     


	

	                        
	ii.  If not following the IACUC Policy for blood collection (found on the web at: http://ozone.ohsu.edu/research/iacuc/iacucpolicies_2007.doc), please justify:

     


	

	8.j.
	
	This project uses dogs and deviates from OHSU Standard Operating Procedures (SOP’s) which are consistent with OHSU’s Policy for Exercise of Dogs (http://ozone.ohsu.edu/research/iacuc/iacucpolicies_2007.doc).

	
	
	

	
	

	
	Describe and justify why exercise of dogs can not be performed.

     



	9.  Animal Deaths (a-e)

	

	9.a.
	
	Animals will be euthanized.  Describe method:

	
	
	     


	

	9.b.
	Scientifically justify any method that is not consistent with the 2000 Report of the AVMA Panel on Euthanasia (http://www.avma.org/resources/euthanasia.pdf) and list personnel trained in this method.

     
Note: The 2000 AVMA Report considers cervical dislocation and guillotine without anesthesia to be conditionally acceptable in some animals. 

	

	9.c.
	Are you doing experiments where you have to determine a dose or treatment that results in the death of some animals (i.e., LD50 studies)?  If so, in the box below, justify why no less extreme endpoint can be used.

     
Note: OHSU IACUC Policy on Tumor Burden and Death as an Endpoint is available at 
http://ozone.ohsu.edu/research/iacuc/iacucpolicies_2007.doc.

	

	9.d.
	Describe what will happen to any animals at the end of the study that are not euthanized.
     



	10.  Biological Materials (a-d)
Note:  For this section, biological materials do not include infectious agents such as viruses, bacteria, infectious proteins or biological toxins.

	

	If biological materials (animal or human products) are to be used in animals (e.g., cell lines, antisera, etc.) answer the following (a-d):

	

	10.a.
	Describe the material:

     


	

	10.b.
	State the source of this material.

     


	

	10.c.
	Describe how the material is made pathogen free.

     


	

	10.d.
	For rodents, 

	
	
	Material to be used has been derived from or passaged in rodents.

	
	
	If checked, IACUC policy requires that this material has been tested for rodent pathogens.  Please attach a copy of the results.


	11.  Methodology


Describe all of the procedures performed on live animals.  For complicated experimental designs, a flow chart, diagram, or table is strongly recommended to help the IACUC understand what is proposed.  

The complete description should include:

a. Number of procedures in the protocol.
b. Number of animals involved per procedure.
c. Number of procedures an individual animal will experience.

	     


Investigator Assurances

BY SIGNING, THE INVESTIGATOR ASSURES THE FOLLOWING:

A. I understand the OHSU Policy, the U.S. Government Principles and relevant portions of the PHS Guide, PHS Policy, and Animal Welfare Act, and I agree to abide by these policies, guidelines and laws in the conduct of all activities involving animals.

B. I certify that the animals’ care, including housing, feeding, and medical care will be in compliance with the IACUC policy. 

C. I will notify the IACUC of any proposed changes in animal care and usage and wait for approval from the IACUC before any changes are implemented.   

D. I agree to promptly respond and furnish information on animal use as requested by the IACUC.

E. I am aware that deviations from an approved protocol, or violations of pertinent policies, guidelines, or laws could result in immediate suspension of the project.

F. I certify that the number of animals proposed for use is the minimum number required to obtain scientifically valid results.

G. I assume responsibility for the ethical conduct of this project and for protecting the welfare of the animal subjects and human participants.

H. I certify I meet the OHSU Principal Investigator Eligibility Requirements as listed on the policy: http://www.ohsu.edu/research/rda/irb/docs/procedures/eligible.pdf. 

I. I certify that all of the individuals who will participate in the procedures performed on animals are qualified and appropriately trained for the species used.  A list of these participants will be provided.  The IACUC will be informed of any new participants prior to allowing participation in the protocol. 
J. I certify that my current laboratory personnel, and any newly hired personnel, involved in this protocol have read all portions of the IACUC protocol, including appendices, and understand the procedures in the protocol and approved endpoints described.  
	Type Name Here
	
	

	Principal Investigator                                                      SIGNATURE
	
	DATE

	Type Name Here
	
	

	Faculty Co-Investigator/Sponsor
             SIGNATURE (if applicable)                                                                                 
	
	DATE


Laboratory Personnel Certification

BY SIGNING, LABORATORY PERSONNEL CERTIFY THE FOLLOWING:
A. I have successfully completed OHSU’s Responsible Conduct of Research (RCR) training.

B. I have read the procedures in this protocol and the approved endpoints described.
C. I agree to follow the procedures and approved endpoints.  
	TYPED NAME
	
	SIGNATURE

	
	DATE

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	

	     
	
	
	
	


Institutional Animal Care & Use Committee (IACUC)





Research Integrity Office





Marquam Hill Campus


ATTN: IACUC


3181 SW Sam Jackson Park Road


Mail code: IACUC


Portland, OR  97239-3098


Fax: 503-494-4664








West Campus


ATTN: IACUC


505 NW 185th Avenue


Mail code: L584


Beaverton, OR  97007








Contact:  Wendy Stang,


                IACUC Coordinator


� HYPERLINK "mailto:iacuc@ohsu.edu" ��iacuc@ohsu.edu�


TEL: 503-494-8408


               


              


              








Contact: Laurie Schweiker,


               � HYPERLINK "mailto:schweike@ohsu.edu" ��schweike@ohsu.edu� �              TEL: 503 690-5210


              











OHSU





IACUC






































� An individual in your lab who can answer questions related to animal health.


� An individual who can make decisions about the care of the animals in this study.





� If you need information regarding training, please contact the OHSU Department of Comparative Medicine (DCM) at 503-494-8425 or the OHSU West Campus Division of Animal Resources (DAR) at 503-690-5213.


� It is not necessary to fill out 2.i and 2.ii if the procedures used do not cause pain or distress and, therefore, there is no need to use anesthetics or analgesics.


� If a co-investigator wishes to use this protocol for funding submission, for research, or for teaching, these assurances must be signed.





� Add or remove lines as needed.  All personnel working on this study as listed in section 4 must sign this certification.
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