IACUC Addendum Form



Addendum Form
Submit this form if you wish to make changes to your protocol.  Must be submitted by PI.
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 Addendum Form

b. Investigator Assurances with P.I. signature 

c. Relevant Appendices 

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

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 

Addendum Form

Revision Date:  5/15/07

	For IACUC Use Only

	IACUC Chair Signature
	Date


	Protocol Information

	Date:
	 
	OHSU IACUC Protocol #:
	

	Protocol Title:
	


	Principal Investigator 

	Name:
	
	Work Phone:
	


1.  Is the purpose of this addendum to make changes to personnel?

	


If yes, please complete table for all new personnel.    

	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 demonstration, gavage and specimen collection).  Participant planning to work with species other than rodents (rabbit, sheep, pig, etc) covering basic handing, injection sites, and sample collection, etc.

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


 *   

Comparative Medicine Calendar:  http://www.ohsu.edu/research/rda/cm/calendar/calendar.php 
2.  Is the purpose of this addendum to request replacement of animals of the same strain or substitution of animals of a different strain?  Complete Appendix C.
	


If yes, please briefly describe why the replacement/substitute animals are requested in the box and complete the table below.   

	


	Species
	Strain
	Sex
	Age/Weight
	Total Number replaced/substituted

	
	
	
	
	

	
	
	
	
	


3.  Is the purpose of the addendum to add additional animals of the same or different strain?  If different strain complete Appendix C.
	    


 If yes, briefly describe why in the box and complete the table below.
	


	Species
	Strain
	Sex
	Age/Weight
	Total Number added

	
	
	
	
	

	
	
	
	
	


4.  Is the purpose of the addendum to add a new test substance(s)?

	


If yes, briefly describe the reason for adding the new compound and any expected pain and distress likely to be experienced by the animals for each new test substance in the box and complete the table for each new agent. 
	


	Agent Name
	Route
	Dosages
	Side Effects 

	
	
	
	

	
	
	
	

	
	
	
	


5.  Is the purpose of the addendum to add a new procedure(s) to the existing protocol?

	


If yes, please describe the new procedure(s), provide a rationale for adding the procedure(s) and comment on whether this procedure will change the pain category assigned to this protocol.  If the new procedure(s) has the potential to cause pain/or distress, please describe the nature of the pain and/or distress, the criteria that will be used to assess pain and/or distress, and what will be done to alleviate the potential pain and/or distress in the box.  Please complete protocol checklist.
	


	  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
	


6.  Is the purpose of the addendum to add a new grant?  If yes, please attach copy of grant.

	


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


Research Integrity Office














Contact: Wendy Stang,


               IACUC Coordinator


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


              TEL:  503-494-8408
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� 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.


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