
INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE PROTOCOL 

INSTRUCTIONS FOR COMPLETION OF FORM

Federal animal welfare regulations require protocols for all uses of vertebrate animals to be reviewed and approved by the Institution Animal Care and Use Committee. This includes all animal use in PNNL, Toxicology Northwest, and other Battelle facilities in Washington; and animal use initiated by Battelle employees at these locations but conducted at other sites, whether by Battelle employees or others. Ancillary studies from projects already funded, internally funded studies, and those without official funding must be reviewed. Approved protocols are also required for animals used in training, animals held as donors for blood and other tissues, breeding stock, and other animals held on site which are not yet assigned to a specific study protocol.

The “Institutional Animal Care and Use Committee Protocol Review” form should be completed by the principal investigator, signed by the investigator and manager, and submitted to the Attending Veterinarian, JD Penner (K4-10), well in advance of the anticipated submission date of the proposal or anticipated starting date.  In addition to the hard copy please submit an electronic copy to Dr. Penner.  A minimum of two weeks is required for a timely review. Notification will be sent to the investigator, and to Battelle Contract Services, if appropriate, when the protocol is approved.  The protocol must be approved prior to ordering any animals or initiation of any work.
In addition to the information provided on the review form, it is recommended (required by NIH) that technical portions of proposals or applications contain the following information:

· Identification of the species and approximate number of animals to be used.

· Rationale for involving animals, and for the appropriateness of the species and number to be used.

· A complete description of the proposed use of animals.

· Assurance that discomfort and injury to animals will be limited to that which is unavoidable in the conduct of scientifically valuable research, and that analgesic, anesthetic, and tranquilizing drugs will be used when indicated to minimize discomfort and pain to animals.

· A description of the euthanasia method to be used.

· The investigator is responsible for providing information on the review form that is consistent with the proposal and with the actual use of animals in subsequent activities.   Any changes in the use of animals from the protocol submitted must be reported to the Acting Committee Chair JD Penner (K4-10), for review, and Committee approval, prior to initiation of any such changes.
PROTOCOL REVIEW FORM

INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE

BATTELLE RICHLAND

	
	
	
	
	

	Principal Investigator/Study Director Signature
	
	Print Name
	
	Date


Protocol Title:

Sponsor/Client:

(Confidential industrial clients may be identified as “Confidential”)

	Status (Check):  First Review
	
	Continue without change
	
	Continue with change
	


	Period of Protocol:  From
	
	to
	
	(maximum 1 year unless otherwise required)


	Annual Review Date(s) for protocols extending longer than one year:
	
	


	Date of first protocol-driven event:
	
	



	
	
	
	
	

	Signature
	
	Print Name
	
	Date



	
	
	
	
	

	Signature
	
	Print Name
	
	Date


Comments:
INSTITUTIONAL ANIMAL CARE and USE COMMITTEE PROTOCOL REVIEW FORM

To be completed by the investigator
Title of Study:

Principal Investigator(s):


Address:
Telephone Number:


E-Mail:

Person to be contacted if you cannot be reached for questions related to animal health:


Telephone Number:
E-Mail:

Client/Sponsor (may use “Confidential” for industrial clients): 

Battelle/PNNL Contract (Project) Number:

Mark one:
PNNL 1830
PNNL 1831
PNNL LDRD
BTNW
Battelle IRD

Battelle’s contractual representative who will be submitting this proposal (PNNL only):

IACUC approval requested by (exact date if needed in less than 3 weeks):                             .

Projected starting date for animal use (mo/yr):                                    .

Projected ending date for animal use (mo/yr):                                     .

1.
Has this protocol been previously reviewed?  (Y/N)                  If YES, please answer the following:

a.
It is the investigator’s responsibility to notify the IACUC of any animal care or use changes in the research.  Have any changes other than minor procedural refinements been made to the protocol in the last 12 months?  (Y/N)                  If YES, please answer the following:

b.
Have these changes been reviewed and approved by the Committee Chair?  (Y/N)           .

c.
If this is a three year renewal, please provide a brief progress report for the last three years, including the number of animals used.  

2.
What is the focus of the study? (Chemical name, drug name, device, etc.)  

3.
Will there be any agent(s) administered other than for analgesia, anesthesia or euthanasia?  (Y/N)_____  If YES please provide a description including the route, dosages and possible side effects.  Sufficient information about the agent(s) must be provided to allow evaluation of potential side-effects and the methods proposed to minimize them.  

4.
Objectives and Relevance:

a.
Explain the goal(s) of this research.  Use language that a person not familiar with this field of science will be able to understand.  

b.
Explain how society will benefit from this study.  Do the benefits justify the use of animals?  

5. 
For each species, give the approximate animal numbers for each category (include extras for health screen, sentinels, to ensure sufficient number in acceptable weight range, etc.) {Note: we are required by the Animal Welfare Act (USDA Policy #17) to submit the following information annually}

	Species
	
	
	
	

	 Category A
	
	
	
	

	 Category B
	
	
	
	

	 Category C
	
	
	
	

	 Category D
	
	
	
	

	Total
	
	
	
	


-Category A: Without Active Use: maintaining breeding or production colonies.

-Category B: Non-Painful/Non-Stressful Use: post-mortem tissue harvesting; studies causing no pain or distress; and procedures causing only transitory discomfort such as: venipuncture; non-irritating administrations; food or water deprivation or restraint for a few hours; noxious stimuli with means to escape; and the use of low-inflammatory adjuvant.

-Category C: Painful/Stressful WITH Analgesia/Anesthesia/Tranquilizers: survival or nonsurvival surgery; procedures such as intracardiac bleeding or vascular catheterization performed under anesthesia; inflammatory procedures (administration of Freund’s complete adjuvant) using analgesia; toxicity, carcinogen, or disease studies with moribund euthanasia; Hybridoma ascites production with adequate monitoring and relief; prolonged restraint using tranquilizers.

-Category D: Painful/Stressful WITHOUT Pain or Stress Relieving Measures: severe toxicity, carcinogen, or disease studies; immunization with Freund's adjuvant without analgesics; restraint for more than 8 hours; moderate to severe pain or distress studies.

-Question 10 must be completed for all Category C & D animal use.

6.
Alternatives and Justification:

a.
Provide the rationale for using animals as opposed to tissue culture, computer simulation, instructional media aides, or other alternative methods.  

b.
Provide the scientific justification for selecting the proposed species in this project.  

c.
Provide justification for the number of animals proposed in this project.  If you have used statistical (power) analysis to arrive at this figure please show the analysis.  

d.
Procedures that can cause pain in humans should be considered painful to animals.  Are animals likely to experience pain or distress?  (Y/N)                 If YES please answer the following AND question 10:

 1)
What methods and sources have been checked to determine that there are no reasonable alternatives to activities likely to cause more than momentary or slight pain or distress?  [Ref. USDA Animal Care Policy #12, AWA Section 13(a)(3)(b), & 9CFR,Part 2, Section 2.31 (2)(i)(ii)]  

When a database search is the primary means of meeting this requirement, the narrative must, at a minimum, include: 

a)
the names of the databases searched;  

b)
the date the search was performed;  

c)
the period covered by the search; and  

d)
the key words and/or the search strategy used.  

2)
If the procedure is necessary because of regulatory requirements, please define those requirements.  

7.
Provide a detailed description of how the animals will be used, both pre- and post-mortem.  Include a description of animal groups/treatments, dosages and procedures used in each experimental group.  Sections of the proposal may be attached for additional information but enough detail should be provided in this form for the reviewers to understand all animal use procedures.  

8.
Will any restraint (physical or chemical) procedures be used? (Do not include routine handling periods of fewer than 5 minutes; routine handling would include moving the animal to a new cage, manual restraint for physical or eye examination, manual restraint for drug dosing, clipping fur, etc.  Any use of chemical restraint, e.g. sedation or anesthesia, or physical restraint, e.g. nose-only rodent holder, any restraint device, should be described here) (Y/N)                  If YES please answer the following questions:

a.
Describe the restraint procedure.  

b.
If appropriate, how will the animals be acclimated to the procedure?  

9.
Will any surgical procedure(s) be performed on any of the animals?  (Y/N)                  (If YES, response to question 10 will also be YES.)  If YES please answer the following questions:

a.
If the surgery is to be done by the vendor supplying the animals, give name of vendor and skip questions b. through d.  

b.
Describe the preoperative care (if any) and the procedure for each surgery or other procedure requiring anesthesia.  

c.
If animals will recover from anesthesia, please describe the post-operative care plan, including drugs, dosages and supportive care.  

d.
Give name and qualifications of person(s) who will perform the surgery.  

10.
Are any animals likely to experience pain or distress?  (Y/N)                  If YES please answer the following questions; include any procedures (surgery, for example) for which analgesics and/or anesthetics will be given: 

a.
Approximately how many or what percent are expected to experience pain or distress?

b.
Describe possible clinical signs, severity, and probable mechanism (if not known, give possible mechanisms or attach pertinent literature):  

c.
How and how often will the animals be monitored for pain or distress?  

d.
Will pain or distress be controlled through the use of anesthetics, analgesics, or euthanasia?  (Y/N)                
If NO please provide justification.  

11.
Will there be any in-life collection of blood, other fluids, or tissues?  (Y/N)                  If YES please answer the following questions:

a.
What samples will be taken?  How will they be collected?  

b.
How often will sample collection be repeated in the same animal?  What quantity of fluid or tissue will be collected each time?  

c.
Is the collection terminal?  (Y/N)                .

12.
Are unscheduled deaths anticipated during the study? (i.e. death due to toxicity or moribund removal of an animal suffering test-related or age-related health problems)  (Y/N)                  If YES please answer the following questions:

a.
How many animals are likely to die due to the procedure or exposure or will need to be killed for humane reasons?  For toxicity studies, indicate by exposure level if appropriate.  

b.
What criteria will be used to determine when animals should be killed for humane reasons?  

c.
Who will check for animals that should be killed?  How frequently will the animals be checked?  

d.
If the person monitoring the animals does not have authority to decide when to kill an animal, who will decide? How will they communicate?  
13.
Euthanasia Methods:

a.
List the agent, its concentration, and the route of administration.  If by physical means, describe the procedure. (Use of decapitation or cervical dislocation without anesthesia requires justification)  

b. Give the qualifications and experience of those persons performing euthanasia/terminal sacrifice.  

14.
Housing:

a.
Can the animals be group housed?  (Y/N)                  If NO please provide justification; if animals are not a social species or suitable for group housing, (e.g. certain adult male mice), please provide a statement saying that, further justification is unnecessary:  

b.
Can solid-bottom cages be used for housing?  (Y/N)                  If NO please provide justification:  

c.
Where will the animals be housed?  (Include location, type of cages, number of animals/cage, and environmental conditions)  

15.
Will provision of environmental enrichment for the animals be allowed?  Environmental enrichment is not required for fish studies or field studies.  (Y/N)                  If NO please provide justification for withholding:  

16.
Will another species or study be housed concurrently in the same room?  (Y/N)                  If YES please provide justification:
17.
What feed will be used?  Please be specific (brand name, catalog number, etc).  

18.
Will feed or water be restricted at any time?  (Y/N)                  If YES please provide justification:  

19.
Are there additional procedures that will be done at the time of sacrifice, but initiated prior to death, which have not been previously described? (Perfusion, exsanguination, etc.)  (Y/N)                  If YES please provide a description of the procedures or a list of pertinent SOPs:  

You have my assurance that these planned activities do not unnecessarily duplicate previous experiments.  I will notify the Committee promptly of any significant changes in this protocol by way of a memorandum to the Committee Chair.

________________________________________________                    __________________

Signature of Principal Investigator or Study Director
Date




Manager’s Endorsement:  I have reviewed the proposal that is the basis of this study protocol and endorse its submittal.  I have verified the scientists and technical personnel participating in this protocol are appropriately trained and experienced for conducting these procedures on living animals.








Review by Attending Veterinarian:  I have reviewed the protocol in the context of provisions of the Animal Welfare Act with amendments; the U.S. Government Principles for the Utilization and Care of Vertebrate Animals Used in Testing, Research, and Training; and other statutes and regulations pertaining to animals in research and their humane and appropriate care and use.  I will assure that adequate veterinary care is provided for the animals in this protocol.
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