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ANIMAL CARE AND USE APPLICATION FORM
COMMITTEE USE ONLY
	Date of Approval:

	Project/Protocol Number:
	Category:

	Biohazard:      yes / no
	Multiple Surgeries:                             yes / no
	Product Testing:                          yes / no

	Teaching Demonstration:                       yes / no
	Breeding colony:                                yes / no
	Enrichment Waiver:                    yes / no

	Signature of IACUC Chair (or designee):
	
	


To submit, email this application form as an attachment to iacuc@research.buffalo.edu.
Parts 1-13 must be completed for all proposed studies. Parts 14-22 must be completed only as applicable to the proposed study.
This protocol application is the official Institutional record for your research and serves to document its potential value and humaneness.  Therefore, this document must be complete and accurate so that it can stand alone as a full description of your research project.  This application is subject to on-site review by the USDA, AAALAC, and PHS (OLAW).

PART 1. PRINCIPAL  INVESTIGATOR/PROTOCOL OVERVIEW
	Principal Investigator:
	
	Telephone:
	

	Department:
	
	Fax:
	

	Campus/Hospital Address:
	
	Email:
	

	Title(s) of Protocol:
	
	Cell #:
	

	Species to be used for this project:
	


PART 2. PROJECT TYPE  
	2-A.  Type of Project:
	
	New/Initial Project
	
	3-Year Renewal

	2-B.  Funding/Sponsor:
	
	Department Sponsored
	
	University Sponsored Research

	
	
	Externally Sponsored Research (list agencies):
	

	2-C.  Will the data obtained in this project be submitted to the FDA?  (Yes or No)
	


PART 3. PI ASSURANCE STATEMENT
I certify that animal use in this study will be in accordance with animal use regulations and standards of the New York State Department of Health, the United States Department of Agriculture, the Public Health Service, and the University at Buffalo.  Moreover, I certify that pain or discomfort to animals will be limited to that which is unavoidable in the conduct of scientifically valuable research.  To the best of my knowledge, the proposed study does not unnecessarily duplicate any study in the published literature.  In addition, I certify that the use of in vitro, less invasive or painful, or other alternative techniques, have been considered and are described in the protocol.  I have concluded that the species, number of animals and procedures to be used are the most appropriate for the proposed investigation.  As the Principal Investigator, I will be responsible for all work conducted under this protocol.  If there are any changes/revisions to this protocol, I will submit an amendment to the IACUC for review of the changes.  Changes will not be implemented until IACUC approval has been obtained (this includes changes in procedures or personnel involved in this project).
This protocol will include the use of approved controlled substances deemed necessary (if any) by the CMLAF veterinarians should the health and welfare of the animals covered under this protocol require medical intervention outside the scope of the research project.
	Signature of Principal Investigator:
	Sign:

Print name:


PART 4. APPROVAL OF SCIENTIFIC MERIT
Before the IACUC can approve research using animals, the committee must be assured that the proposed research will be reviewed for scientific merit.  It must be reviewed by and have the approval signature of the department chair or his/her designee.

	Signature of Dept. Chair (or designee):
	Sign:

Print name:


PART 5. PERSONNEL
All personnel working with live animals, including the PI, must be listed in the protocol (include the names of all personnel, their role on the protocol, and a brief statement of their qualifications to hold that position). 
5-A.   Indicate the names of emergency contacts and their phone numbers: 

	Name(s):
	Emergency contact’s phone number: 


5-B.  Identify all personnel handling/working with animals for this protocol, including PI, even if their role is only oversight of the project.  Include LAF staff, if appropriate:

	Names
	Phone Number(s)
	Role on Project (Be specific: indicate who will perform surgery, euthanasia, anesthesia, post procedural monitoring, and any other non-surgical procedures.)
	*Qualifications (Indicate relevant training and past experience relative to their role on protocol.)

	
	
	
	


*All personnel must have completed the following:
· Enrolled  into the Occupational Health Monitoring Program

· Attended an LAF Orientation Session for the animal facility where you will be working

· Attended all appropriate labs of the Responsible Care and Use of Laboratory Animals Certification Program
· Completed the online animal training tutorial 

· Reviewed the Occupational Health Education Packet, and 

· Submitted the Qualification Form

Go the IACUC website at www.research.buffalo.edu/iacuc or contact the IACUC office at 829-2752 for forms or to arrange to attend the next regularly scheduled training sessions.  (NOTE: PIs are responsible for notifying the IACUC office of any changes to personnel (additions or deletions) as they occur.)
PART 6: HOUSING
6-A. Housing of animals:  Check off all that apply to this project.
	
	BEB - LAF
	
	BEB - LAF BSL2 
	
	BRB - SPF 
	
	RIA - LAF

	
	Kapoor - LAF
	
	Park - LAF
	
	Hochstetter - LAF
	
	JSMBS - LAF SPF

	
	CTRC - LAF
	
	CTRC - LAF SPF
	
	JSMBS - LAF Conventional
	
	JSMBS - LAF BSL2

	
	JSMBS - LAF BSL3
	
	Other - specify housing location and justify if outside LAF:
	


6-B. Caging
6-B-1.  Check all type of caging to be used.

	
	Group housed

	
	Single housed* – justification required under 6-B-2

	
	Use of wire bottom caging* – justification required under 6-B-2


6-B-2. *Provide justification indicating why animals must be singly housed or why wire bottom caging must be used.  Include duration (how long) animals will be kept in special caging.
	


6-C. Will animals used in the project be immunosuppressed?  Check one.
	Yes
	No

	If yes, briefly describe special environmental conditions to be used, e.g., filter top cages, autoclaved water, food.
	


6-D.  Special care
Will animals need special care beyond normal animal husbandry?  Check one.
	Yes
	No


6-D-1. If yes, briefly describe any special care, food, water, temperature, humidity, light cycle, or bedding requirements.

	


6-D-2.  Indicate who will provide the special care:
	
	Researcher/staff
	
	LAF Staff
	
	Both


6-E.  Enrichment.

The LAF will provide enrichment to all animals.  If enrichment cannot be provided to the animals used under this project explain why. Indicate on the Enrichment Checklist which enrichment items are acceptable to your project.
	


PART 7:  LOCATION OF PROCEDURAL USE OF ANIMALS OUTSIDE THE LAF, SUCH AS PI LABS
7-A. Will you be taking animals outside the LAF for procedural use?  Check yes or no.  If yes, specify the duration.
	Yes
	
	Duration: 
	No
	


If yes, fill in questions 
7-B
 through 
7-E
 as appropriate.
Please note: animals cannot be held in study areas outside of the LAF longer than 12 hours.  Transportation of all animals must comply with standard procedures of the LAF.  Live rodents cannot be transported back and forth from the LAF without prior arrangements with the LAF.
	
	Building
	Room Number
	Length of Stay 
outside of the LAF (# of hours)

	Where are non-surgical survival procedures    performed?
	
	
	

	Where are animals euthanized?
	
	
	

	Where are survival surgical procedure(s) performed? (rats and mice only)
	
	
	

	Where will animals recover following the procedures performed?
	
	
	


7-B. 
7-C.  
7-D.  
7-E.
PART 8. OVERVIEW OF PROPOSED RESEARCH AND/OR TEACHING DEMONSTRATION 
Describe in language that would be clear to a NON-SCIENTIST, the research or educational aim(s)/objective(s) of the project and its significance.  Provide its potential value in obtaining or establishing significant information relevant to the understanding of humans or animals and/or improvement to human or animal health, or achievement of educational objectives. One or two paragraphs would be an appropriate length for the overview.
· Do not provide a description of procedures.

· Clearly state the purpose and question(s) to be studied.

· Define all abbreviations and acronyms.
· If there is more than one aim/objective, they should be stated in numbered sequence.
	


PART 9. ANIMALS REQUESTED FOR THE PROJECT
9-A.  Type and quantity of animals requested for experimental procedures:
	Species

(common name)
	Strain*/Breed
*For mouse strains, use the standardized strain nomenclature from the International Committee on Standardized Genetic Nomenclature
	Age
	Sex
	Estimated Weight
	Number of experimental animals needed for 3 years

	
	
	
	
	
	

	
	
	
	
	
	


9-B.  Animals requested for breeding purposes.

Indicate number for each type of animals needed to establish and maintain the colony(s). The numbers listed should correspond with PART 21 of the application form.
	Species

(common name)
	Strain*/Breed

*For mouse strains, use the standardized strain nomenclature from the International Committee on Standardized Genetic Nomenclature
	Age
	Sex
	Requested Number of Animals for breeding purposed for 3 years – Specify the number of breeders (founders) and the number of progeny needed to maintain colony*

	
	
	
	
	

	
	
	
	
	


*If founders are not needed since colony is already established (renewal application), check here: ________

9-C.  Indicate source of animals other than a commercial vendor.

Refer to Animal Importation/Exportation SOP (1D3)
	Name of other university/institution:
	

	Wild Caught:
	


PART 10. DESCRIPTION OF EXPERIMENTAL DESIGN AND JUSTIFICATION FOR REQUESTED NUMBER OF ANIMALS
Inclusion of a tabular format or flow chart is highly recommended.   All abbreviations should be defined when first used. 
10-A.  Describe the experimental design (not methods or procedures) and specify the number and species of experimental/control animals per group/subgroup in each experiment.  Describe method(s) used to arrive at the number per group and, if appropriate, include an allowance for attrition (model failure).  Include a calculation for how the number of each group of animals was derived.  If this is a renewal application, a synopsis of what aims or portion of the project that has been completed over the previous 3 years should be summarized.  If no work was done, indicate “no work was done on this protocol.”  
Experimental endpoints should be clearly stated.  Committee members should be able to follow the progression of events from experimental initiation to completion (time line) describing the sequence of events for each group of animals.  

Where statistical significance is not expected, explain why these numbers are necessary (e.g., teaching labs, pilot studies, source of tissue, antibody production).  (The IACUC will not accept statements such as, “…our lab can perform one (1) experiment per week so therefore we need 52 animals per year”.
	


10-B.  Indicate the distribution of the number of animals requested in PART 9A/B, and justified under 10-A, according to pain/distress level.
The sum of animals in each category should equal the total number requested.

Animals should be listed only once, in the highest category of pain/distress that they would experience during the entire study. 
	Category B

(Animals being bred, conditioned, or held for use but not yet used for experimental purposes. Please note: this category is not appropriate if tail snips/ear punches are necessary for genotyping.)
	Category C

(No pain/distress due to experimental procedure OR

No more than momentary or slight pain/distress and no use of pain-relieving drugs, i.e.: tail snips; euthanasia; experimental observation under normal conditions; injection of non-toxic material; peripheral blood collection)
	Category D

(Pain or distress appropriately relieved with anesthetics, analgesics and/or tranquilizer drugs, euthanasia, or other methods for relieving pain or distress, i.e. surgery; studies using noxious stimuli from which escape is possible; use of Freund’s complete adjuvant; studies in which animals are expected to become sick)
	Category E

(Pain or distress, or potential pain or distress, that is not relieved with anesthetics, analgesics and/or tranquilizer drugs, euthanasia., or other methods for relieving pain or distress, i.e. toxicity studies; microbial virulence testing; radiation sickness; acute or chronic pain; noxious stimuli from which escape is impossible)

	Example:  100 rats

100 founders and progeny (required to maintain colony)
	Example:  all 400 rats 
	Example:  200 of the 400 rats
	Example:  50 of the 400 rats

	
	
	
	

	
	
	
	


10-C.  List only the procedure(s) used to determine the highest overall pain category indicated in Part 10-B:
	Category B Procedure(s)
	Category C Procedure(s)
	Category D Procedure(s)
	Category E Procedure(s)

	Example statement:

breeding without genotyping
	Example statement:  euthanasia by overdose
	Example statement:

surgical cannulation
	Example statement: 

unrelieved pain (due to the nature of the research)

	
	
	
	

	
	
	
	


PART 11. CONSIDERATION OF ALTERNATIVES
The Animal Welfare Act (AWA) requires investigators to conduct an up-to-date literature search specifically related to the proposed research protocol.  A written narrative must be provided that states alternative procedures have been considered. If alternative procedures are not available and/or are scientifically unacceptable, that must also be stated.

The intent of the questions are to determine whether investigators have adequately considered in vitro techniques, and/or techniques using less sentient animals, or procedures or parts of procedures that produce the least amount of pain or discomfort (i.e., the ethical concepts of the 3Rs - Replacement, Reduction, and Refinement).  
11-A.  Indicate the sources (e.g., Medline, PubMed) and the key words used in your search.  
Your search must be thorough and should identify all possible alternative methods that would serve to identify ways in which you might better achieve the 3Rs.  It is recommended that 2 database sources be used (required for animals under the AWA – USDA regulations) and that the list of keywords includes terms to specifically identify alternative animal or non-animal models (see keyword suggestions below).  A good approach would be to conduct one search using a broad topic database and a second search using a database more specific to the topic.  This strategy would provide both a general overview as well as a more refined view of the topic.
	Database Source 1
	
	Database Source 2
	

	Date Search Conducted:
	
	Span of Years Included in Search:
	

	Keywords Used 
for Searching:
	


 Free Databases available through UBlib that search on the topic of biomedical or biological sciences:
BIOSIS previews

Medline

Pubmed

Science Citation Index Expanded

AGRICOLA*


Cancerlit*
CINAHL*
EMBASE (Drugs and Pharmacology only)*

PsychINFO*


TOXLINE*
NTIS


Altweb* (provides several databases that specifically target literature on alternative methods in animal research - available free on the web http://altweb.jhsph.edu/resources/searchalt/index.html) 
AWIC (Animal Welfare Information Center, www.nal.usda.gov/awic ), online database searches are considered to be the best method by which to conduct a literature search for alternatives.
*limited in topic.

Keywords: Include keywords pertinent to the proposed research topic that would provide the investigator with knowledge of the range of methods used to study their research topic, including the common animal models and the typical animal numbers needed for statistical significance. In addition, searches should include specific terms to identify alternative animal or non-animal models. Specific terms that might help to identify alternative or non-animal models include: alternative*, assay, technique, method, culture (as in cell, tissue, organ), vertebrate, in vitro (method, model, technique), simulation, model, isolated (as in cell, tissue, organ), virtual.  * “alternative” is not a particularly productive term unless the search is focused on the topic of pharmacology and toxicology.
Questions 11-B through 11-D must be answered for each species of animals requested in this protocol based on the literature search as noted under 11-A.

11-B.  State why this (these) species was (were) selected?  What anatomical, physiological or other characteristics/factors were used to select the species?  Lower financial cost is not an acceptable justification for the use of one species instead of another.

	


11-C.  State why a non-animal approach cannot be used for this protocol:
	


11-D.  List each of the proposed procedures described in Parts 14-22 and indicate why the procedure is necessary.  Indicate how pain/distress will be minimized:
	Procedure Name
	Why is it necessary to perform this procedure? 
	How will pain/distress be minimized for this procedure?

	
	 
	

	
	
	


PART 12.  EUTHANASIA
Methods used for euthanasia must be in accordance with the recommendations by the AVMA Panel on Euthanasia.  For each species, indicate method of euthanasia.  If more than one method will be used for a particular species, indicate when each method will be used.  Note:  Even if your study does not involve euthanizing animals, provide a method of euthanasia that you would use in the event of unanticipated injury or illness.
Refer to the AVMA Panel on Euthanasia for further information on acceptable methods.
12-A. Method of Euthanasia
	
	Species
	Anesthetic Agent
	Dose in mg/kg or concentration for inhalants
	Route of Administration

	Overdose with an injectable anesthetic
	
	
	
	

	Overdose with an inhalant anesthetic
	
	
	
	

	Carbon dioxide in chamber
(only indicate species if CO2 used)
	
	CO2
	N/A
	Inhalation

	Cervical dislocation following anesthesia

If no anesthesia is used, provide scientific justification with references:
	
	
	
	

	
	

	Decapitation following anesthesia

If no anesthesia is used, provide scientific justification with references:  
Refer to Guillotine Maintenance at the CMLAF SOP (4A29)
	
	
	
	

	
	

	Exsanguination following anesthesia
	
	
	
	

	Perfusion following anesthesia - Refer to Procedures for Whole Body Perfusion  Fixation of Mice CMLAF SOP (2A12)
	
	
	
	


12-A-1.

12-A-2.

12-A-3.

12-A-4.

12-A-5.

12-A-6.

12-A-7.

12-B. Additional method of euthanasia. 

It is recommended that an additional method of euthanasia be used to ensure death when methods under 12A1, 12A2, and 12A3 are checked off.  Indicate the additional method, e.g., bilateral thoracotomy, cervical dislocation: 
	


12-C.  Specify the method of euthanasia if none of the above are to be used:
	


12-D.  Specify the disposition of animal(s) that are not to be euthanized:
	


PART 13. TISSUE HARVESTING
13-A.  Will tissues be harvested upon completion of study procedures?


	
	Yes
	
	No

	If yes, state which tissues will be harvested:
	


13-B.  Is this a "tissue only" project that involves the removal of tissue from euthanized animals (no other procedures will be performed)? 

	
	Yes
	
	No


If “Yes,” discard the remainder of the application and submit Parts 1-13 only. If “No,” complete Parts 14-22 as relevant to this study.

PART 14. ANTIBODY PRODUCTION
14-A. Procedure
14-A-1.  Will the LAF SOP for antibody production in rabbits be followed?  
For specific information regarding rabbit immunization, please go to the LAF website:  Rabbit Immunization and Blood Collection 
	
	Yes
	
	No
	
	N/A


14-A-2.  In general, it is required that researchers follow the Rabbit Immunization and Blood Collection SOP (2A4). In some instances, however, the nature of the research may require a deviation from the SOP.  If your research requires a deviation from the SOP, you must provide a description of and justification for the deviation.
	N/A
	
	

	Provide a description of and justification for the deviation:

	


14-A-3.  Provide the following information:
	
	Antibody 1
	Antibody 2
	Antibody 3
	Antibody 4

	Species
	
	
	
	

	Polyclonal / Monoclonal
	
	
	
	

	Antigen / Cells
	
	
	
	

	Adjuvant Primer
	
	
	
	

	Route of Administration
	
	
	
	

	Site of Injection
	
	
	
	

	Number of Sites
	
	
	
	

	Volume / Site
	
	
	
	

	Restraint Method
	
	
	
	

	Anesthesia (yes/no)

   If yes:
	
	
	
	

	      Dose (mg/kg)
	
	
	
	

	      Route of Administration
	
	
	
	

	Booster
	
	
	
	

	Frequency
	
	
	
	

	Total Number
	
	
	
	

	Adjuvant
	
	
	
	

	Pre-bleed (yes/no)

   If yes:
	
	
	
	

	     Site
	
	
	
	

	     Volume
	
	
	
	

	Test Bleeds
	
	
	
	

	Frequency
	
	
	
	

	Total Number
	
	
	
	

	Volume / Sampling
	
	
	
	

	Site
	
	
	
	

	Abdomen Primed (yes/no)

   If yes:
	
	
	
	

	     Agent
	
	
	
	

	     Volume Injected
	
	
	
	


14-B. Ascites 
For monoclonal antibody production via ascites production, scientific justification with references must be provided in 11-D (PART 11. CONSIDERATION OF ALTERNATIVES) (e.g., indicate that the in vivo method is necessary since in vitro production methods have been considered and found unsuitable. Provide references.)  Note:  Animals must be sedated for tapping. Only one survival tap is permitted per animal.  The second tap must be terminal.
14-B-1. Will ascites be produced? 

	Yes
	
	No
	


14-B-2  If yes, provide the following:

	Frequency of daily observation
	1x/day
	
	2x/day
	

	How will animals be sedated for tapping
	Indicate agent and dose:

	Indicate fluids administered after 1st tap if 2nd tap will be done
	Indicate fluid and volume:

	Indicate criteria for early euthanasia
	


PART 15.  NON-SURVIVAL SURGERY
Complete PART 15 when animals will be euthanized at the end of the surgical procedure without recovery from anesthesia. 

A separate PART 15 must be filled out for each species.

The IACUC requires that LAF operative reports be submitted to the LAF veterinary staff on the day of surgery for each surgery.  For all non-rodent animals (USDA covered animals), submit an Anesthesia Monitoring/Surgery/Post Operative Report. For rats and mice, submit an Anesthesia Monitoring/Surgery/Post Operative Report.  For forms, go to the LAF website:  http://www.research.buffalo.edu/laf/ and click on “Forms.”
15-A. Indicate species

	


15-B. Surgical medication
	
	Agent
	Dose mg/kg, or concentration for inhalant
	Route of Administration
	Supplemental dose

	Pre-Anesthetic(s)
	
	
	
	

	Anesthetic(s)
	
	
	
	

	Paralytic*
	
	
	
	


*When using a paralytic, a record of the procedures for monitoring the animal's plane of anesthesia is required (e.g., blood pressure and heart rate).  A baseline HR/RR should be established and recorded prior to the administration of the paralytic.  A copy of the monitoring record must be submitted to the LAF veterinary staff at the end of the surgical procedure.  Note: Part 11D must be filled in and include justification for use of a neuromuscular blocking agent. Refer to Protocols requiring the use of neuromuscular blocking agents (paralytics) SOP (2A17)
15-C. Criteria used to assess the level of anesthesia.

    Check all that will be performed AND indicate frequency, e.g., continuously, every 5 minutes.

	
	Respiration Rate
	Frequency:

	
	Heart Rate
	Frequency:

	
	Positive Toe Pinch
	Frequency:

	
	Corneal Reflex
	Frequency:

	
	Color of Mucous Membrane
	Frequency:

	
	EKG
	Frequency:

	
	Other (specify):
	Frequency:


15-D. Supportive care
15-D-1. Supportive care during surgery:  Fluid replacement
	
	YES
	
	NO

	If yes, describe type, volume, rate and route:
	


15-D-2.  Control of body temperature (required).  Describe:

	


15-E.  Describe supportive monitoring while animals are under anesthesia:

	


15-F.  Describe surgical procedure(s):

	


15-G.  Describe experimental procedures while the animal is under anesthesia:

	


15-H.  State length of surgery/anesthesia before euthanasia:

	


PART 16  SURVIVAL SURGERY
A separate Part 16 must be filled in for each species.   
The IACUC requires that LAF operative/post-operative reports be submitted to the LAF veterinary staff on the day of surgery for each surgery for all species.  For all non-rodent animals (USDA covered animals), submit Anesthesia Monitoring/Surgery/Post Operative Report.  For rats and mice, submit an Anesthesia Monitoring/Surgery/Post Operative (rats and mice only) Report.  For forms, go to the LAF website:  http://www.research.buffalo.edu/laf/  and click on “Forms.”
16-A. Indicate species
	


16-B. Surgical prep

Check here if the following procedures for sterile technique (as described below) will be followed:

	
	Yes
	If no, justify:
	

	Indicate method of instrument sterilization:
	


· All survival surgery must be performed using sterile technique. Refer to Rodent Surgery SOP (2A3)
· Animals should be prepped by shaving of incision site(s), wiping site with antiseptic soap, followed by wiping with alcohol, followed by wiping with betadine paint or disinfectant, then draping.

· Sterile instruments must be used.

· For USDA covered animals, surgeon must wear sterile gloves, gown, and mask. Refer to USDA Animal Surgery SOP (2A14)
· Surgery on non-rodents must be conducted in a designated surgical suite intended for that purpose which is maintained and operated under aseptic conditions.
16-C. Pre-operative care
16-C-1.  Pre-operative procedures - Check all that apply
	Pre-physical
	
	No
	
	Yes
	

	Lab tests (e.g., CBC)
	
	No
	
	Yes
	Specify:

	Food fasting
	
	No
	
	Yes
	Duration:

	Water fasting
	
	No
	
	Yes
	Duration:


16-C-2.  Pre-operative medications 
It is recommended that analgesics be provided preemptively or prior to the animal regaining consciousness.
	
	Agent
	Dose in mg/kg Body Weight
	Route of Administration

	Antibiotic(s)
	
	
	

	Analgesic(s)
	
	
	

	Pre-anesthetic(s)
	
	
	

	Other (specify):
	
	
	


16-D.  Surgical anesthesia
	
	Agent
	Dose in mg/kg or concentration for inhalants
	Route of Administration
	When inhalant used, indicate type of anesthetic equipment.  Refer to Delivery of inhalant anesthetics using a Bell Jar SOP if not using an anesthetic machine (2A8)

	Anesthetics
	
	
	
	

	Paralytics*
	
	
	
	


*When using a paralytic, a record of the procedures for monitoring the animal's plane of anesthesia is required (e.g., blood pressure and heart rate). A baseline HR/RR should be established and recorded prior to the administration of the paralytic. A copy of the monitoring record must be submitted to LAF veterinary staff at the end of the surgical procedure.  Note: Part 11-D must be filled in and include justification for use of a neuromuscular blocking agent. Refer to Protocols requiring the use of neuromuscular blocking agents (paralytics) SOP (2A17)
16-E. Criteria used to assess level of anesthesia.
 Check all that will be performed AND indicate frequency, e.g., continuously, every 5 minutes.

	
	Respiration Rate
	Frequency:

	
	Heart Rate
	Frequency:

	
	Positive Toe Pinch
	Frequency:

	
	Corneal Reflex
	Frequency:

	
	Color of Mucous Membrane
	Frequency:

	
	EKG
	Frequency:

	
	Other (specify):
	Frequency:


16-F. Supportive Care
Supportive care (i.e., fluids and body temperature control) must be provided for all recovery surgical procedures.
16-F-1.  Fluid replacement (required).  Describe type, volume, rate and route:
	


16-F-2.  Control of body temperature (required).  Describe:

	


16-G. Surgical Procedure(s)
16-G-1.  Specify surgery, e.g., biopsy, thoracotomy, laparotomy.  
If more than one surgery is to be performed, specify what is performed on each animal.

	


16-G-2.  Will multiple major survival surgery be conducted?
If yes, scientific justification must be provided in 11-D (PART 11. CONSIDERATION OF ALTERNATIVES.)
	
	Yes
	
	No


16-G-3.  Describe each surgery
Include site(s) of incision, operative manipulations, method(s) and layer(s) of closure, suture material, duration of surgery, and time interval(s) between surgeries (if applicable). 
	


16-H. Post-Operative Procedures

Upon completion of surgery, all animals must be monitored at least every 15 minutes until fully awake and ambulatory.  This must be documented on post-operative reports. Refer to Completion of Post-Operative Records SOP (2C3) 
16-H-1.  Post-operative medication
	
	Agent
	Dose in mg/kg
	Route of Administration
	Frequency
	Duration

	Antibiotic
	
	
	
	
	

	Analgesic*
	
	
	
	
	


*Analgesia must be provided.  If analgesia will not be given, scientific justification, with references, must be provided in 11-D (PART 11. CONSIDERATION OF ALTERNATIVES.).
16-H-2.  Describe any anticipated adverse effect(s) and management of adverse effects, including early euthanasia, that you and/or your staff will provide.  Note:  Any significant unexpected adverse effects that occur during the course of this study, that are not described in the protocol, should be reported to the IACUC.  A description of the unanticipated effects and the steps taken to alleviate them must be submitted to the IACUC as an amendment to the protocol.
	


PART 17 A, B, C. ALL OTHER NON-SURGICAL PROCEDURES
A separate Part 17 must be filled in for each species.

Part 17-A – Non-Surgical Procedures

Part 17-B – Collection of Body Fluids

Part 17-C – Behavioral Testing/Conditioning
17-A. Non-surgical procedures

Note: not including collection of body fluids (covered in 17-B) or behavioral testing (covered in 17-C) 

17-A-1. Indicate species
	


17-A-2.  Describe each procedure and/or treatment including drugs/compounds to be administered, their dose, volume(s) given, and route(s) of administration.  For injections, indicate the size needle to be used.
	



17-A-3.  State how often each procedure/treatment will be performed and its duration, e.g., 1x daily for 3 weeks.
	


17-A-4.  Will anesthetic(s) be used?

	
	Yes
	
	No


If yes, provide:

	Agent(s):
	

	Dose in mg/kg or concentration for inhalants:
	

	Route of administration:
	


17-A-5.  Will analgesic(s) be used? 

	
	Yes
	
	No


If yes, provide:

	Agent:
	

	Dose in mg/kg body weight:
	

	Route of administration:
	

	Frequency:
	

	Duration:
	


17-A-6.  Will animals be monitored?

	
	Yes
	
	No

	If yes, indicate how frequently the animals will be monitored and describe criteria to be monitored.
	


17-A-7.  Are any adverse effect(s) anticipated?

	
	Yes
	
	No

	If yes, identify the adverse effect(s) and indicate how you and/or your staff will manage the adverse effect(s).  
	


Note: Any significant unexpected adverse effects that have not previously been described in the protocol, that occur during the course of this study, should be reported to the IACUC.  A description of the unanticipated effects and the steps taken to alleviate them must be submitted to the IACUC as an amendment to the protocol. If weight loss occurs, refer to Treatment of Weight Loss in Research Animals SOP (2D11)
17-A-8.  Provide criteria to be used for early removal from study.

	


17-B.  Collection of Body Fluids (e.g., blood, urine) 
	

	Collection 1
	Collection 2
	Collection 3
	Collection 4

	Species
	
	
	
	

	Fluid(s) to be collected
	
	
	
	

	Volume
	
	
	
	

	Site method
	
	
	
	

	Frequency (e.g., 1x/week)
	
	
	
	

	Duration (e.g., 3 weeks)
	
	
	
	

	Restraint method
	
	
	
	

	Anesthetic (yes/no) 

If yes, agent, dose (mg/kg) and route of administration.
	
	
	
	



Please note:  Part 17-B does not need to be filled in when blood collection is done at time of euthanasia.

17-C.  Behavioral Testing/Conditioning with or without restraint or noxious stimuli.  If restraint is used, 18-B must also be completed.
17-C-1.  Indicate species
	


17-C-2.  Describe the condition or desired behavior.

	


17-C-3.  Describe methods/techniques to be used to train/condition the animal (e.g., acclimation/habituation procedures).
	


17-C-4.  Indicate how often the session(s) will be performed and the duration, e.g., one time a week for 3 months.
	


17-C-5.  Indicate the duration of each session, e.g., 1 hour.

	


17-C-6.  Describe monitoring procedures during behavioral testing.

	


17-C-7.  Describe criteria to be used for assessing the animal's condition during testing/conditioning procedure(s).  
Indicate the criteria to be used for early removal from testing.

	


17-C-8.   Indicate how you will clean and sanitize the testing equipment between uses (e.g., mazes, rotorods, skinner boxes, testing chambers, transport boxes). 
Refer to Sanitation of Research Laboratory Equipment used with Animals SOP (1C7)
	


PART 18 A, B.. SPECIAL CONSIDERATIONS 
A separate Part 18 must be filled in for each species.

Part 18-A – Dietary/Fluid Changes

Part 18-B – Conscious Physical Restraint
18-A. Dietary/Fluid Changes
Part 18-A does not need to be filled in for routine overnight fasting prior to surgery. 
18-A-1. Indicate species
	


18-A-2.  Describe food and/or fluid restriction, supplementation or change.  
Indicate what will be restricted, supplemented, or changed. Refer to Food and Fluid Restriction/Deprivation Guidelines SOP (2D1)
	


18-A-3.  Indicate how long the animals will be exposed to a special diet or water supplementation.
	


18-A-4.  Indicate how long food or water will be restricted.

	


18-A-5.  Indicate how much food (weight in grams) or amount of water (mls) is given per day to the food/water restricted animals.
	


18-A-6.   If restricting food or water, indicate to what standard the percentage of body weight losses of the animals will be compared.  Will pair-fed controls or growth charts be used?

	


18-A-7.  For animals that are food/water restricted, indicate the percentage of body weight at which the animals will be maintained. 

	


18-A-8.  Describe anticipated health changes. 
Note:  Any significant unexpected adverse effects, not previously described in the protocol, that occurs during the course of the study (e.g., unexpected weight loss), should be reported to the IACUC.  A description of the unanticipated effects and the steps taken to alleviate them must be submitted to the IACUC as an amendment to the protocol. 
	


18-A-9.  Indicate the criteria to be used for monitoring for health changes.  Include how often animals will be weighed.

	


18-A-10.  Indicate criteria, including weight loss/gain, used for early removal from study.  
Note: The veterinary staff should be notified as weight loss/gain approaches 10%.  If weight loss reaches 20% animals must either be euthanized or be evaluated by a veterinarian.  Refer to Treatment of Weight Loss in Research Animals SOP (2D11)
	


18-A-11.  Will animals be returned to their normal diet?


	
	Yes
	
	No

	If yes, indicate when:  


18-B.  Conscious physical restraint (Other than routine caging and handling) and exposure to physical agents.
18-B-1. Indicate species:
	


18-B-2.  Describe the method, device, or stimulus:
	


18-B-3.  Describe how the animal will be acclimated to the restraining procedure:
	


18-B-4.  Indicate how often animals will be restrained and the duration of restraint, (e.g., 1x weekly for 3 months):
	


18-B-5.  Indicate how long animals will be restrained per session:
	


18-B-6.  Describe the observation and monitoring procedures during each restraining session:
	


18-B-7.  Describe the criteria to be used for early release from restraint:
	


PART 19 A, B, C. MORBIDITY/MORTALITY STUDIES 
A separate Part 19 must be filled in for each species. Note: Study endpoints must be clearly indicated under 
PART 10
 and justified in Part 11-D.  
Part 19-A – Toxicity studies, induction of disease, LD50 studies
Part 19-B – Tumor Studies

Part 19-C – Monitoring criteria (Include if Part 19-A or 19-B are filled in)
19-A.  Toxicity Studies, Induction of Disease, LD50 Studies.
19-A-1. Indicate species:
	


19-A-2.  Describe the material to be evaluated:
	


19-A-3.  Indicate the dose, volume, and route of administration:
	


19-A-4.  Indicate the frequency and duration:
	


19-A-5.  Describe the health consequences to animals:
	


19-A-6.  Indicate how animals will be monitored*: 
	


*Consult with LAF veterinarians to develop a Monitoring Chart.
19-A-7.  Describe the criteria for early removal and euthanasia:
	


19-B.  Tumor Studies
19-B-1. Indicate species:
	


19-B-2.  Indicate the tumor model:
Indicate whether the tumor will metastasize and if so, to what organs:
	


19-B-3.  Indicate source of tumor(s):
Indicate whether the tumor cells have been tested for pathogens.  If so, provide a copy of the report. 
Refer to Use of Biologic Material in Rodents SOP
	


19-B-4.  Indicate the host strain:
	


19-B-5.  Indicate the method of induction:
(e.g., tumor tissue, cells, virus, carcinogen)
	


19-B-6.  Indicate the route of inoculation:
(e.g., intramuscular, subcutaneous, intravenous, intradermal)
	


19-B-7.  Indicate the sites of inoculation:
	


19-B-8.  Indicate the maximum tumor size and criteria used for early euthanasia*:
	


*Maximum allowable tumor size is 20mm in diameter: Refer to Mouse Body Condition Scoring Chart
19-C.  Monitoring Criteria used to assess an animal's health when Part 19-A or Part 19-B apply:
· The LAF veterinary staff must be consulted when any three (3) symptoms listed below occur.

· A monitoring chart should be developed with the veterinary staff and be submitted with this application.

· Daily logs of your monitoring procedures must be kept in the animal holding room to be available to LAF Veterinary Staff and the IACUC.

19-C-1.   Change in general appearance

Check all symptoms that could possibly occur.
	
	Lack of grooming
	

	
	Swelling

	

	
	Ulcerations
	

	
	Nasal discharge
	

	
	Abnormal posture
	

	
	Rough coat
	

	
	Ocular discharge
	

	
	Tumors (cannot exceed 20mm in diameter)
	Specify size:

	
	Discoloration of fur, urine or feces
	Specify:

	
	Other
	Specify:


19-C-2.   Change in normal respiration

Check all symptoms that could possibly occur.
	
	Rapid
	

	
	Slow
	

	
	Shallow
	

	
	Labored
	

	
	Wheezing
	

	
	Sneezing
	

	
	Other
	Specify:


19-C-3. Change in appetite

Check if this could possibly occur
	
	Change in Appetite
	Specify:


19-C-4.  Change in weight

Check all symptoms that could possibly occur   
	
	<10% weight loss
  
	

	
	10-15% weight loss
	Note:  veterinary staff must be consulted when 10% wt. loss occurs

	
	20% weight loss (maximum allowable)
	


19-C-5.  Change in other physical characteristics

Check all symptoms that could possibly occur   
	
	Hypothermia
	

	
	Hyperthermia
	

	
	Muscle atrophy
	

	
	Bleeding
	

	
	Diarrhea

	

	
	Constipation
	

	
	Infection
	

	
	Blindness
	

	
	Paralysis
	

	
	Other
	Specify:


19-C-6.  Changes in behavior

 Check all symptoms that could possibly occur   
	
	Hyperactivity
	

	
	Hypoactivity
	

	
	Non-responsive
	

	
	Tremors
	

	
	Convulsions
	

	
	Limb lameness
	

	
	Prostration
	

	
	Paralysis
	

	
	Self-induced trauma
	

	
	Spasticity
	

	
	Agitation
	

	
	Impaired ambulation/immobility
	

	
	Increased thirst
	

	
	Increased urination
	

	
	Lethargy
	

	
	Other
	Specify:


PART 20. USE OF INFECTIOUS OR HAZARDOUS AGENTS/SUBSTANCES
Complete Part 20 if you will be using infectious agents, radioisotopes, x-rays, irradiators, lasers, hazardous chemicals, toxins, nano-particles, recombinant DNA, or human cells/fluids.
If using any of the above infectious or hazardous agents/substances, you must obtain prior approval through EH&S.  This may also include review by other University committees, including the Institutional Biosafety Committee (IBC) and the Radiation Safety Committee (RSC).

Please note:
1)  The IACUC cannot approve protocols involving biohazardous substances without prior approval from IBC (Institutional Biosafety Committee), RSC (Radiation Safety Committee), or in consultation with EH&S, as applicable.  
2)  The Laboratory Animal Facility (LAF) cannot allow protocols involving Hazardous Agents/Substances to be initiated without prior approvals from IBC, RSC, or EH&S.
3) Before animals may be purchased, the PI, research staff, and when necessary, the LAF staff must complete the required training for the use and handling of the hazardous substances to be used in the animal research.
4)  Personnel who will be working directly with the hazardous substance should be specifically identified in Part 5.
5)  The LAF Director must be contacted at least 2 weeks prior to initiation of the study when a hazard is involved with animals.
20-A.  Check all that apply:
	
	Infectious – Active virus, bacteria, prion, yeasts, parasites
	
	Radioactive materials

	
	Attenuated virus, bacteria
	
	X-rays

	
	Human cells or fluids
	
	Irradiators

	
	Toxins
	
	Lasers

	
	Hazardous chemicals
	
	Nano-particles

	
	Carcinogens/mutagens
	
	Recombinant DNA/RNA

	
	Tissue fixative (formalin, paraformaldehyde)
	
	CT

	
	MRI
	
	Other (specify in Part 20-B)


20-B.  List agents to be used:
	
	Agent 1
	Agent 2
	Agent 3
	Agent 4
	Agent 5

	Agent(s) to be used:
	
	
	
	
	

	Dose/Concentration
	
	
	
	
	

	Route of Administration
	
	
	
	
	

	Duration of Exposure
	
	
	
	
	

	Frequency of Exposure
	
	
	
	
	


20-C.  The agents listed in 20-B above are hazardous to:

	


	Agent 1
	Agent 2
	Agent 3
	Agent 4
	Agent 5

	Humans
	
	
	
	
	

	Animals
	
	
	
	
	

	Humans and Animals
	
	
	
	
	


Note:  Parts 20-D through 20-J must be addressed separately for each agent listed in Part 20-C.
20-D.  Provide a short description of agent(s) and attach the MSDS when available.

	



20-E.  This agent(s) can be spread by:

	Blood
	
	Saliva/Nasal droplets
	
	Airborne
	

	Feces/ Urine
	
	Does not leave animal
	
	Other (specify):


20-F.  Describe the human health risk associated with this agent(s):
	


20-G.  Describe how this agent(s) will affect the animal:
	


20-H.  Personnel Protective Equipment
Check the personnel protective equipment (PPE) that must be used:

	
	Lab coat
	
	Gloves
	
	Eye protection
	
	NIOSH Certified Respirator

	
	Head Cover
	
	Shoe covers
	
	Face shield
	
	


20-I.  Check who will be responsible for performing animal husbandry

	
	Researcher/staff
	
	LAF Staff
	
	Both - Researcher/staff and LAF Staff


20-J.  Decontamination and disposal
Check all that apply to this protocol.
20-J-1.  The following items are assumed to be contaminated and must be handled only by the researcher or his/her staff.

	
	Cage
	
	Bedding
	
	Animal carcasses
	
	Water Bottle
	
	Stall

	
	Other (specify):
	 

	
	N/A
	 


20-J-2. Cages must be decontaminated before cleaning.  Label cages “for decontamination.” Remove label following decontamination.  Indicate method(s) of decontamination.

	
	Chemical decontamination
	
	Autoclave decontamination 

	
	N/A
	 


20-J-3. Animal carcasses must be labeled and disposed as follows:

	
	Incineration
	
	Bag and autoclave
	
	Biohazardous waste container
	
	EH&S pick up

	
	N/A
	


20-J-4. All contaminated waste (soiled bedding or other animal waste) must be labeled and disposed as follows:

	
	Incineration
	
	Bag and autoclave
	
	Biohazardous waste container
	
	EH&S pick up

	
	N/A
	


PART 21. Breeding of Animals
21-A-1. Justification and record keeping
You are required to keep accurate records of monitoring and maintenance procedures.  The type of recordkeeping will depend on the type of colony to be maintained.  These records will be requested and reviewed periodically by the IACUC, LAF Vet staff, and regulatory agency inspectors.  Please see the LAF Breeding Record Template for a suggested format for breeding colony maintenance records.
21-A-2.  Describe the breeding strategy, including plans for all offspring. A scientific justification for maintenance of the breeding colony must also be provided, e.g., animals are not commercially available. 

The cost of commercially available animals will not be accepted as suitable justification.  For information on the number of rodents that can be housed per cage and trio breeding see Rodent Caging Density SOP
	


21-A-3.  Indicate species/strains and number or animals needed for the breeding colony protocol.
	SPECIES / STRAINS
	A. # of breeders  needed to establish the colony. (list separately male and female)
	B. Anticipated # of offspring per year  
	B1.  # of offspring  per year from “B” needed to maintain the colony
(list separately male and female)
	B2.  # of offspring per year from “B” needed for experiments. 

Include all animals that are genotyped.

(list separately male and female)
	B3. # pre-weaned offspring per year from “B” needed for experiments. Include all animals that are genotyped. (list separately male and female)
	C. Total # of animals needed over a 3-year period to establish and maintain the colony and to use in the experiments.  [This number should = A + (3 x B1)(3 x B2)]

	
	
	
	
	
	
	

	
	
	
	
	
	
	


NOTE: The numbers given under Part 9-B should correspond to (B1 x 3) + A.
21-A-4.  Indicate what will be done with surplus animals (i.e. inappropriate genotype/sex, litter too large, etc.)
	


21-A-5.  Outline the recordkeeping/maintenance program.  
A recordkeeping/maintenance report is required to be submitted annually to the IACUC. Refer to Breeding Record Template
	


21-B.  Genetically manipulated animals
Fill out questions 21-B-1 to 21-B-3.

21-B-1. Indicate the DNA/transgene or gene to be disrupted or that has been disrupted.  Describe the intention of the genetic change to the animal – i.e., how will it affect the animal? 
	


21-B-2.  Provide any anticipated secondary health consequences to the animal and indicate how they will be managed and monitored.  Will the animals be immunosuppressed?
	


21-B-3.  Indicate the method used for monitoring the genotype of the animal, e.g., ear punch, tail snip.  
The procedure(s) must be described in PART 17. Refer to Tail Biopsy in Mice SOP (2A9)
	


PART 22. FIELD STUDIES
22-A.  If research requires state and/or federal permits, indicate the dates they were issued.

	


22-B.  Will animals be captured?
	
	Yes
	
	No



If yes, describe how animals will be captured.  Describe procedures that will be performed (e.g., tagging, blood sampling).

	


22-C.  If animals will be held in captivity for a period longer than necessary to tag or blood sample, describe the care, housing, etc. that will be provided.

	


22-D.  Will animals be observed?
	
	Yes
	
	No


If yes, describe the manner in which animals will be observed.

	


22-E.  Does the research involve interaction with the animals?

	
	Yes
	
	No


If yes, indicate who will interact with the animal(s) and the nature of the interaction.

	


22-F.  Will the proposed research impact the animal’s health and well-being?
	
	Yes
	
	No



Explain:
	


22-G.  Will the proposed research impact the animal’s survival?
	
	Yes
	
	No


Explain:

	


22-H.  Will the proposed research impact the animal’s ability to reproduce?
	
	Yes
	
	No



Explain:
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Comparative Medicine & Laboratory Animal Facilities

Rodent Guide for Environmental Enrichment

PI:_________________

Protocol:____________

Any/All Enrichment, or No Preference: 

   Shepard Shack (Mice)      
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 Shepard Shack (Rats)               [image: image3.jpg]



 Fat rat hut                            [image: image4.jpg]




Shower curtain hook (mice)   [image: image5.jpg]



Mouse Igloo                          [image: image6.jpg]o

Mouse lgloo Fast-Trac. Mouse lgloo Floor
On Mouse lgioo
(lgloo Sold Separately)





Pvc tube (mice)                       [image: image7.jpg]



Rat tunnel                            [image: image8.jpg]





Rat Retreat                         [image: image9.jpg]



NylaBones (Rats)                      [image: image10.jpg]




   
Wood block(Rats, Chinchilla)    [image: image11.jpg]



Sunflower seeds (Rats,mice)    [image: image12.jpg]






Fruity gems(Rabbits)              [image: image13.jpg]
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Cotton pads (Mice)               [image: image15.jpg]



Nestlets (Mice)                  [image: image16.jpg]





Enviro-dry (Mice)                [image: image17.jpg]
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