Southern Wesleyan University Protocol for the Use of Live Vertebrate Animals                                                                                                  

(For ORC Use Only)

IACUC Protocol #:      
 
Date of Approval:          
Signature IACUC Chair: ________________________________________________       Date_________________
Review Assignment:    FORMCHECKBOX 
 Designated     FORMCHECKBOX 
 Full                FORMCHECKBOX 
 Revision       Date                           USDA Regulated Species:   Yes  FORMCHECKBOX 
   No FORMCHECKBOX 
       

IBC Protocol Required     FORMCHECKBOX 
  Yes    FORMCHECKBOX 
No          IBC Protocol #:                   IBC Approval Date:      
       Pain Category:     
· Submit the completed protocol application electronically to the Research Compliance Committee (RCC) Chair, Staci N. Johnson at sjohnson@swu.edu
· Protocol cover page with original signatures must be submitted to the RCC Chair in Gibson 156A
Principal Investigator /Project Manager:         FORMTEXT 

     
  
E-mail:   
Phone:      
PI’s Title:      



College/Department/Unit:      
Campus Address:      


After hours/emergency phone number:       

Other Contact Person:          
E-mail:        
Phone:      
Title:      
 FORMCHECKBOX 
 Faculty       FORMCHECKBOX 
 Staff
  FORMCHECKBOX 
 Other (Specify):      


College/Department/Unit:      
Address:      
After hours/emergency phone number:       

Facility Manager:      
E-mail:      
Phone:      
After hours/emergency phone number:       

Title of Research Project or Course Title:      
As Principal Investigator/Project Manager, I verify that: 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No 
I am familiar with, and will comply with, the Animal Welfare Act Regulations, the Public Health Service Policy, and The Guide for the Care and Use of Laboratory Animals and, if applicable, The Guide for Care and Use of Agricultural Animals in Research and Teaching.

 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No    
I agree to submit in writing any changes in personnel, procedures, or animal numbers involved in this project prior to the implementation of any changes and will notify the RCC regarding any unexpected study results that impact the health and well-being of the animals.

 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No
I have consulted the Veterinarian indicated below, regarding animal wellbeing, appropriate methods of euthanasia, any surgical procedure(s) and/or any other procedures that may result in discomfort, pain and/or distress.

 FORMCHECKBOX 
 John Parrish, DVM, Ph.D., Attending/University Veterinarian, Clemson University   Date:      
 FORMCHECKBOX 
Yes      FORMCHECKBOX 
No
I have consulted with the Facility Manager, if appropriate, and have verified that facilities and equipment to perform the proposed work are available. Date:      
 FORMCHECKBOX 
Yes     FORMCHECKBOX 
No
As the PI, I will be responsible for all personnel/participants and activities conducted under this protocol.  All protocol personnel/participants have completed appropriate animal welfare training.
PI Signature: _____________________________________________________________
 Date: ___________________________

As Department Head/Chair I verify that I am familiar with this protocol and have reviewed it for scientific merit.
Department Head/Chair Signature: ____________________________________________              Date: ___________________________              
(If the Department Head/Chair is the PI of this protocol, the signature of the Department Head/Chair’s direct supervisor or designated alternate is required here.)

Please complete all applicable pages of this protocol application.  If surgical procedures, or use of hazardous agents, are not part of this application check the NO box in questions 1 and 2 below. 
1. Surgical Procedures    Yes  FORMCHECKBOX 
     No   FORMCHECKBOX 
     If yes, complete the Surgical Procedures pages of this application.
        

 FORMCHECKBOX 
Non-Survival Surgery     FORMCHECKBOX 
Survival Surgery     FORMCHECKBOX 
Multiple Survival Surgery
2. Use of Actual or Potentially Hazardous Agents in Vertebrate Animals    Yes   FORMCHECKBOX 
    No   FORMCHECKBOX 

If yes, complete the Use of Actual or Potentially Hazardous Agents in Vertebrate Animals page at the end of this application
	    
	Hazardous Agent(s)

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Recombinant DNA or genetically altered materials

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Biohazard (infectious agents e.g. bacteria, virus, prion, BSL-2 agents, toxins, select agents, human and non-human primate-derived materials)

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Chemicals (highly toxic, carcinogenic [confirmed or suspected], mutagenic, teratogenic,  explosive and Schedule I and II drugs

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Radioactive materials

	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	Nanomaterials


3.
Submission Type
 FORMCHECKBOX 

New     
 FORMCHECKBOX 
  New, but is a continuation of (Previous Protocol Number     )

4.
Classification - Check only one – RESEARCH (collection of data) or TEACHING (education of students) 
 FORMCHECKBOX 

Research/Testing
  FORMCHECKBOX 
  Teaching/Demonstration       


Course Number(s)       

Title(s)      
5.       Funding Source      
     OSP (PPN) tracking number       


Grant Application Title(s):       
6.       Projected Start Date:       
Projected End Date:      
7.    
Qualifications of Personnel:  The Principal Investigator assures all personnel are qualified to perform all procedures indicated below or      personnel will receive appropriate training prior to performing the procedures.
	
	IACUC Animal 

Welfare Training

Completion Date
	MSP Enrollment / Zoonotic Disease Training

Completion Date

	Name:      
	     
	     

	Qualifications:      

	Procedures:      

	If additional training is required, who will perform the training?      

	Name:      
	     
	     

	Qualifications:      

	Procedures:      

	If additional training is required, who will perform the training?      

	Name:      
	     
	     

	Qualifications:      

	Procedures:      

	If additional training is required, who will perform the training?      

	Name:      
	     
	     

	Qualifications:      

	Procedures:      

	If additional training is required, who will perform the training?      

	Name:      
	     
	     

	Qualifications:      

	Procedures:      

	If additional training is required, who will perform the training?      

	Name:      
	     
	     

	Qualifications:      

	Procedures:      

	If additional training is required, who will perform the training?      



8.
Abstract
Instructions:  PHS policy requires submission of an abstract that includes the items listed below.  The abstract must be written to ensure comprehension by non-scientists (at high-school level) and should be a succinct synopsis of the project.  If possible, the abstract should be limited to one page.  Detailed methodology will be asked for later in the protocol application in item 27.
The RCC understands there are unique differences between research and teaching protocols.  Please provide information to the best of your ability so the RCC will have a clear understanding of the procedures that will take place.  The abstract must include the following:
1. Purpose of doing research or teaching activity 

2. Goals and/or objectives 

3. Hypothesis (for research protocols)  

4. Benefits, Outcome and Results expected


      


Regulatory Requirements for Database Search for Alternatives
The PHS Policy and the AWR’s require investigators appropriately consider alternatives to procedures that can cause more than slight or momentary pain or distress in animals and provide a written narrative of the methods used and sources consulted to determine the availability of alternatives, including replacement, reduction and refinement.  The PHS Policy further requires that the minimum number of animals be used and that non-animal methods be considered.  Alternatives are framed in the context of the 3 R’s, which are; Replacement, or utilizing non-animal models, Reduction of number of animals used, and Refinement, or the elimination or reduction of unnecessary pain and distress in animals.  The 3 R’s must be addressed in the database search

· The following is the definition of alternatives as defined in the AWA policies: Alternatives, or alternative methods, are generally regarded as those that incorporate some aspect of replacement, reduction, or refinement of animal use in pursuit of the minimization of animal pain and distress consistent with the goals of the research. These include methods that use non-animal systems or less sentient animal species to partially or fully replace animals (for example, the use of an in vitro or insect model to replace a mammalian model), methods that reduce the number of animals to the minimum required to obtain scientifically valid data, and methods that refine animal use by lessening or eliminating pain or distress and, thereby, enhancing animal well-being. Potential alternatives that do not allow the attainment of the goals of the research are not, by definition, alternatives.

· USDA inspectors review Animal Use Protocols to ensure compliance with the AWA regulatory requirement to document an appropriate database search for alternative models and to protocol specific procedures that have the potential to cause pain, distress or discomfort.

· To ensure compliance with the AWA regulatory requirement for documentation of an appropriate database search the Research Compliance Committee (RCC) has taken the following steps: 
· Animal Use Protocols, which fall under pain category D or E, will not be reviewed by the RCC without documentation of a current (within 6 months) database search for alternative methods or procedures to minimize pain, distress or discomfort that may result from protocol specific procedures has been obtained by the Principal Investigator.
Documentation of the search in the protocol must, at a minimum, include:

a. The names of the databases searched.  
b. At least two databases must be used. 
c. The date the search was performed.                                                                                                                              
d. The period covered by the search. 







                            
e. The key words and/or the search strategy used – reduction, replacement, and refinement (the 3 R’s) should be included.

· Documentation for federally-mandated animal testing (for example, testing product safety/efficacy/potency) needs only to include a citation of the appropriate government agency's regulation and guidance documents.  Please review current mandating agency guidelines to assure compliance with the most recent testing requirements.  
Pain Category 
Pain Category assignments are made by the Attending/University Veterinarian
Category   B  
Animals being bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery but not yet used for such purposes.  This category is restricted only to animals used for breeding or production.  Manipulations of the animals must be limited to routine husbandry and veterinary practices that do not directly relate to any research or education purpose. 

Category   C
Animals used in teaching, testing, experiments, or research, involving no pain and/or distress and no pain-relieving drugs are used.  

USDA/APHIS Animal Care Policy 11, Painful Procedures, defines a painful procedure as: Any procedure that would reasonably be expected to cause more than slight or momentary pain and/or distress in a human being to which the procedure is applied.

 Database Searches (within 6 months) ARE Required for All Animal Use Protocols Which Fall Under Pain Categories D and E.
Category   D
Animals used in teaching, testing, experiments, research, or surgery, involving accompanying pain and/or distress to the animal and for which appropriate anesthetic, analgesic, or tranquilizing drugs are used.

Category   E
Animals used in teaching, testing, experiments, research, or surgery involving accompanying pain and/or distress to the animal and for which the use of appropriate anesthetic, analgesic, or tranquilizing drugs are NOT used because they would adversely affect the interpretation of the teaching, testing, research, experiment, or surgery.

9.    Database Search – not required for pain category B or C protocols.
List key words: 
      
List databases: 
     
List time period covered by search: 
      

List date of search: 
      

Other sources or references:  
     
What were your findings with respect to alternative methods? 

                 


10.   What is the justification for using live animals rather than alternative means of achieving the research goals? 
                 
11.   Why have you selected the particular species proposed in this project?


     


12.  Provide an explanation of how the numbers of animals to be used were derived. Numbers should be based on scientific and statistical requirements to achieve objectives.  These numbers must be consistent with those stated in the abstract, methods section, and flow sheet.   


     
13.  Duplication Of Research - The Animal Welfare Act requires that the principal investigator provide written assurance that proposed research is not unnecessarily duplicative.  Teaching protocols often duplicate previous work but please explain why the procedure(s) is/are necessary.

Does the proposed research or teaching duplicate any previous work?  
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No 

If yes, provide justification for the need to duplicate previous work. 


     
14. 
Description of Animals (Common Names Required) 
	Common Name
	Breed or Strain
	Location of Holding/Housing
	Total Number

Required for

3 Year Period

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


15.
Are These Transgenic Animals?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

(Unanticipated phenotypes in Genetically Modified Animals (GMO) must be reported to the RCC)
16.
Source of Animals (all sources of animals require veterinary approval)
 FORMCHECKBOX 

Purchased from a commercial vendor 
 FORMCHECKBOX 
   Leased from, or loaned by, an owner/vendor 

 FORMCHECKBOX 

Donated to become Southern Wesleyan University property

 FORMCHECKBOX 

Bred or reared at Southern Wesleyan University
 FORMCHECKBOX 
  Transferred from another protocol; provide protocol number.       
 FORMCHECKBOX 

Captured from wild – a valid scientific collection permit must be obtained prior to beginning this work and maintained throughout the study
seq level0 \h \r0 

seq level1 \h \r0 

seq level2 \h \r0 

seq level3 \h \r0 

seq level4 \h \r0 

seq level5 \h \r0 

seq level6 \h \r0 

seq level7 \h \r0 

 FORMCHECKBOX 
   Other       
17. 
Is This Work a Field Study?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  


 FORMCHECKBOX 
  Animals are held more than 12 hours.
 FORMCHECKBOX 
  Animals are held less than 12 hours.


 a. Live capture and release    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    

                
      Indicate where captured animals will be released. 


            


    
              If release is at a site other than the site of capture, justify.   


          


 b. Non-survival collection  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No   

            
     If YES - How long will animals be held prior to euthanasia?  
                         
c. Live capture for long term maintenance or breeding   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No   
18.
Method of Animal Identification

 FORMCHECKBOX 

Cage Cards

 FORMCHECKBOX 

Ear-Punch/Notch

 FORMCHECKBOX 

Collars

 FORMCHECKBOX 

Leg Bands 

 FORMCHECKBOX 

Tags – Ear/Wing/Other

 FORMCHECKBOX 

Tattoos

 FORMCHECKBOX 

Electronic/Microchip

 FORMCHECKBOX 

Branding (Freeze)

 FORMCHECKBOX 

Other       .

19.
Site of Procedure(s):

a. FACILITY       
AREA or ROOM         

b. FIELD STUDY – Location of study site(s)         Property Owner(s)      

1. Will special housing be needed?  (i.e. single housing, micro-isolator cages, bio-containment facility, quarantine, barn, poultry house, pens, pasture, tank, pond, etc.)


 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No     
If yes, please describe: 

      
2.   Will specialized husbandry or care be needed which would deviate from accepted environmental enrichment and/or other standard care procedures (i.e. separation by sex, age, or weight, restricted or special diets or bedding, special light cycles)?


 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No 
If yes, please describe:  

      
3. Are there any deviations in housing from the Guide for the Care and Use of Laboratory Animals or The Guide for the Care and Use of Agricultural Animals in Research and Teaching?


 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No
 If yes, please describe: 

     
20.     Health Assessment Prior to Initiation of Procedure(s)

How will health status of animals be assessed upon arrival and before initiation of procedure?   (Body temperature, weight, behavior or other species-specific criteria for assessing health status.)


     
21.     Acclimation/Conditioning 


If different from individual facility SOP, specify length of acclimation/conditioning period and justify. 


     
22.
Transportation and Quarantine of Animals  


Will animals require transporting outside the primary housing facility at any time during this project?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

Describe the method of transportation, and provide destination if known.

     

Will animals require housing outside the primary housing facility at any time during this project?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 

If animals are held outside of the primary housing facility for more than 12 hours, please explain.


     

Will animals require quarantine prior to the return to their herd/flock/colony/culture etc.?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No - If yes please provide location and duration of reentry quarantine period.  

     
23.
Describe procedures designed to assure that discomfort, pain and distress to animals will be limited to that which is unavoidable.

Provide a scientific justification if procedures that minimize discomfort, pain and distress cannot be utilized.


     
24.     Humane Endpoints - What criteria will be used to determine a humane endpoint before morbidity and death?   
Depending on the focus of the study and species used, standard endpoints include, but are not limited to, impaired ambulation which prevents the animal from reaching food or water, lack of physical or mental alertness, signs of severe organ or system involvement, weight loss of greater than 20%, unacceptable body score/condition, infection not resolved by appropriate antimicrobials, maximum tumor size greater than 20mm, or other species specific signs of pain or distress.  Specific physiological, hematological or biochemical criteria may be used.  
List objective criteria (appetite, weight, behavior, surgical site, etc.) that will be used to assess animal health and well-being (include criteria to access health, pain, distress and discomfort)?   Include clinical signs or manifestations expected from procedure(s). How often will these criteria be monitored?  

     
What provisions will be made for animals found to be sick or injured?


     

25.    Euthanasia – Veterinary consultation is required for euthanasia procedures.  This must be completed for all protocols.  
Scientific justification is required if the method is not one that is currently recommended by the AVMA Guidelines on Euthanasia.  http://www.avma.org/   
For non-approved/recommended AVMA methods proposed provide justification and cite references.  
For each species included in the protocol:

Euthanasia Method:       
If anesthesia/sedation is to be used prior to euthanasia, list agents, dosage and routes:       
Method to confirm death:       
26.    Final Disposition of Animals 
 FORMCHECKBOX 

Disposal by SWU Science Division
 FORMCHECKBOX 

Returned to wild

 FORMCHECKBOX 

Returned to production/breeding unit

 FORMCHECKBOX 

Sold

 FORMCHECKBOX 

Transferred to protocol number:      
 FORMCHECKBOX 

Slaughter with conformation to the Humane Slaughter Act
Note:  Food animals that have received FDA non-approved/non-permitted compounds (i.e., pharmaceuticals, test substances, etc.), devices, or procedures may not be used for human consumption unless permitted by the Attending/University Veterinarian and approved by the RCC.

 FORMCHECKBOX 
   Burial at a DHEC approved site
 FORMCHECKBOX 

Other:      
27.  Detailed Description of Materials and Methods
The methodology section below must be completed for all Animal Use Protocols so the RCC can fully understand what will happen to the animal(s) from the time of arrival or capture until their final disposition.  
Complete the tables below in 27a and provide a detailed narrative in 27b.
Procedures utilized in the animal use protocol must be described either in the protocol or in a Standard Operating Procedure (SOP) approved by the Attending Veterinarian. 
Where applicable, procedures necessary to create/induce the animal model must be described.  For example, surgical procedures must be described in detail.  Please discuss pre-test conditioning or training, baseline sampling, control and experimental variables (i.e., drug, device, biological, surgical), bio-sampling (i.e., time points, volume, method/route of collection), methods of restraint, analgesia/anesthesia, euthanasia, and all other procedures that require protocol specific manipulations/interactions with the animals to meet the objective of the protocol. Materials and equipment required to complete these tasks (i.e. syringes, needle size, suture, catheter size, imaging equipment, etc.) must be described.  Include clinical signs or manifestations expected from the procedure(s) and include how often these criteria will be monitored.    Please indicate how long animals will be on study.  
For field studies, please include the method(s) of capture, including device(s) to be used, and frequency with which these devices will be checked.  Also provide seq level0 \h \r0 

seq level1 \h \r0 

seq level2 \h \r0 

seq level3 \h \r0 

seq level4 \h \r0 

seq level5 \h \r0 

seq level6 \h \r0 

seq level7 \h \r0 the expected injury and/or mortality rates, precautions used to minimize injury and/or mortality, and indicate what precautions will be taken to reduce non-target captures.  


27a. Complete items 1 through 7 below and provide a detailed narrative in 27b.

Will non-pharmaceutical grade chemical compounds be used?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  

If yes please justify.       


1. Will Experimental Control/Test Substances Be Administered?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

	Substance
	Dosage – mg/kg
	Route 
	Frequency of Use

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     



2. Will Pharmaceutical Agents Be Used?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	
Agent – Trade Name
	Dosage – mg/kg
	Route
	Frequency of Use

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     




3. Pre-Anesthetics, Anesthetics, Analgesics, Sedatives/Tranquilizers:     FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No 

	Agent
	Dosage – mg/kg
	Route
	Frequency of Use

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     



4. Will Ante Mortem Specimens be Collected?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No  
	Specimen (i.e., tissue, fluid) Collected
	Volume
	Frequency
	Method of Collection

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5.  Restraint with Mechanical Devices - Describe device, duration of restraint, conditioning procedures and steps to assure comfort and well being of the animal.  

     
6.  Food and or Fluid Restriction (does not include surgical restriction)   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Describe why this procedure is necessary and the duration of restriction 

      

7. Antibody Production:    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  
8.  Tumor Production   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
No

27b. Materials and Methods Narrative (see instructions above):

     
28.  Flow Chart – To help illustrate and simplify the overview of the study design, please provide a flow chart. (A flow chart must be attached separately to this document)

Surgical Procedures
Reminders:  

· Aseptic techniques must be utilized for survival surgery and prolonged non-survival procedures.

1.
Non-Survival Surgery (In non-survival surgery, the animal is euthanized while anesthetized.)  

 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No


Survival Surgery  (Any surgical procedure where an animal is allowed to recover from anesthesia, regardless of the length of survival period.)  


 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
No


Multiple Survival Surgery  

 FORMCHECKBOX 
Yes (If yes, provide justification for multiple survival surgical procedures)




Justification:       

 FORMCHECKBOX 
No

2.
Site of Housing Prior to and After Surgery

Unit/Facility              ROOM      

Surgery Room

Facility         
ROOM       
3.
Health Assessment (Prior to Surgery)
How will health status of animals be assessed before surgical procedure? (Body temperature, weight, behavior or other species-specific criteria for assessing health status)  

     

Will animals be fasted prior to surgery?

 FORMCHECKBOX 
Yes   How Long?       
 FORMCHECKBOX 
No


Will water be withheld prior to surgery? (Water should not be withheld from rodents.)

 FORMCHECKBOX 
Yes   How Long?       

 FORMCHECKBOX 
No

4. 
Anesthetic Protocol:  (List agents, dosage, routes, frequency of dosing)


Will paralyzing agent be used?



 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No


If yes, provide justification:      
	Agent
	Dose  mg/kg
	Route
	Frequency

	     
	     
	     
	     


What agent(s) will be used as pre-anesthetics?  Include any sedative/tranquilizer, analgesic, antimicrobials, and induction agents.  

	Agent
	Dose  mg/kg or %
	Route
	Frequency

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     



What agent(s) will be used for maintenance of anesthesia?  Include any agents that may be needed for anesthetic/procedural support.  
	Agent
	Dose  mg/kg or %
	Route
	Frequency

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5.          Briefly Describe Surgical Procedure. (Include anticipated duration of procedure from start of anesthesia to recovery.  Be sure to include any details not described in the methodology section) 
 
     
6.   Monitoring. Describe methods to be used to monitor level of anesthesia and condition during surgery.  These should be monitored and recorded at   periodic intervals.  Purposeful movement in response to painful stimuli must be absent before surgical procedure.


 FORMCHECKBOX 
Respiratory Rate


 FORMCHECKBOX 
Heart Rate



 FORMCHECKBOX 
Body Temperature



 FORMCHECKBOX 
Reflexes



 FORMCHECKBOX 
Blood Pressure



 FORMCHECKBOX 
PCV/TP



      

 FORMCHECKBOX 
O2 Saturation - Pulse Oximeter

 FORMCHECKBOX 
O2 Saturation - Blood Gases

 FORMCHECKBOX 
Other(s), specify:      

 FORMCHECKBOX 
EKG



 FORMCHECKBOX 
Capillary Refill Time 

7.   Post-Operative Recovery

a.   What specifically will be monitored post-operatively during anesthetic recovery?  How often will these parameters be monitored?  

     

b.   List name(s) of agent(s), dosage, route, frequency, and duration of agents to be given post-operatively.  

      Include any analgesic, antimicrobials, etc.
	Agent
	Dose  mg/kg
	Route
	Frequency

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


c. After recovery and during experimental study, what criteria (appetite, weight, behavior, surgical site, etc.) will be used to assess animal health and well-being (include criteria to access pain, distress and discomfort)?  How often will these criteria be monitored?  

       
Use of Actual or Potentially Hazardous Agents in Vertebrate Animals
It is the PIs responsibility to inform all personnel, including animal care staff, of potential hazards.
Have or will all persons handling animals been made aware of the hazards involved in this study?                     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
1. Agent Identification:     

	Name of Hazardous Agent
	Agent 1:

     
	Agent 2:

     
	Agent 3:

     
	Agent 4:

     

	Type of Hazard:

· Biological
· Chemical
· Recombinant DNA

· Human or non-human primate

 cells/cell lines or bodily fluids

· Active virus/bacteria

· Attenuated virus/bacteria

Other (specify)     
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No



	Indicate appropriate Risk Group, if applicable.
	     
	     
	     
	     

	Indicate ABSL level (if applicable)
	     
	     
	     
	     

	Storage and disbursement by whom
	     
	     
	     
	     

	Dose/per Kg  to be administered
	     
	     
	     
	     

	Duration of treatment
	     
	     
	     
	     

	Length of time the agent remains a threat to the health of animals or humans working with the animals
	     
	     
	     
	     


2. Biohazard Identification    
2.1   Exposure Risks to Personnel (Check all that apply): 

 FORMCHECKBOX 
 Urine    FORMCHECKBOX 
 Feces    FORMCHECKBOX 
 Saliva    FORMCHECKBOX 
Blood    FORMCHECKBOX 
   Bedding          FORMCHECKBOX 
Aerosols     FORMCHECKBOX 
 Animal Bite/scratch   FORMCHECKBOX 
 Shedding 

 FORMCHECKBOX 
 Contact with lesions on animal   FORMCHECKBOX 
 Penetrating injury from contaminated caging

 FORMCHECKBOX 
 Mucous membrane contact with secretions or excretions   FORMCHECKBOX 
 Other (describe)      
3. Safe Handling Procedures
	3.1 Describe hazardous signage used.
	     

	3.2 Special caging, BSC or other containment equipment.
	     

	3.3 Filter top cage handling procedures, if applicable.
	     

	3.4 Special procedures (e.g. sentinel, microbial testing).
	     

	3.5 Personnel Protection precautions (apparel, equipment, procedures) to be used for animal handling and routine husbandry following exposure.
	     

	3.6  Body-fluid and  human tissue handling (universal precautions, BBP standard adherence)
	     

	3.7 Describe what method will be used to clearly identify animals that represent a biohazard.
	     

	3.8  Describe personnel training (other than on-line IACUC)
	     

	3.9 Special cleaning and disinfection for animal housing and laundry.
	     

	3.10 Type of disinfectant needed for decontamination of work surfaces/equipment.
	     

	3.11 Describe disposal of dead animals, waste, tissues, bedding and contaminated materials.
	     


Other Comments for the Committee:      
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