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Protocol Type:
Research
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 Biomedical
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*If this is a teaching protocol, you must attach written documentation as to what is provided to students enrolled in the course informing them of potential personal risk when working with animals (e.g., zoonotic disease, allergens, biohazard exposure, kicks, bites, etc.) and how students are informed of PACUC’s Policy on How to Report Concerns (https://www.purdue.edu/research/regulatory-affairs/animal-research/docs/policies/Whistle%20Blowing%20Policy.pdf).  Students should be told the following: Any concerns about animal use or health can be reported anonymously to the PACUC office by calling the Purdue Hotline, 1-866-818-2620.  They may also email the PACUC office to report concerns at pacuc@purdue.edu.  The Animal Safety Verification Form provided to you for this protocol must also be shared with all students enrolled in your course.

	IACUC Protocol Electronic Submission Instructions:
http://www.purdue.edu/business/coeus/IACUC_Protocols/Investigator_Guide_IACUC/index.html 




1 Study / Project Personnel Qualifications; Veterinary Care Personnel; Animal Care Personnel
1.1
Study / Project Personnel Qualifications.  List the names of all individuals (including yourself as project director and any student volunteers) who will be conducting the procedures on animals.  If no qualification number has been issued, please refer to the PACUC website for information on how to complete an Animal Use Qualification Form (https://www.purdue.edu/research/regulatory-affairs/animal-research/qualification-training.php).  PERSONNEL LISTED IN THIS SECTION MUST MATCH THE PERSONNEL LISTED IN THE INVESTIGATORS/STUDY PERSONNEL TAB IN COEUS WHENEVER POSSIBLE. 

	Name
	Qualification Number
	Specific Procedures Each Person Will Perform (e.g., surgery, injections, blood collection, euthanasia, etc.) PLEASE DO NOT LIST JOB TITLES

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


1.2
Veterinary Care Personnel.  Will Laboratory Animal Program veterinary staff be providing the primary veterinary care for the animals described in this protocol?

YES         
NO   
  *   
*If no, please list the Primary, Secondary, and Tertiary non-LAP veterinarians responsible for providing veterinary care, and contact information. Include Name, Dept., Office Phone, Pager/Cell Phone, and Home Phone.  The LAP veterinary staff must be promptly informed of any unexpected illness, injury, or death, and be kept informed of significant changes in an animal's clinical condition (complete an Animal Health Evaluation Form and call/email LAP promptly). 494-9163 / lapvet@groups.purdue.edu
	


Please describe the method of notification of the non-LAP veterinarian(s) responsible for veterinary care if an animal is found to be ill, injured, or dead during WEEKDAY WORK HOURS. 
	


Please describe the method of notification of the non-LAP veterinarian(s) responsible for veterinary care of an animal is found to be ill, injured, or dead during EVENING, WEEKEND, or HOLIDAY HOURS. 
	


1.3
Will Laboratory Animal Program centrally-managed animal care staff provide daily animal husbandry?  Centrally-managed staff provide care for the following facilities: BIND, HANS, LSA, MJIS, PHAR, PRCE, and many areas within the College of Veterinary Medicine.
YES         
NO   
  *   
 *If others than the centrally-managed animal care staff will be performing husbandry, please list their names in this section.  If none, enter N/A. 
	


2 Justification for Animal Use and Species

2.1
How was it determined that alternatives (e.g., less painful/distressful animal procedures, use of phylogenetically lower species or non-animal procedures) could not be substituted (i.e., why live animals must be used)?  "Alternatives" refers to methods, models, and approaches that result in the reduction of the number of animals used, that incorporate refinements of procedures which result in the lessening of pain or distress to animals, or that provide for the replacement of animals with non-whole animal systems or the replacement of one animal species with another, particularly if the substituted species is non-mammalian or invertebrate.  There must be a written narrative description of the methods and sources which were consulted to determine the availability of alternatives (reduction, refinements, replacement).  

https://www.purdue.edu/research/regulatory-affairs/animal-research/alternatives-three-r.php 
Note:  Any potentially painful/distressful procedures in this project must be added as a keyword used in your literature search in the Protocol Details - Alternative Search Tab in the Coeus record.  DO NOT INCLUDE YOUR KEYWORDS AND DATABASES SEARCHED IN THIS SECTION.  
	



2.1a: 
Justify your choice of species/animal by selecting one or more of the following:


Applicable anatomy, physiology, and/or behavioral processes 




Disease model similar/applicable to humans 




Precedent in the scientific literature 




Target species for agricultural/animal health research 




Other    
 

2.1b:
Supply 1-2 references to support the above justification or an explanation as to how the justification was chosen.
	


2.2
Briefly state the objective(s) for this use of animals.  Use terminology that can be understood by someone with minimal knowledge of the specific scientific area.
	


2.3 Indicate the scientific rationale for the number of animals to be used over the three (3) year approval period of the protocol.  How did you determine the number of animals required?  Your explanation should include the numbers per group, number of groups, power analysis used, number of animals needed for training, etc.  THE TOTAL NUMBER OF ANIMALS LISTED IN THIS SECTION MUST MATCH THE NUMBER GIVEN IN THE COUNT COLUMN IN THE SPECIES/ GROUPS TAB OF COEUS.
	


2.3a
Will you be maintaining a breeding colony (rodents only) as part of this protocol?  
YES ____   

NO ____ 



If yes, please answer the following questions.  If no, continue to question 2.4.

1. How will the colony contribute to the overall objectives of your research and/or teaching activity?

	


2. Please provide an explanation as to why animals from commercial vendor sources are not appropriate and this breeding colony is necessary.
	


3. If breeding is proposed solely to maintain a line for future use, include a discussion about why cryopreservation techniques are not appropriate.

	


2.3b
PACUC Policy states that animals must be weaned at 21 days (see Mouse Housing and Cage Density Policy at https://www.purdue.edu/research/regulatory-affairs/animal-research/policies-guidelines.php).  Will the animals on this protocol be weaned at 21 days?  YES ___
NO ____*


*If no, please state what day animals will be weaned and provide an explanation as to why animals cannot be weaned on day 21.

	


2.4 Check all applicable vendors that will be providing species for this protocol:

         
Animal Science Research & Education Center (ASREC)
     
Client-Owned (VTH Clinic Patients)
     
Commercial Vendor:

Name of the vendor(s)     


     
Direct Farm Purchase:

Name of the farm(s)     


     
Humane Society:

Name of the humane society     


     
None
     
Other Institution:

Name of the institution     


     
Other Vendor:

Name of the other vendor     


     
Private-Owned (Pets)
     
Sale Barn/Auction:

Name of sale barn/auction     


     
Veterinary Farm Herd
2.5 Enter the following information for all applicable protocol locations:

	
	Animal Housing*
	Animal Procedure Area(s)*
	Surgery(if applicable)

	Building
	
	
	

	Room No.(s)
	
	
	


*If you will need to transport animals between buildings during the course of this protocol or keep animals in your laboratory for greater than 12 hours, please refer to the PACUC policies below.

Animal Transportation Policy: https://www.purdue.edu/research/regulatory-affairs/animal-research/policies-guidelines.php  
Adequate Animal Care in Animal Study Areas:  https://www.purdue.edu/research/regulatory-affairs/animal-research/policies-guidelines.php
2.5a.
If special housing/cage change frequency/husbandry is needed for animals covered under this protocol, please describe the need below.  Examples include: singly housed animals, wire-bottom caging, metabolic caging, gnotobiotic isolators, cage changing frequency beyond the normal one-week period (or more frequent than normal such as for diabetic animals), housing outside the animal facility for greater than 12 hours,* environmental chambers, food provided on bottom of cage, reverse light cycles, housing in pens or cages smaller than recommended in the Guides, special food or water, special bedding, etc.  See the PACUC website for several policies that pertain to this question. 

www.purdue.edu/animals. 


https://grants.nih.gov/grants/olaw/guide-for-the-care-and-use-of-laboratory-animals.pdf

https://aaalac.org/about/Ag_Guide_3rd_ed.pdf
* If housing animals outside the animal facility for greater than 12 hours is necessary, you must provide information as to the building and room number the animals will be.
	


2.6
Are Aquatic species being used on this protocol?   YES   

NO    

2.6a
Will the PACUC Standard Operating Procedure for Aquatic Animal Maintenance be followed?  https://www.purdue.edu/research/regulatory-affairs/animal-research/docs/policies/Aquatic%20Animal%20Maintenance%20Standard%20Operating%20Procedures.pdf
	


2.7
Are genetically modified animals (GMA’s) being generated?  YES*  
    NO    


*Must obtain Institutional Biosafety Committee (IBC) approval. Contact 41496 or rwgolden@purdue.edu. 
2.7a
If yes, how will the new lines generated be monitored for conditions that could negatively affect the well-being of the animals? 

	


2.8
Are the animals on this protocol considered critical or irreplaceable?  YES   
  
NO    


2.8a
If yes, how do you plan to preserve the line of this irreplaceable animal (e.g., cryopreservation, etc.)?

	


2.9
Food/Fluid Restriction for Non-surgical Purposes:  Will you be fluid and/or food restricting any animals on this protocol (not for surgery purposes)?  YES   
*   
NO    

https://www.purdue.edu/research/regulatory-affairs/animal-research/policies-guidelines.php  
2.9a
*If yes, describe in detail the amount and duration of such restriction.  This should include how many times an individual animal will be restricted and the recovery period between restrictions.  Body weight on fluid/food restricted animals must be recorded weekly by study personnel.  Written records should be maintained for each animal to document daily food and fluid consumption, hydration status, and any behavioral and clinical changes used as criteria for temporary or permanent removal of an animal from a protocol.  These records should be kept near the animals for LAP veterinary staff accessibility.  Please be sure to utilize the cards/forms located within the animal facility to indicate that your animals are on fluid/feed restriction.
	


2.10
Social Housing: Species should be group housed whenever allowed by the research, teaching, or testing protocol, the availability of appropriate caging, and the compatibility of the animals. Will animals on this protocol be group/social housed at all times?  
YES         
NO   
  *   
*If no, please provide an explanation as to why animals cannot be group/social housed. Please see the approved PACUC Policy on Social and Environmental Enrichment Program for Research and Teaching Animals for specific details (http://www.purdue.edu/research/regulatory-affairs/care-use-of-animals/policies-guidelines.php). 
	


2.11
Environmental Enrichment: Enrichment should be provided to the animals. Will enrichment be provided to the animals covered under this protocol as stated in the PACUC Policy on Social and Environmental Enrichment Program for Research and Teaching Animals (http://www.purdue.edu/research/regulatory-affairs/animal-research/policies-guidelines.php)? Please review the policy before answering this question. 

YES         
NO   
  *   
*If no, specify what alternative enrichment will be provided or provide scientific justification for not providing any environmental enrichment.
	


2.12
Will any endangered and/or wild species be used?
YES         
NO   
     
2.12a
If required, have all necessary permits been obtained?

YES         
NO   
   
N/A   



NOTE:  Please attached a copy of the approved permit(s).

2.13
Complete medical records (surgical and non-surgical) must be maintained and readily available to LAP veterinary staff, PACUC staff, and outside inspectors (for examples/template, contact lapvet@groups.purdue.edu).  Where will these records be kept (building/room)?
	


3
Pharmaceutical Grade Drugs, Non-Pharmaceutical Grade Drugs, and Medical Materials

 See PACUC Policy on Use of Non-pharmaceutical Grade Compounds at www.purdue.edu/animals. 
Please acknowledge by checking the box below:

The FDA publishes the Green Book (veterinary) and the Orange Book (human) databases of approved drugs. Substances listed in these databases are recognized as pharmaceutical-grade. Please use the links to aid in your search.  Also, you may determine whether a particular drug is available by consulting the https://www.fda.gov/animalveterinary/products/approvedanimaldrugproducts/default.htm (Green book) and https://www.fda.gov/drugs/informationondrugs/ucm129662.htm (Orange book).
 As the PI on the protocol I assure, that I have conducted a search on a FDA recognized pharmacopeia to see if there is a pharmaceutical grade equivalent to the compound that I am proposing to use in this protocol.

3.1
Are pharmaceutical grade drugs or chemicals used for this protocol? YES__  NO__  N/A__
3.1a
Are non-pharmaceutical grade drugs or chemicals used for this protocol? YES__  NO__ N/A__
3.1a.1
If yes, please provide justification for using the non-pharmaceutical grade drug or compound (e.g., necessary to meet scientific goals, need to replicate methodology, inappropriate concentration or formulation of available pharmaceutical grade, pharmaceutical grade vehicle not appropriate for planned route of administration, non-availability of pharmaceutical grade. Note: cost savings alone is not an adequate justification) 
	


3.1a.2
Describe the steps that will be taken during the preparation of the drug or compound to ensure sterility (e.g., use of filter, sterile diluents, sterile container if appropriate), the appropriate pH as feasible and that an appropriate non-toxic vehicle/diluents will be used. Include proposed shelf life/use by date, labeling method to include drug or compound name, date prepared, expiration date and storage method. 
	


3.1a.3
Describe who (e.g., someone on this protocol, a pharmacist [veterinary or human], etc.) will be responsible for monitoring the drug or compound preparation and use and any relevant experience handling the drug or compound.

	


3.1a.4
Describe the site and route of drug or compound administration. Include potential side effects and adverse reactions. How will any adverse reactions be monitored?  Also include who will be responsible for monitoring the animals and how they have been trained to look for adverse reactions.

	


3.2
Will expired medical materials (see PACUC Policy at:  www.purdue.edu/animals) such as fluids, sutures, catheters, implants, etc. be used in any procedures, to include acute terminal procedures?  YES_____
NO_____

(Note: the use of expired anesthetics, analgesics, euthanasia solutions, emergency drugs, etc. is prohibited even if the procedure is acute/terminal.)
If yes, indicate the type of expired material to be used, the type of procedure for which it will be used (acute/terminal vs. survival), justify the usage and describe how such materials will be clearly labeled and segregated from non-expired materials.
	




4 Non-Surgical Procedures

4.1
Describe the proposed non-surgical use of animals, including pilot studies, using terms that can be understood by those not familiar with your area of expertise.  

	


4.2 Please include a clear, concise, sequential description of the experimental design involving the use of animals that is easily understood.  Please include how/where any surgical procedure(s) may fit into the timeline.

	


4.3 Provide a description of the procedures to be performed on the animals including drugs and chemicals.  THE USE OF EXPIRED DRUGS IS STRICTLY PROHIBITED FROM BEING USED IN AN ANIMAL AT PURDUE UNIVERSITY.  
	


4.4 Include a description of how the procedures performed could have an impact on the animals’ health and well-being.  
	




5 Anesthesia/Analgesia/Pain Relief for Non-Surgical Studies
5.1 Will the animal be subjected to any non-surgical procedure that might cause more than momentary or slight pain or distress (see list below)?  YES    
   
NO    
 

5.1a.  If yes, describe the painful/distressful condition and check all appropriate conditions that apply.  
	


Check all that apply:

___ Toxicity or LD50 tests

___ Tumor/tumor cell implant

___ Painful/noxious stimuli

___ Tissue trauma

___ Death/mortality as an endpoint

___ Infectious agent administration

___ Behavioral or physiological changes

___ Prolonged physical restraint*
___ Study of natural disease/state

___ Other significant incapacitation

*Definition of Prolonged Physical Restraint:  Physical restraint is the use of manual or mechanical means to limit some or all of an animal's normal movement for the purpose of examination, collection of samples, drug administration, therapy or experimental manipulation.  Prolonged physical restraint (lasting longer than 30 minutes) must be scientifically justified and requires prior approval by the PACUC.  The complete PACUC-approved guideline on prolonged physical restraint may be found at:   https://www.purdue.edu/research/regulatory-affairs/animal-research/docs/policies/Physical%20Restraint%20Guideline.pdf  

5.2 Indicate the approximate period of time animals may experience such pain or distress.  

	


5.3 Will anesthetics, analgesics, and / or tranquilizers be used?  Yes   

No   
 (see 5.8)  

5.3a.  If yes, provide the agent(s) used, dose (mg/kg), route, frequency of administration (e.g., times per day) and duration of administration (e.g. days). NOTE: “As needed” is not an appropriate response for this section unless accompanied by a description of the signs that will be used to determine the need for anesthetic, analgesic, and/or tranquilizer administration.  THE USE OF EXPIRED DRUGS IS STRICTLY PROHIBITED FROM BEING USED IN AN ANIMAL AT PURDUE UNIVERSITY.  
	


5.4 Name(s) of veterinarian(s) or other sources consulted in regard to use of drugs listed.  

	


5.5 How do you determine that the animal is adequately anesthetized throughout the non-surgical procedure?  

	


5.6 If anesthetic gases are used, what precautions will be taken to protect personnel?  

	


5.7 Describe the non-surgical post-anesthetic care and monitoring. 

	


5.8 If any animals will undergo non-surgical procedures in which pain or stress is not relieved with the use of anesthetics, analgesics, tranquilizers or euthanasia, justify why pain or distress relief cannot be provided.  

	




6 Surgical Procedures

6.1 Will there be surgical procedures on this protocol?  YES     
    
NO     

(If yes, complete items 6.2-6.15.  If No, go to section 7)  
6.2 Describe the training the surgeon has received to perform the surgical procedures listed on this protocol application.  
	


6.3 Describe the preoperative procedures that will be performed to prepare the animal(s) for surgery (e.g., fasting of animal(s) to include length of fast, withholding of water to include length of time withheld, pre-anesthetic, analgesic or antibiotic administration [include dose in mg/kg and route of administration], catheter placement or other procedures).  
	


6.4 Will the surgery be done aseptically?  YES   
   
NO    
   

6.4a.  If yes, describe aseptic procedures (e.g., include information regarding how instrument/ equipment is sterilized; how animal is prepared such as hair clipping and skin disinfection and use of drapes; and surgeon preparation such as hand scrub, use of sterile gloves, sterile gown, cap, mask).  
	


6.4b.  If no, please provide an explanation.  NOTE: Terminal surgeries greater than 6 hours must be performed using aseptic technique.

	


6.5 Describe any survival and/or non-survival surgical procedures in enough detail such that the PACUC reviewers can determine what procedures are actually being performed.  
	


6.6 Specify anesthetic drugs to be used during the surgical procedures.  Include dosage(s) [in mg/kg of body weight or percent concentration of gases] and route(s) of administration. THE USE OF EXPIRED DRUGS IS STRICTLY PROHIBITED FROM BEING USED IN AN ANIMAL AT PURDUE UNIVERSITY.  
	


6.7 List the name(s) of veterinarian(s) or other sources consulted in regard to use of drugs listed.  
	


6.8 How will you determine that the animal is adequately anesthetized throughout the procedure?  
	


6.9 Will you be using any muscle relaxants or paralytic drugs?  YES     
   
NO    
   N/A   
  
6.9a.  Provide the name(s), dosage(s), and route(s) of administration of these drugs and provide justification for the use of these drugs.  Describe in detail the monitoring procedures (e.g., rise in heart rate, rise in blood pressure) that will be used to determine that sufficient anesthesia/analgesia is present.  Paralytic agents cannot be used without anesthetics and assisted ventilation. 
	


6.10 Describe any physical methods used to support the animal during surgery (e.g., circulating warm water heating pad, electrical heating pad, blankets, fluid administration, etc.)  
	


6.11 Will this surgery involve recovery from anesthesia?  YES    
   
NO    
  
6.11a.  If yes, describe post-surgical care and monitoring.  Include any physical methods used to support animal such as heating blanket and fluid administration. Include frequency of post -procedure observations, how long observation will continue and individual(s) responsible for monitoring animal in immediate postoperative period (until animal can ambulate) and thereafter including after-hours, weekends, and holidays as applicable.  
	


6.11b.  Will sutures or staples be removed from the animal in 10-14 days?  YES    
   NO    
 *
*If no, describe below when they will be removed and provide a justification for removing them earlier or later than the 10-14 days.

	


6.12 Will postoperative analgesics be provided to relieve pain in animals?  YES    
 *  
NO    
 *  
6.12a.  If yes, provide the agent used, dose (mg/kg), route, frequency of administration (e.g., times per day), and duration of administration (e.g., days). NOTE: “As needed” is not an adequate response.  How often will the animal be checked and what signs will be used to determine the need for analgesic administration?  
	


6.12b.  If no, provide a justification for not using postoperative analgesics.  
	


6.13 What post-operative complications can reasonably be anticipated?  How will potential complications be detected, managed, and resolved? List the specific criteria that will be used to decide when to perform euthanasia prior to completion of the study or to otherwise relieve the suffering (e.g., refusal to eat, loss of body weight, tumor ulceration or total burden, health problems refractory to medical intervention, etc.).  https://www.purdue.edu/research/regulatory-affairs/animal-research/policies-guidelines.php   Under Guidelines, “Humane Endpoints for Research and Teaching Animals.”
	


6.14 Describe your planned record keeping (pre-surgical, surgical, and post-surgical).  Include the location at which such records will be maintained that will allow access to LAP, USDA, and PACUC as needed (for both survival and non-survival).  
	


6.15 Will more than one major survival surgical procedure be performed on any one animal?
YES    
*   
NO    
  
PACUC Policy: https://www.purdue.edu/research/regulatory-affairs/animal-research/policies-guidelines.php  
6.15a.  *If yes, justify, in detail, the scientific necessity for performing more than one procedure on an individual animal and describe the interval between the surgeries.  Cost may not be used as scientific justification.  
	




7 Humane Endpoints
NOTE:  The attending veterinarian (AV), or designated veterinary staff for the AV, has full authority to treat or humanely euthanize animals at his/her discretion.  Ideally, this will be done after consultation with the Principal Investigator or responsible member of the research and/or teaching team.  However, the AV or designated staff is NOT required to seek approval from the investigator, the investigator’s department chair, or the animal care and use committee (PACUC) in order to treat or euthanize animals for humane reasons if such actions are judged prudent by the AV or designated staff for the welfare of the animal.
7.1 List the specific criteria that will be used to decide when to perform euthanasia prior to completion of the study or to otherwise relieve the suffering (e.g., body condition scoring, refusal to eat, loss of body weight, tumor ulceration or total burden, health problems refractory to medical intervention, etc.). https://www.purdue.edu/research/regulatory-affairs/animal-research/docs/policies/Humane%20Endpoints%20for%20Research%20and%20Teaching%20Animals.pdf.  Under Guidelines, “Humane Endpoints for Research, Teaching, or Testing Animals.”
	


7.1a
What specific training has been provided to personnel responsible for assessment and recognition of the humane endpoint listed above?

	




8 Animal Disposition
8.1 Will animals be euthanatized?  YES    
 (complete 8.2 - 8.5)  
NO    
 (complete 8.6)  

It should be noted that animals receiving unapproved, experimental drugs cannot enter the food chain.
8.2 Briefly describe the method of euthanasia (specify agents, doses, and routes of administration) and who will euthanize the animals.  
	


8.3 If chemical euthanasia is used, include the method that will be used to assure that the animals will not recover (e.g., monitoring vital signs, secondary physical method of euthanasia, creation of a pneumothorax, etc.).  https://www.avma.org/KB/Policies/Pages/Euthanasia-Guidelines.aspx    
	


8.4 If you are using a physical method of euthanasia (e.g., cervical dislocation, decapitation), justify the need for use of this method.  
	


8.5 Carcass disposition will be done by (check all that are applicable): 
___ Univ. Collection Service

___ Rad. And Env. Management (REM)

___ Animal Disease Diagnostic Lab

___ Donate for Feed (e.g., donation to a rehabilitation center or zoo)
___   Other*
	*Other:  




8.6 Live animal disposition will be done by (check all that are applicable):  




Species



    
  Return to colony
    

    



    

Adoption
    

    



    
  Transfer to another project
    

    





(Submit a PACUC Form 9 for





approval to transfer animals.)



    

Return to wild
      

    



    

Sale (specify below)
      

    



    

Other (specify below)
      

    

	Other:  




9 
Hazards and Occupational Health and Safety

9.1
It is the Principal Investigator's responsibility to inform all personnel, including animal care staff, of potential hazards. Contact Radiological and Environmental Management (765-494-1496) if you have any questions concerning the completion of this section. Note: In most cases, the chemical container label will indicate if the chemical is hazardous. Look for key words like caution, hazardous, toxic, dangerous, corrosive, irritant, carcinogen, etc.  Please check all that apply below:
   

Biohazards / rDNA (see 9.1a below)
   

Fume Hood (see 9.1b below)
   

Hazardous Materials (e.g., Drugs, Chemicals and/or Chemical Compounds, Chemotherapeutic Drugs, Corrosives, Irritants, Sensitizers, Gases, Carcinogens) [see 9.1c below]


Imaging devices (see 9.1d below)


Lasers (see 9.1e below) 


Nanoparticles (see 9.1f below)


Neurotoxins (see 9.1g below)


Radioactive material (see 9.1h below)
 

Reproductive toxins (see 9.1i below)
9.1a
Please list all biohazards/rDNA to be used (NOTE: IBC approval needed and cell lines and biologics must be tested).
	


9.1b
If  fume hoods will be used, are they currently certified by REM (within the last 12 months)?
YES         
NO   
  *

*If no, please contact REM to schedule the hood for certification/recertification prior to use.   
9.1c
Please list all potentially hazardous materials (e.g., scheduled drugs [DEA license required], non-scheduled drugs, chemotherapeutic drugs, chemicals and/or chemical compounds, corrosives, irritants, sensitizers, gases, carcinogens) to be used, regardless of the amount to be used
	


9.1d
Please list all imaging devices to be used.
	


9.1e
Please list all laser devices to be used.
	


9.1f 
Please list all nanoparticles to be used.
	


9.1g
Please list all neurotoxins to be used.
	


9.1h
Please list all radioactive materials to be used (Note: REM approval needed).
	


9.1i
Please list all reproduction toxins to be used. 
	


9.2 
Review the REM webpage for safety requirements for your specific type lab: https://www.purdue.edu/ehps/rem/laboratory/index.php. Based on this review, is any additional training needed for your staff?

YES    
 *
NO     
     


*If yes, what additional training can REM provide?
	


9.3
Have all persons handling animals been made aware of the Animal Exposure Occupational Health Program?

YES         
NO   
*     

*If no, please ask them to contact the Animal Exposure Occupational Health Program at aeohp@purdue.edu for assistance.
9.4
Will Personal Protective Equipment (PPE) standards, as per the PACUC Policy on Biosecurity, Biosafety, and PPE, be adhered to?  (https://www.purdue.edu/research/regulatory-affairs/animal-research/docs/Biosecurity Biosafety and PPE.pdf)
YES         
NO   
*     
*If not adhering to the PACUC Policy on PPE, please provide a justification as to why not, along with an explanation as to what PPE will be utilized.

	


9.5
Describe the hazardous agent(s): Include dose, route, and frequency for treatment, post-mortem handling of animals or tissue, and any other exposure scenario for personnel. If applicable, please submit cell line and biologics test results to the Laboratory Animal Program veterinary staff   (lapvet@groups.purdue.edu) per the PACUC Policy on Testing Cell Lines for Rodent Infectious Agents (https://www.purdue.edu/research/regulatory-affairs/animal-research/docs/policies/Policy for Testing Cell lines.pdf).  If not applicable, enter "NONE."

	


9.6
Describe any special waste and animal disposal requirements (carcinogen, biohazard, radiation, etc.) and how it will be handled.  If not applicable, enter "NONE." 

	


9.7
How will animal care personnel be informed of how to handle contaminated/radioactive animals and their bedding and cages? If not applicable, enter "NONE". (max 2000 characters)

	


9.8
With regard to this protocol and its chemical applications, has the Chemical Hygiene Plan been reviewed by the PI and with each employee and graduate student?

YES     
 
NO    
*     

*If no, please review the plan with all personnel on this protocol.
10 Assurance Statements (You must check all boxes.)

YES         
NO        Does the Principal Investigator assure that the activities proposed in this protocol are in accord and consistent with the NIH Guide for the Care and Use of Laboratory Animals, the FASFAS Guide for the Care and Use of Agricultural Animals in Agricultural Research and Teaching, the Public Health Service Policy on Humane Care and Use of Laboratory Animals, the Animal Welfare Act (as amended), the Purdue University Assurance to the National Institutes of Health, Office for the Protection from Research Risks, and Purdue University Regulations for Animal Facilities and Animal Care as applicable?
YES         NO        Does the Principal Investigator assume responsibility for the conduct of all research, testing, and teaching procedures performed on animals which have been assigned to this protocol?
YES 
  NO        
 Does the Principal Investigator declare that all experiments involving live animals will be performed under his/her supervision or that of another trained scientist listed on this protocol?
YES ____  NO ____ Does the Principal Investigator certify that all personnel having direct animal contact, will be trained in humane and scientifically acceptable procedures in animal handling and research techniques to be used in this project. Does the PI assure that personnel will be allowed adequate time to attend training sessions?
YES _____ NO _____ Does the Principal Investigator assure he/she will provide information to personnel with any animal contact regarding participation in the Occupational Health and Safety Program before the project begins?
YES _____ NO _____ Does the Principal Investigator declare that the information provided in the accompanying protocol is accurate to the best of his/her knowledge. Any proposed revisions to the care and use of animals will be promptly forwarded in writing to the PACUC for approval, including changes in personnel and animal housing/study location prior to implementation of the changes?
YES _____ NO ____ Does the Principal Investigator assure that he/she is aware that any deviations from an approved protocol could result in suspension of the project?
YES _____ NO _____ Does the Principal Investigator understand that emergency veterinary care will be administered to animals showing evidence of pain or illness, in addition to routine veterinary care as described in the LAP Standard Operating Procedures?

YES _____ NO _____ Does the Principal Investigator certify that hazard communication will be provided to all personnel, including animal caretakers, before the project begins?
YES _____ NO _____ Does the Principal Investigator certify that the proposed activities do not unnecessarily duplicate previous experiments?
	IMPORTANT:  Please be certain to upload this file into your CoeusLite Protocol submission when complete.  Go to the “Attachments” screen and upload with the Document Type “Protocol Application Attachment.”


