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Protocol Type: Place X next to type(s) that best describe(s) your protocol

[bookmark: Check1][bookmark: Check2][bookmark: Check3]Research  	|_| 	Teaching	|_|		Field Study	|_|

TRAINING REQUIREMENT
All persons listed on the protocol must complete the general training program “Working with the IACUC” www.ohiou.ed/research/compliance and appropriate species modules prior to approval being issued for this submission.  Persons conducting surgery must complete the aseptic surgery module.  

The primary investigator is responsible for assuring that all persons not listed on the protocol, but who have animal contact, complete the appropriate training modules.


*RENEWAL INFORMATION

a. Is this a renewal of a protocol?
	YES
	

	NO
	



Please note:  Renewal applications must include any addenda approved within the past three years within the text of the renewal application if you wish to continue using those previously approved addenda.

RENEWAL APPLICATION INFORMATION ONLY
If this is a renewal of a previously approved protocol, please complete this section.  If you are submitting a new protocol, move to the next section.

Summarize any adverse events that have occurred during the previous approval period.
	




Summarize use of animals on this protocol during the previous approval period.
	




Provide information on how long the project has been in progress, and a summary of progress to date.
	




Please include a summary of any significant changes to the protocol and the location within the protocol description, e.g. Section IV.a.  Where possible, use highlighting in the body of the protocol to identify new areas.  

	









GENERAL PROTOCOL DESCRIPTION

In a short paragraph, using language understandable by people not familiar with your field of study, summarize the proposed use of animals.   This paragraph must allow the reviewer to understand what you hope to learn, including what benefits are expected from this project. 
	





II. PROTOCOL SPECIFICS (non-field studies)

Provide more specific details regarding the procedures that will be done with the animals in the order they are done during the course of the project.  

	




FIELD STUDY SPECIFICS

If your study includes fieldwork, please provide specific details regarding the studies.  Include any capture methods you will be using in the field.  If you will be restraining the animals in the field provide details about the restraint procedures and the qualifications/training for those doing the restraint.  If you will transport the animals describe the transport methods (i.e. in a cooler in a climate controlled van) you will use.  If any state, federal or local permits are required for the use of the requested species please attach a copy to the protocol form.

	





ANIMAL NUMBERS REQUESTED INFORMATION
a. Provide the following information about the animal numbers being requested: 
Number requested
Species	  Sex	Year 1	Year 2	Year 3
	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



b. For projects using groups of animals, provide a detailed flow chart or other method to clearly explain the numbers used, what procedures are done with which groups, which are euthanized and which are not, if animals are used in more than one experiment and any other information which will assist the committee in assessing the numbers requested.  Please note:  failure to provide sufficient information for requested animal numbers is the most common issue with reviews and can result in approval delays.

	




ANESTHESIA, MEDICATION AND OTHER SUBSTANCES USE

c. Are drugs or other substances administered to the animals as part of this protocol?  If no, you do not need to complete this section.
	YES
	

	NO
	



d. List all analgesics, anesthetics, antibiotics, medications or other drugs used in this protocol in conjunction with a live animal.  Indicate the drug type (anesthetic, analgesic, experimental drug, etc.) You must provide dosages in a volume and method consistent with the species.
Agent (drug)	Dose (e.g. mg/kg)	Route	Frequency	Drug Type
	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



e. Are there any expected toxic or other detrimental effects expected from use of the experimental drugs?  If yes, provide an explanation of the expected side effects and your plan for managing them.
	YES
	

	NO
	



	




III. TISSUE COLLECTION 
a. Will you be performing euthanasia and then collecting tissues?  If yes, this is not considered surgery.  Do not complete the terminal or recovery surgical sections if you only perform euthanasia and collect tissues from the animal after euthanasia.
	YES
	

	NO
	




IV. NON-RECOVERY, TERMINAL SURGERY
a. Will you be inducing anesthesia, conducting procedures while the animal is alive and then performing euthanasia prior to the animal waking up?  If yes, this is a non-recovery, terminal surgery.  Aseptic technique and analgesics must be considered for terminal surgery.  You must complete the aseptic technique and analgesia portion of the protocol.
	YES
	

	NO
	



V. RECOVERY SURGERY
a. Will you be anesthetizing the animal, performing procedures, and then allowing the animal to wake up (even if only for a brief period of time)?  If so, you are performing recovery surgery and must complete this section of the protocol.  Aseptic technique and analgesics must be considered for survival surgery.  You must complete the aseptic technique and analgesia portion of the protocol.
	YES
	

	NO
	



If yes, Place X next to type(s) that best describe(s) your protocol
	Minor recovery (defined as no penetration of major body cavity or surgical alteration resulting in permanent physical impairment)
	

	Major Recovery (defined as the penetration of major body cavity or surgical alteration resulting in permanent physical impairment)
	

	Multiple Recovery (more than one surgery conducted with recovery between, for example harvesting of oocytes in Xenopus sp.)
	



b. What criteria are you using to assess level of anesthesia?  (i.e., respiration rate, corneal reflex, ECG, toe pinch, etc.)  Assure that the method is compatible with the species selected.
	




c. An immediate postoperative monitoring plan is required for the first twenty four hours post surgery.  Postoperative monitoring is required for ALL recovery surgery procedures.  The immediate post operative monitoring plan is normally the responsibility of the investigator. Please note that your postoperative monitoring must include a method of written documentation, and the IACUC may review documentation for immediate post operative monitoring for surgical procedures during inspections.

Who monitors	How often monitored	Criteria used to monitor*
	
	
	

	
	
	


*i.e. blood pressure, pulse, temperature, ability to assume sternal recumbancy, able to eat and drink, etc.

d. A long-term (after 24 hours) post-operative monitoring plan* is required. This plan frequently includes the use of LAR staff to assist with monitoring, but the investigator must also be a participant. Please note that your post-operative monitoring must include a method for written documentation and the IACUC may review documentation for long term postoperative monitoring during inspections.

Who monitors	How often monitored	Monitoring details
	
	
	

	
	
	

	
	
	


*i.e. LAR will monitor daily, investigator will monitor daily or weekly, will monitor for wound healing, wound clip irritation, signs of distress or infection, etc.

SURGERY PROTOCOL INFORMATION
Complete this section if recovery or non-recovery surgery, as indicated above, is a part of this protocol.
e. Surgery locations
Provide the surgery location for all surgeries, both recovery and non-recovery.  If more than one location is used, provide all.
Building	Room Number	Location within room
	
	
	

	
	
	

	
	
	



f. Surgeon Qualifications:
i. List names of personnel with experience performing surgeries, the approximate number of similar surgeries they have performed in the past, and how/where they were trained in the procedure.
Surgeon	# performed	Training
	
	
	

	
	
	

	
	
	



ii. List the personnel who do not have experience performing the surgeries.  Provide a synopsis of the training they will receive, including the name of the instructor, prior to performing the surgery:
Surgeon		Training and name of instructor
	
	

	
	

	
	



g. Aseptic Technique
Aseptic technique is required for all surgical procedures, both recovery and non-recovery unless an exception is granted.  If you do NOT plan to use aseptic technique, provide a justification for why you do not plan to use it.
	




h. Analgesics 
Analgesics should be considered for all surgical procedures, including non-recovery, terminal surgery.  List the analgesics used or provide a justification for not using analgesia. Please indicate if analgesics are used.  If no, provide a justification for why they are not being used.  (List all analgesics in the drug and medication section of the protocol)


	YES
	

	NO
	



If no analgesics are used justify why:
	




ENDPOINT INFORMATION
i. Describe the early removal criteria for your project (i.e. percent body weight loss, tumor size, debilitation, etc.) unless you are using death as the endpoint (animal purposefully dies without early intervention, regardless of animal status, by the investigator or LAR).  Please note – early removal criteria are required unless an exception is granted for protocol purposes.
	




j. If you are using death as an endpoint (animal purposefully dies without early intervention by the investigator or LAR regardless of animal status), provide detailed and sufficient justification below, including justification of why no early removal criteria can be applied to this project.  
	




EUTHANASIA INFORMATION
k. Will euthanasia be performed on all animals at the end of the protocol?
	YES
	

	NO
	


If no, or if not all animals are euthanized, describe the disposition of the animals at the end of the study, i.e. transferred to another protocol, adopted, returned to wild, etc.
	




l. If yes, provide information below regarding euthanasia methods:
Species	Method	Dosage of drug (if applicable)
	
	
	

	
	
	

	
	
	

	
	
	



m. Methods must meet AVMA Guidelines on Euthanasia (see web site for link to the AVMA document).  Please assure that the method requested meets guidelines for the species.
	YES
	

	NO
	


If you wish to use a method not listed, provide a complete description of the method and justification for using a non-approved method:
	




n. Will LAR perform all euthanasia for you?
	YES
	

	NO
	


If LAR is not performing all euthanasia, provide information about the person or persons performing euthanasia:

Name	Years of experience and training (include name of instructor if an Ohio University mentor)
	
	

	
	

	
	

	
	



NON-SURGICAL EXPERIMENTAL PROCEDURES

o. Will you be collecting blood from animals?
	YES
	

	NO
	


If yes, fill out table below:
	Method
	Frequency
	Volume per withdrawal

	
	
	

	
	
	

	
	
	



p. Will you be restraining animals in excess of 12 hours?
	YES
	

	NO
	


If yes, fill out table below:
	Purpose
	Method
	Duration
	Frequency
	Acclimation Method

	

	
	
	
	



q. Will you be withholding food or water for more than 24 hours?
	YES
	

	NO
	


If yes, indicate if it is food, water or both being withheld and provide justification including purpose, duration and frequency:
	




r. Will any change in the standard lab diets fed by LAR be required?
	YES
	

	NO
	


If yes, fill out table below:
	Purpose of change
	Type Food being Used
	Duration of change (i.e. one day, two weeks, etc.)

	

	
	



s. Will you be adding anything to the water?
	YES
	

	NO
	


If yes, fill out table below:
	Purpose of change
	Additions made (include what is added and amount
	Duration of change (i.e. one day, two weeks, etc.)

	

	
	



t. As part of this protocol, are any other experimental procedures performed with live animals that are not detailed above?
	YES
	

	NO
	


If yes, provide details below:
	




HAZARDOUS AGENTS
u. Will live animals be subject to any hazardous agents?  If yes, please complete the additional information.
	YES
	

	NO
	



If yes, fill out table below:
	Agent
	Biohazard Level
	Risks
	Containment Methods
	Disposal Methods

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



v. Do animals pose a risk or source of contamination to personnel or other animals?  If yes, please complete the additional information.
	YES
	

	NO
	



	




ANIMAL SOURCE AND HOUSING LOCATION 
Please note:  All animal orders and deliveries must be through Laboratory Animal Resources unless an exception is granted by Laboratory Animal Resources.

w. Where will you obtain your animals?
	Commercial Vendor (i.e. JAX)*
	

	Wild Caught (attach any permits)
	

	Ohio University Colonies
	

	Transferred from another Institution
	

	Other
	



x. Animals are required to be housed in Laboratory Animal Resource facilities unless an exception is granted.  Are you requesting to house animals outside the LAR facilities (i.e. your lab)?
	YES
	

	NO
	


If yes, provide rationale and proposed housing location:
	




NON-SURGICAL PROCEDURE LOCATIONS
y. List the locations you propose to conduct any non-surgical research with live animals:
	OU Building
	Room
	Field Site Location
	Other (describe)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



z. If animals are transported to or from above sites by other than LAR personnel, provide a detailed description of the method and equipment used (i.e. climate controlled vehicle, transport cage, cooler, etc.)
	




  ALTERNATIVE SEARCH INFORMATION 

aa. You must consider alternatives to the use of animals in this project, and methods to reduce the numbers of animal used. Indicate the searches you have conducted with respect to appropriateness of species and reduction and/or refinement of animals used.  You MUST use a minimum of 2 Databases!  You may not use both Pubmed and Medline as the two since they are essentially the same database.  Search dates must be within the past six months.

	Date of Search
	Databases or other sources Consulted
	Years covered by search
	Keywords/strategies used in search

	
	
	
	

	
	
	
	

	
	
	
	



ab. You must assure that the work does not unnecessarily duplicate previous experiments.  If the work must duplicate, as in teaching labs, provide justification below.

Indicate the searches you have conducted with respect to duplication of previous work.  You MUST use a minimum of 2 Databases!  You may not use both Pubmed and Medline as the two since they are essentially the same database.  Search dates must be within the past six months.
	Date of Search
	Databases or other sources Consulted
	Years covered by search
	Keywords/strategies used in search

	
	
	
	

	
	
	
	

	
	
	
	



ac. Justification for duplication, if duplication will occur. 

	




ad. For teaching protocols, to the best of your knowledge, are the experiences obtained working with animals in this course duplicated by the same students in another course?
	YES
	

	NO
	



If yes, provide a justification for the duplication across courses:
	





      PAIN AND DISTRESS INFORMATION
The USDA defines painful procedures as applicable to “…any procedure that would reasonably be expected to cause more than slight or momentary pain or distress in a human being to which that procedure was applied, that is, pain in excess of that caused by injections or minor procedures” 9CFR Subpart A (1.1)

ae. Check the category best describes the level of pain and/or distress experienced by the animals in your study.  If more than one level applies, check the most painful category for each species.
			
Species	Level C 	Level D	Level E
	
	No pain, distress or use of pain-relieving drugs
	Accompanying pain or distress to the animal and for which appropriate anesthetics/analgesics/tranquilizers are used
	Accompanying pain or distress and for which no analgesic, anesthetic or tranquilizing drugs are used (additional information required below)

	
	
	
	

	
	
	
	

	
	
	
	



af. If you check D or E you must indicate the searches you have conducted with respect to alternatives for any procedures producing pain and distress levels that reduce the pain and distress.  You MUST use a minimum of 2 Databases!  You may not use both Pubmed and Medline as the two since they are essentially the same database.  Search dates must be within the past six months.

	Date of Search
	Databases or other sources Consulted
	Years covered by search
	Keywords/strategies used in search

	
	
	
	

	
	
	
	

	
	
	
	



ag. If you checked category E above, provide an explanation of the procedure producing pain or distress and the reasons no drugs are used.
	




ah. Provide the criteria; appropriate to the species being used, by which you will assess pain and/or distress (i.e. failure to groom, abnormal posture, labored breathing, loss of appetite, etc.)
	






Animal Use Health and Safety Check Sheet
Fill out a separate form for each person listed on this protocol.

	Name: 



LABORATORY ANIMAL USE ASSESSMENT
Please check all boxes that apply:
|_|	I am not handling animals, but work in areas where I am exposed to them.
|_| 	I work with animal tissues, fluids or wastes.
|_| 	I will be handling live vertebrate animals.
|_|	I am involved in animal husbandry.

List any procedures with animals or animal tissue, fluids or wastes performed with animals by you
	Procedure Performed
	Frequency of Performance
(i.e. daily, weekly, quarterly)
	Years of Experience/Training

	
	
	

	
	
	



Check the species used and frequency of contact with animals or viable animal tissues, fluids or wastes.
	Species

	Occasional
12-24X / yr 
	Infrequent 
1-12X / yr
	Frequent
>24/yr
	Duration 
e.g. >2 hrs
	Additional Details


	Domestic Rodents
	[bookmark: Check33][bookmark: Text42]|_|
	[bookmark: Check34]|_|
	[bookmark: Check35]|_|
	
	

	Birds
	[bookmark: Check36]|_|
	[bookmark: Check37]|_|
	[bookmark: Check38]|_|
	
	

	Reptiles and Amphibians
	[bookmark: Check39]|_|
	[bookmark: Check40]|_|
	[bookmark: Check41]|_|
	
	

	Non Human Primates
	|_|
	|_|
	|_|
	
	

	Wild Caught/Field Studies
	|_|
	|_|
	|_|
	
	

	Other (specify species)
	|_|
	|_|
	|_|
	
	.

	Other (specify species)
	|_|
	|_|
	|_|
	
	.

	Other (specify species)
	|_|
	|_|
	|_|
	
	.



INFECTIOUS/HAZARDOUS AGENT ASSESSMENT
Please check all boxes that apply to your use in association  with animals for this protocol
|_| Radiation used with animals	 
|_| Use of Venomous Animals 	
[bookmark: Check7]|_| Oncogenic viruses 	 
|_| Antioneoplastic Drugs
|_| Use of non-human primate cells or tissue	
|_| Recombinant DNA Technologies
[bookmark: Check6]|_| Chemical Carcinogens
|_| Hazardous/toxic chemicals 
[bookmark: Check9]|_| Generation of Hazardous/Chemical Waste within animal facilities 
|_| Infectious Agents> ABSL 2 or BSL 2 (specify agent) 
|_| Use of Material on the CDC/USDA Select Agent Lists (specify agent)	
[bookmark: Check10]|_| Generation of animal waste infected with human pathogens (specify pathogen) 
	
INDIVIDUAL RISK ASSESSMENT

Certain pre-existing conditions can place you at additional risk when working with laboratory animals.  If you have any of the following conditions you are urged to speak with an occupational health professional about your risk level and possible methods to prevent or reduce the additional risk.

Allergies (existing allergies can place you at a greatly increased risk for developing laboratory animal allergies and any subsequent complications)
Latex allergies
Tuberculosis
Organ transplant recipient
Conditions compromising the immune system, including HIV positive status
Pregnancy (or the possibility of becoming pregnant)
Any other conditions that could impact your ability to function safely in an animal contact environment such as balance problems

I would like to speak with an occupational health professional regarding my use of animals, and issues related to that use: Choose one 	
[bookmark: Check51][bookmark: Check11]|_|  None		|_| Animal care professional  
[bookmark: Check12][bookmark: Check49]|_|  Health and safety professional	|_| Doctor		  	 
[bookmark: Check50]|_|  I am uncertain, please forward request to all  

TRAINING – Check all that apply
		Date last training completed
	|_| Chemical Hygiene Training		
			

	|_| Bloodborne Pathogen Training
	

	|_| Laboratory Animal Training
	

	|_| Radiation Safety Orientation
	





NOTE:  Refer to the EHS website, www.ohiou.edu/ehs  for complete information regarding occupational health issues 
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