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Amendment to Research Protocol with Animals

NOTE:  Upon receipt of this application the IACUC office staff will conduct a prescreen for completeness.  In addition, a veterinarian will then be assigned by the IACUC office to perform a veterinary review.    

Clarify and define all abbreviations and acronyms.  Failure to follow instructions completely and using specified format may result in return of application (Refer to http://iacuc.utah.edu, Protocol Application Instructions).

Section A

· Please briefly describe why the change in research/or additional new research, described below in this document, should be considered an amendment to the approved on-going protocol rather than a new “stand alone” protocol application.

     [image: image1.png]
· Briefly, explain the difference between the original protocol submission and the amendment.  What is being changed?

     

A 1.0
Principal Investigator:
     
U of U Title/Rank:
     




Department:
     
Office Phone:
     


Campus Address:







     


U of U E-mail:
     





Today’s Date:

A 2.0
Project Title:
     
Please do not use acronyms or abbreviations in the title of the protocol.
A 3.0
Protocol Number:


A 5.0
Any new procedures to be performed in this amendment (different from original submission):

 FORMCHECKBOX 

Survival surgery is required
 FORMCHECKBOX 

Multiple survival surgery is required on the same animal

 FORMCHECKBOX 

Non-survival surgery is required (term not used for tissue collection at euthanasia)

 FORMCHECKBOX 

Gas anesthetics will be required on this study (e.g. isoflurane) used in vaporizer or bell jar

 FORMCHECKBOX 

Tissue harvest at necropsy (tissue harvest at euthanasia is not considered surgery)

 FORMCHECKBOX 

Non-surgical procedures conducted under anesthesia (injections, MRI, irradiation, blood collection, etc.)

 FORMCHECKBOX 

Post-procedural monitoring is required (see C 5.4 for definition)

 FORMCHECKBOX 

Breeding colony required

 FORMCHECKBOX 

Antibody production (or other immunological technique) is required

 FORMCHECKBOX 

Tumor production is required
 FORMCHECKBOX 

Hazardous biological or radiological agents are required

 FORMCHECKBOX 

Recombinant DNA is created or acquired

 FORMCHECKBOX 

Long-term restraint is required (longer than 12 hours)
 FORMCHECKBOX 

Behavioral conditioning is required

 FORMCHECKBOX 

Special husbandry conditions are required (i.e., special diets, modified light cycle, etc.)
 FORMCHECKBOX 

Requires long-term water or food restrictions (other than fasting for surgery)

 FORMCHECKBOX 

Training protocol (related to training of other personnel – not animal training – Professional training)
 FORMCHECKBOX 

Teaching protocol (related to teaching in academic study courses)

 FORMCHECKBOX 

USDA covered species (dog, cat, pig, cow, sheep, guinea pig, hamster, wild feral rodent, primate, and rabbit)
 FORMCHECKBOX 
   Do you anticipate that data collected during the study will be used in support of an application to the FDA?
 FORMCHECKBOX 
   Live animals (from sack rack or ordered) are required for training personnel to practice techniques
 FORMCHECKBOX 

Other:
     
A 6.0
Location where study related activities occur


Location where animals will be housed
	Building # or name
	Room #

	     
	     



*”Tab” to add additional lines.

Laboratory where study procedures will be performed 

	Building # or name
	Room #

	     
	     



*”Tab” to add additional lines.

Laboratory where imaging will be performed (NOT USE of MICROSCOPE) 


(List only areas used for: MRI, PET, X-ray, Dexa Scan, CAT)

	Building # or name
	Room #

	     
	     



*”Tab” to add additional lines.

Laboratory where irradiation will be performed 

	Building # or name
	Room #

	     
	     



*”Tab” to add additional lines.

Section B 
B 1.0
Euthanasia

Any changes to the method of euthanasia determined in consultation with the clinical veterinarian MUST be reported to the IACUC.  A protocol amendment is necessary to initiate continued change in the method of euthanasia from the original protocol.


Adoption or Euthanasia Methods (All methods must conform to the recommendations published by the AVMA Panel on Euthanasia unless approved by the IACUC).  Any animal may be released for adoption with institutional veterinarian approval.


Dead animals may be given to other users with veterinary approval.

B 1.1
Location where euthanasia will be performed

	Building # or name
	Room #

	     
	     



B 1.2
Inhalant agents (Isoflurane, CO2*, other)1


Animal Species:         
       
Agent:        










1A secondary physical method is recommended to confirm death (P002, Euthanasia of Laboratory Animals.).   CMC (Comparative Medicine Center) to use standard operating procedure TS017, Euthanasia of Animals.

*C02 - the dose not required to be listed (C02 must come from compressed gas and not dry ice).


Describe secondary method (i.e., harvesting of vital organs, bilateral thoracotomy, etc…): 



        


If a secondary physical method will not be used, provide rationale and indicate how death will be confirmed (i.e., evaluation of vital signs):


        



If euthanasia is done by inhalant Isoflurane, please indicate the gas delivery method.



   FORMCHECKBOX 
  Anesthetic vaporizer 



   FORMCHECKBOX 
  Bell jar or similar container (required to have a false floor to avoid direct contact)

B 1.3
Injectable agents (Barbiturates, KCL*, other)**


Animal Species:         
 
 
Agent:         





Dose:             

Route:      

*Given only to anesthetized animals.

** A secondary physical method is recommended to confirm death (P002, Euthanasia of Laboratory Animals.).  CMC to use standard operating procedure TS017. 


Describe secondary method (i.e., harvesting of vital organs, bilateral thoracotomy, etc…): 



        


If a secondary physical method will not be used, provide rationale and indicate how death will be confirmed (i.e., evaluation of vital signs):

        


B 1.4
Absorbable agents (MS 2221, other)


Animal Species:         
 
 
Agent:         







Dose:             

Route:            







1A secondary physical method is required when using MS 222 for euthanasia of Xenopus Laevis (P002, Euthanasia of Laboratory Animals.).


Describe secondary method: 
        


B 1.5  Physical Methods*


B 1.5.1
Cervical dislocation (<200 grams)
 Species:  
       

 or





B 1.5.2   Decapitation with guillotine
 Species: 
       


Anesthesia Agent:**  
       

*Must be justified in writing.


**Either list sedation/anesthesia agents used prior to decapitation or justify decapitation without pre-sedation.


Justification for using physical method:
       



B 1.6
Exsanguination*


Method:          
 Species:         



Anesthesia agent: 
        


*Either list sedation/anesthesia agents used prior to exsanguination or justify exsanguination without pre-sedation.



Justification:
     

B 1.7
Euthanasia of rodent neonates.  Is euthanasia of neonatal rodents expected to be performed on this study?


See IACUC policy P002, Euthanasia of Laboratory Animals (Euthanasia of Laboratory Animals).




 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

Describe:  
        

B 1.8
Other methods (species specific)



  FORMCHECKBOX 
 Ice water immersion for zebrafish (IACUC policy P002)



  FORMCHECKBOX 
 Pithing for amphibians (AVMA approved adjunctive method)


  FORMCHECKBOX 
 Other methods of euthanasia (must justify)


Describe method:
     

Justification:
     


I have read and agree to follow the IACUC Policy P002, Euthanasia of Laboratory Animals 




 FORMCHECKBOX 
  Yes
 (Euthanasia of Laboratory Animals).
B 2.0
Immunization

B 2.1
If animals are to be immunized for experimental purposes complete the following:


B 2.1.1
Species:          








B 2.1.2
Immunogens or other agents to be used:         



B 2.2
If adjuvants are used; identify the type.


Primary injection:          
 Booster:  
        




I have read and agree to follow the IACUC Policy P004, Freund’s Complete Adjuvant Policy


 FORMCHECKBOX 
  Yes (Freund's Complete Adjuvant) 


B 2.3
Injection procedure related only to immunizations:
	Species
	Agent
	Route
	Site
	Volume
	# of Doses
	Interval

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


    B 2.4  If physical restraint will be used, for the injection procedure, describe the restraint system and indicate the approximate time in the restraint for each experiment.

System: 
       


Duration of the restraint:
       


  
  
B 2.5
Will ascites be produced as a result of immunization?  FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes 


I have read and agree to follow the IACUC Policy P003, Ascites Production  


 FORMCHECKBOX 
  Yes 
(Ascites Production)

B 3.0
Tumor Studies


B 3.1  If transplantable tumors or injected tumor cells will be used, have they tested negative for murine pathogens? (The results must be submitted to Dr. Roger Van Andel, rvanandel@ocm.utah.edu.)


Yes:   FORMCHECKBOX 
        No:  FORMCHECKBOX 
    


If no, please explain:


B 3.2
Indicate the source of the cells: 

B 3.3
Injection procedure related only to tumor production:

	Species
	Tumor/cells
	Route
	Site
	Volume
	# of tumors per animal

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


B 3.4
If physical restraint will be used, for the injection procedure, describe the restraint system and indicate the approximate time in the restraint for each experiment.

System: 
       

Duration of the restraint:
       


I have read and agree to follow the IACUC Policy P005, Solid Tumor Production  


 FORMCHECKBOX 
  Yes
 (Solid Tumor Production)


If no, explain:      
B 4.0
Blood Samples

B 4.1  Route:          
Amount:          
 Frequency:          
Total Volume:          

B 4.2
If physical restraint will be used, for the blood collection procedure, describe the restraint system and indicate the approximate time in the restraint for each experiment.

System: 
       

Duration of the restraint:
     
B 4.3
Describe the blood collection procedure (include time between blood draws):        
B 5.0
New Hazardous Agents 
If the research requires the use of potentially hazardous agent(s) (i.e. pathogenic agents, carcinogens, toxic chemicals, radioisotopes, and rDNA), specify the agent(s) to be used and indicate that Environmental Health and Safety (EH&S), Institutional Biosafety Committee (IBC), Radiation Safety (RS) or consultation with Occupational Health Medicine at the University of Utah has been notified and agents registered.

Hazardous Agent(s):      
Occupational Health Concern(s):
     
B 5.1 
Environmental Health and Safety (Matt Lundquist, matt.lundquist@oehs.utah.edu, 585-9413) - toxic chemicals, carcinogens, and other toxins. 
Environmental Health Dept. registration EH&S application for use of hazardous chemicals:
Environmental Health Dept. registrations:
N/A:   FORMCHECKBOX 
  

Registration date:      


Describe the required animal husbandry practices approved by EH&S, how animal cages will be identified, and how OCM staff will be notified:


B 5.2
Radiation Safety (Fred Monette, fred@rso.utah.edu, 581-6141) - radioisotopes, irradiation, radiation

Radiation Safety approval:  
N/A:  
 FORMCHECKBOX 
  


Date of approval:      


Describe the required animal husbandry practices approved by the Radiation Safety, how animal cages will be identified, and how OCM staff will be notified:


B 5.3
Institutional Biosafety Committee (Neil Bowles, neil.bowles@hsc.utah.edu,585-9325) - viruses, bacteria, parasites, recombinant DNA, transgene

Institutional Biosafety Approval
N/A:
 FORMCHECKBOX 


Date of approval:      


IBC Submission #:      

Biosafety Level (BSL) of the agent (contact neil.bowles@hsc.utah.edu) 
BSL level:      
Describe the required animal husbandry practices approved by IBC, how animal cages will be identified, and how OCM staff will be notified:


B 5.4
Occupational health concerns found in your research (Jeremy Biggs, MD Jeremy.biggs@hsc.utah.edu, 581-5056) – use of hazardous agents and/or hazardous biologic agents, field work, zoonosis, etc.  See NIOSH List of antineoplastic and other hazardous drugs. 

Occupational Health Concerns     N/A:  
 FORMCHECKBOX 
  

Describe Hazards: 

Date of Consultation: 
Describe the hazardous use practices approved by Occupational Health Medicine:


B 6.0
Long Term Restraint (The PI should explain the purpose of the restraint to study personnel)

Species:          
Duration:          
Frequency:          





Describe (include pre-conditioning training):
     
B 7.0
Behavioral Conditioning

Species:          
Duration:          
 Location of experiment:        


Describe:
     

Indicate what will be done if an animal does not habituate/condition to the desired training:

Describe:

B 8.0
 All animals are housed and cared for according to the Guide for the Care and Use of Laboratory Animal and the Animal Welfare Act Regulations and Standards.  This includes but is not limited to: the animal’s living conditions, housing, feeding, and non-medical care.  All animal care is directed by a veterinarian.  Medical care is available when necessary and is provided by a qualified veterinarian.
Yes:   FORMCHECKBOX 
        No:  FORMCHECKBOX 
    


Can be discussed and verified by clinical veterinarian.  If no, please explain below in section B 8.1 and B 8.2.

            B 8.1 
Special diets/food deprivation 



Type:
     
Frequency:
     







Describe: 
     
            B 8.2
Other special conditions.  Please list any unusual conditions such as changes in sanitation, illumination, temperature, humidity, ventilation, cage size, etc.  A full description and justification is required.


     

B 8.3    Single housing of social species should be the exception.  Justify social animal species being housed individually (i.e., mice, rats, dogs, cats, non-human primates, rabbits, guinea pigs, swine, goats, sheep, cows).  When necessary, single housing of social animals should be limited to the minimum period necessary and, where possible, visual, auditory, olfactory and, depending on the species, protected tactile contact with compatible conspecifics should be provided.




Is this species a social animal?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



B 8.3.1
If a social species will be single housed, provide justification.  This includes single housing of animals after a procedure, during treatment, dosing, and/or as a result of being the last animal on study.

Describe:       

Expected length of time animals may be single housed due to experiment: 
B 8.3.2
If a breeding colony is maintained, please indicate any circumstances that may require animals to be single housed.

 FORMCHECKBOX 
 Pregnant female mice or rats may be separated from males before giving birth.  The male animal will remain single housed until the pair is rebred (3-4 weeks) to avoid fighting of breeder males.  In trios, pregnant females are moved to individual cages prior to delivery to avoid multiple litters in one cage (3-4 weeks).
                                            FORMCHECKBOX 
 Male mice or rats weaned from a given litter are housed together.  However, if there is only one male  from the litter, the animal is housed singly or until a suitable mate is identified, as adding older males is likely to cause fighting (breeding age is 7-8 weeks, could be housed singly for 4-5 weeks).  When a litter is weaned and there is only one female, she will be housed alone, until other females of the same genotype are identified (1-3 weeks) or until a mate is identified (4-5 weeks).


 FORMCHECKBOX 
 Other breeding circumstances in which an animal may be single housed:


Describe:      
Expected length of time animals may be single housed:      
B 9.0

Will animals be received from non-commercial breeders?
   FORMCHECKBOX 
 Yes*    FORMCHECKBOX 
  No

    If yes, then from where will they be obtained? 
        







*Health status must be sent to the Institutional Veterinarian before receipt of animals.

B 10.0

Are international, federal, or state permits required to use these animals?
   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No     

If yes, please attach a copy of the permit to the end of this application.  

B 11.0
Pharmaceutical grade compounds must be used in all situations where the health and well-being of the animal are at risk (anesthesia, analgesia, emergency drugs, euthanasia) and for routine veterinary care (non-research). In addition, investigators are expected to use pharmaceutical grade substances whenever they are available, even in acute procedures.  This includes but is not limited to: test compounds, medications, drugs, vehicles, and diluents.

See IACUC policy P030, Use of Non-pharmaceutical Grade Compounds (Use of Non-Pharmaceutical Grade Compounds)


Consultation with a veterinarian and consideration of alternatives are required when procedures that use non-pharmaceutical grade substances may potentially cause more than slight or momentary pain or distress (i.e., surgery).

B 11.1
Is there use of Non-Pharmaceutical grade substances included in this study (MS 222, Avertin, Powdered Pentobarbital, Chloral hydrate, Benzocaine hydrochloride, Urethane, KCL, etc.) used in anesthesia, analgesia, emergency drugs, or euthanasia?


 
 
 No
 Yes   
If yes, describe and justify their use in this protocol and clarify why pharmaceutical grade drugs cannot be used.  
Describe:
     
B 11.2
Is there use of non-pharmaceutical grade compounds, medications, drugs, vehicles, and/or diluents (not listed above in B 11.1) included in this study?  



 No
 Yes   
If yes, describe and justify their use and clarify why pharmaceutical grade drugs cannot be used.  
Describe:
     
If yes and approved by the IACUC, you must be able to produce documentation of how the compound is prepared and stored upon request by the IACUC inspection teams, USDA regulators, and AAALAC site visitors. 
B 12.0
Animal Transport
Transportation of animals in private vehicles is discouraged because of potential animal biosecurity, safety, health, and liability risks for the animals, personnel, and institution.  A transportation service provided by the CMC is available and is encouraged to be used.  Please contact CMC Technical Services techservices@ocm.utah.edu for additional information and/or to schedule transport.

Will CMC staff be responsible for transporting animals?



 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

B 12.1
Will research staff transport animals within a University facility (within the same building)?


 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



If yes, briefly explain the route, elevator(s) and method of transport to be used.

Describe:
     
B 12.2
Will research staff transport animals between University of Utah facilities (between two buildings)?  

 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, provide rationale and describe the vehicle and the transport conditions.  This should include containment methods, biosecurity, climate control, and transportation logistics (i.e., journey times, alternative journey plans, etc.).  Animals cannot be transported in the trunk of a vehicle.
Describe:
     
B 12.3
Will research staff transport animals on public roads or out of state?


 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, provide rationale and describe the vehicle and the transport conditions.  This should include containment methods, biosecurity, climate control, and transportation logistics (i.e., journey times, alternative journey plans, etc.).  Animals cannot be transported in the trunk of a vehicle.

Describe:
     
Section C

C 1.0
Explain the scientific merit of the proposal (list only differences from original submission).
Describe:
       

 
C 2.0
Rationale for the number of additional animals being requested.

Are additional animals required for the conduct of this amendment?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

C 2.1
Species, column designation, and total number of additional animals requested for project period (this includes the approximate number of live animals to be transferred, in-house, from previous protocol)
All animals are to be included in the table in this section.  This includes experimental, donor, training, breeding pairs, pregnant mothers, and offspring that cannot be utilized because of genotype, sex, etc.
	Animal Species
	Column B

# Animals
	Column C

# Animals
	Column D

# Animals
	Column E

# Animals

	
	     
	
	
	

	
	     
	
	
	


Column B = Breeding colony; Column C = non-painful procedures; Column D = Procedures with alleviated pain; Column E = Painful procedure

C 2.2
Describe the breeding colony.  This should include a rationale for the approximate number of animals needed for breeding pairs, how many pups the breeding pair are assumed to foster, how the breeding colony is structured, what strains are being maintained, and what percentages of pups will be unsuitable for study due to genetic differences.  The colony design should show how the total number of study animals (total number of animals in column B, C, D, and E) will be generated.

     
C 2.2.1  Are tail biopsies required?  FORMCHECKBOX 
  No     FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
  Tail biopsies will be performed prior to 17 days of age.
 FORMCHECKBOX 
  Tail biopsies will be performed after 17 days of age (at weaning).

The animals must be under general anesthesia and a topical anesthetic must be applied after cutting the tail.

Describe:      
  I have read and will comply with the IACUC policy P020, Rodent Tail Biopsy, Blood Collection, and Injection Procedures (Rodent Tail Biopsy)
Any deviations from the policy must be justified.
     
C 2.3
Describe the number of animals required for the experiments proposed in this study, including the number of study groups, time points, and the number of animals in each test and control group (does not include breeding colony). For ease of understanding the research, a table showing animals and study groups would be helpful.

Describe:
     
C 2.3.1
Provide justification for the number of animals per group.
Statistical power analysis (and/or),

     
Literature reference that supports the number of animals per group (and/or),

     
Detailed justification/requirement for the use of each animal (pilot studies).

     
C 2.3.2
Will live/dead animals be used for training of laboratory personnel to perform injections, surgery (survival and non-survival), anesthesia, and/or euthanasia, or other study procedures?



 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If yes, how many
     
If yes, provide justification for the number of animals that are expected to be required for training laboratory personnel.  

Describe:
     
Study animals may not be used for training.  Animals for training must also be included in the total number of animals listed in the table in section C 2.1.

C 2.4
The numbers provided in Sections C 2.2 and 2.3 matches the numbers provided for each category in the table in Section C 2.1.



Yes:   FORMCHECKBOX 
        No:  FORMCHECKBOX 
    


If no, please explain:
     
C 3.0
Rationale for the use of animals and the species being used.
Provide description of the choice of animal species selected.  Why were they chosen (each species)? What makes them unique to other animal models?

     
Are there any non-animal models available?     FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No      If yes, provide description.

     
C 4.0
Description of any surgical procedures (list only differences from original submission).


C 4.1 Indicate where surgery will be performed 

	Building # or name
	Room #

	     
	     


*”Tab” to add additional lines.

USDA Species (dog, cat, pig, cow, sheep, guinea pig, hamster, wild feral rodent, primate, and rabbit).  For all USDA covered species major operative procedures must be conducted in a DEDICATED surgical suite.  Non major operative procedures do not require a dedicated facility but must be performed using aseptic technique.

*Major operative procedure penetrates and exposes a body cavity, produces substantial impairment of physical or physiologic functions, or involves extensive tissue dissection or transection. 



* Non major operative procedure does not expose a body cavity and causes little or no physical impairment (e.g., wound suturing, peripheral vessel cannulation, percutaneous biopsy)

Other animal species (i.e., rats and mice).  Unless an exception is specifically justified as an essential component of the research protocol and approved by the IACUC, aseptic surgery should be conducted in dedicated facilities or laboratory spaces.   No other research should be done during the surgery that would compromise aseptic techniques and sterile conditions.
C 4.1.1 
Surgical location exception request; Provide justification that the use of this room or space is an essential component of the research protocol:



Justification:      
C 4.1.2
Please indicate if the surgery is minor or major as defined above:  

  FORMCHECKBOX 
  Minor     FORMCHECKBOX 
 Major


C 4.2
Species, anesthetic, dose, route, approximate duration of surgical procedures for this protocol.  Anesthetics must be used to effect.  The doses below show the initial approximate dose to be given.  

Any changes to the method of anesthesia determined in consultation with the clinical veterinarian MUST be reported to the IACUC.  A protocol amendment is necessary to initiate any continued change in anesthetics used from the original protocol.

	Species
	Anesthetic
	Dose (mg/kg or %)
	Route
	Duration (time)*

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


*Any supplemental dose(s) of an anesthetic should be discussed with a veterinarian and should be dosed to effect.
I have read and agreed to follow the IACUC Policy P011, Anesthetized Animals 



  Yes  (Anesthetized Animals) 

C 4.2.1
In combination with general anesthesia, have you considered the use of a local or regional anesthetic (e.g., use of Lidocaine at the incision/surgical site) that might be incorporated into the conduct of this study that may be beneficial to minimize pain and/or distress?

.

Describe:       



Agent:        FORMTEXT 

     
              Dose:    
 Route:  




Indicate when in relation to making the incision will the local anesthetic be administered.

       


C 4.3
If a paralytic agent* will be used, include the following information:



Agent:        FORMTEXT 

     
   
 Dose:    
 Route:  

*Paralytic agents can only be administered to anesthetized animals.


C 4.3.1
Justify use of paralytic:
     

C 4.3.2
Describe how depth of anesthesia will be monitored prior to and during the administration of the paralytic.  Please be aware that pain withdrawal response is not an appropriate measure of level of anesthesia as this response would be prevented by the neuromuscular blocker: 



     

C 4.3.3
The use of a peripheral nerve stimulator is strongly recommended as part of the monitoring procedure when neuromuscular blockers are being used on an animal.  Please clarify if this type of monitoring will be incorporated into the monitoring routine during the use of a paralytic:



     


If a peripheral nerve stimulator will not be used, provide rationale: 



     
C 4.4
Description of surgical procedures  

C 4.4.1
Indicate how the level of anesthesia will be monitored (depth of anesthesia). 

     

C 4.4.2 
Describe how supplemental heat will be given to the animals during the surgical procedure and during recovery from anesthesia (electric heating pads without temperature control and/or animal biofeedback are not allowed).  See IACUC policy P011, Anesthetized Animals (Anesthetized Animals).
Re-circulating water blanket
 FORMCHECKBOX 






Isothermal pad


 FORMCHECKBOX 






Heat lamp


 FORMCHECKBOX 

Rectal Probe:    FORMCHECKBOX 
  Yes


(Must have biofeedback from animal)



Other, explain:
     
C 4.4.3   Indicate how often the depth of anesthesia will be monitored. 

 FORMCHECKBOX 
  Approximately every 15 minutes (IACUC Policy P011, Anesthetized Animals)


*Once stable anesthesia has been established, except during emergency intervention
 FORMCHECKBOX 
  Other, explain:
      
C 4.4.4
Describe how the animal is prepared for surgery (skin preparation, etc.). 

     
C 4.4.5
Indicate what the surgeon will be wearing (survival surgery requires wearing: surgical gloves, mask, hat, and surgical gown or clean lab coat)   



Surgical gloves
 FORMCHECKBOX 






Surgical Mask
 FORMCHECKBOX 






Hat or bonnet
 FORMCHECKBOX 



Surgical gown
 FORMCHECKBOX 



or Clean lab coat
 FORMCHECKBOX 

For other acute, non-recovery, minor surgical procedures please clarify attire:

     
C 4.4.6
Indicate how the surgical instruments are sterilized. 

Autoclave
 FORMCHECKBOX 






Gas sterilization
 FORMCHECKBOX 




Other, explain:



If chemical sterilization must be used, provide rationale: 
Sterilization effectiveness must be verified no less than annually.  Results of testing must be made available to the IACUC.  If help is needed, contact pnoel@ocm.utah.edu.
For rodents, if multiple survival surgeries will be performed on the same day, will a hot bead sterilizer be used to sterilize the tips of the instruments between animals (initial instrument sterilization must be done via autoclave or gas sterilization)?
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If no, describe and justify.  

Describe: 
C 4.4.7
Indicate how implants, catheters, electrodes, etc. are sterilized.

Autoclave
 FORMCHECKBOX 






Gas sterilization
 FORMCHECKBOX 





Other, explain:

If chemical sterilization must be used, provide rationale: 
Sterilization effectiveness must be verified no less than annually.  Results of testing must be made available to the IACUC.  If help is needed, contact pnoel@ocm.utah.edu.

C 4.4.8
Describe the surgical procedure(s) in detail.

C 4.4.9
Describe how animals will be monitored during recovery from anesthesia. (This is separate from the post-procedure monitoring described in section C 5.4).




I have read and agreed to follow the IACUC Policy P010, Survival Surgery and Terminal Procedures


  Yes  (Survival Surgery and Terminal Procedures) 
C 5.0
Provide a clear and concise sequential description of the study groups and what the animal(s) will experience while on the study.  Include all procedures and tests (list only differences from original submission)?
Describe:
     
C 5.1
Describe any non-surgical procedures conducted under anesthesia (MRI, injections, x-ray).



This should include the frequency of imaging.

Describe:
     
C 5.1.1
What is the anesthetic agent being used, the dose, the route, and the duration under anesthesia? 

	Species
	Anesthetic
	Dose (mg/kg or %)
	Route
	Duration (time)*

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


C 5.1.2
Indicate how the level of anesthesia will be monitored (depth of anesthesia). 

     
C 5.1.3
Indicate how often the depth of anesthesia will be monitored. 

 FORMCHECKBOX 
  Approximately every 15 minutes (IACUC Policy P011, Anesthetized Animals)

*Once stable anesthesia has been established, except during emergency intervention
 FORMCHECKBOX 
  Other, explain:
      

C 5.1.4
Describe how supplemental heat will be given to the animals during the procedure and during recovery from anesthesia (electric heating pads are not allowed).  See IACUC policy P011, Anesthetized Animals (Anesthetized Animals).
Re-circulating water blanket
 FORMCHECKBOX 






Isothermal pad


 FORMCHECKBOX 






Heat lamp


 FORMCHECKBOX 

Rectal Probe:    FORMCHECKBOX 
  Yes


(Must have biofeedback from animal)



Other, explain:
     
C 5.1.5
Describe how animals will be monitored during recovery from anesthesia. (This is separate from the post-procedure monitoring described in section C 5.4).

I have read and agreed to follow the IACUC Policy P011, Anesthetized Animals 


  Yes  (Anesthetized Animals) 
C 5.2
Describe the potential or possible impact of the procedures (this includes surgery and/or study procedures) on the animals’ well-being.

Describe:
     
C 5.2.1    Describe any modified animal husbandry or animal care procedures for animals whose well-being is affected by the study procedures (e.g., food provided on cage floor, supplements provided, frequent bedding changes, etc.).

     
C 5.2.2
Indicate the endpoint(s) in time when animals are scheduled to be euthanized for each study group (e.g. hours/days or/weeks). 
	Experiment/study group
	Study time point(s) for euthanasia

	     
	     

	     
	     

	     
	     


       *”Tab” to add additional lines.



 FORMCHECKBOX 
  No experiments are performed on live animals, only euthanasia and tissue harvest.

 FORMCHECKBOX 
  I have read and will comply with the IACUC policy P001, (Pain, Distress, Humane Endpoints, and Death as an Endpoint.)
C 5.2.3
Any deviations from the policy must be justified:


     
C 5.3
Describe conditions when animals may need to be terminated earlier than the expected endpoint due to


expected or unexpected study results or circumstances.  What are the specific signs/symptoms that will


prompt early euthanasia?  (Moribund animal can be euthanized without the Principal Investigator’s consent if Institutional


Veterinarian or his/her designee dictates; the health evaluations of animals in quarantine and not on study are under the direction of a veterinarian). ).  Potential endpoints: moribund, loss of weight exceeding 20% of normal body weight, inappetence, hunched posture, ruffled fur, etc.  See IACUC P001, Pain, Distress, Humane Endpoints, and Death as an Endpoint Pain, Distress, Humane Endpoints, and Death as an Endpoint.  The IACUC recognizes that there are inherent risks (i.e., death due to anesthesia related complications) when animals are anesthetized.  The IACUC further recognizes that animal death due to an anesthesia complication is a potential anticipated outcome anytime an animal is anesthetized.  See IACUC Policy P011, Anesthetized Animals (Anesthetized Animals.)
Describe:
      

C 5.4
Describe Post-procedural Monitoring – Observations and/or treatments that are required as a result of the procedure(s) conducted on an animal(s). This includes primarily surgical, non-surgical procedures, and/or drug/chemical procedures, but may also include induced behavioral changes. Most often, the monitoring consists of the monitoring of vital signs, administration of analgesics, antibiotics, parenteral fluids, or other drugs.  These activities are recorded in the animal’s health record.  This should also include any general health monitoring parameters required after research procedures.  This would also include tumor burden, toxicity, and/or disease progression monitoring. However, this does not include monitoring of the animals during recovery from anesthesia (this is to be described in section C 4.4.9 and/or C 5.1.5).
Describe:      

In addition to the general daily observations made by the CMC staff:
Indicate the frequency of study related post-procedure monitoring:       
Indicate the duration of study related post-procedure monitoring (e.g., duration of study, first 3 post-operative days, etc.):       
C 5.4.1
Indicate who is responsible for post-procedural monitoring and administration of medications. 

     
C 6.0
Identify all procedures in this amendment application that may cause pain or distress to the animal (list only differences from original submission).  This would include surgical procedures even if the animal is under anesthesia and/or administered pain relief medication.

Describe:
     
C 6.1
If animals are in category E (unrelieved pain), please describe the estimated intensity of pain and the duration of the painful situation (as compared to the human experience).

.

     
C 6.1.1
For studies involving unalleviated pain and/or distress (category E), provide a description to compare the animal welfare concerns against the research benefits (explain the harm/benefit rationale).

       
C 6.1.2
For studies involving unalleviated pain and/or distress (category E), pain and/or distress relief will be withheld for the shortest period of time necessary.





 No
 Yes   
If no, describe and justify.  
Describe:
     
C 6.2
Describe any of the expected symptoms that might become painful (e.g., toxicity, tumor size, disease progression) and indicate when animals will be euthanized for humane reasons.

     
C 6.3 
Describe the planned method for pain relief, including analgesic(s) to be given, dose, duration, and frequency to control pain and distress.  Alterations in analgesics regime may be required for appropriate pain relief on an as-needed basis.  Changes in the analgesics regime of the protocol must be discussed with and approved by the U of U clinical veterinarian. Any changes to the method of analgesics determined in consultation with the clinical veterinarian MUST be reported to the IACUC.   A protocol amendment is necessary to initiate continued change in the use of analgesic from the original protocol.   

.

	Species
	Analgesic
	Dose (mg/kg)
	Route of administration
	Frequency of administration
	Duration of

administration**

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


        *”Tab” to add additional lines.

        ** Any animal with signs of pain or distress must be evaluated by a veterinarian to determine if analgesic administration should be extended and/or modified.

C 6.3.1
If no analgesics are given, and animals will be in potential pain or distress, scientifically justify.  Please provide literature reference. (This must be indicated for the use of both opioids and NSAID’s).
.

     
C 6.4
Describe any other non pharmacological methods employed to minimize pain or distress (if any).

     
C 6.5
Clarify who holds the DEA registration to purchase controlled substances, if any are to be used on this study.


     
C 7.0
Personnel involved in the study (list only differences from original submission).  Please answer the following:
C 7.1  The IACUC approves Core animal care staff (Core facilities – i.e., CMC) to perform animal care husbandry procedures and/or study procedures as approved by the Institutional Veterinarian.  These individuals do not need to be listed individually on this application.  The Principal Investigator is responsible for the overall conduct of the study.


Please indicate if CMC personnel will be performing any procedures on this study (do not need to list them individually).

  Please indicate the procedure(s) that CMC personnel will perform on this study.

   Injections/blood collection (I)
   Surgery (S)
   Anesthesia (A)
   Post-procedure monitoring (P)
   Euthanasia (E)

   Other (O):  
C 7.2  List All Other Personnel Working on this Study (tab to expand table).  

	Name
	Responsibility*

(I, S, A, P, E, O)
	Describe experience, hands-on training, and/or other responsibilities.

If no previous experience/training, who will train the individual?

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


*Responsibility:  I = Injections/blood collection   S = Surgery   A = Anesthesia   P = Post-procedure monitoring   E = Euthanasia   O = Other animal procedures

C 7.3
Have all individuals that come in contact with the animals (and the Principal Investigator) in the project completed the online species-specific, University of Utah Core, Common Compliance Issues, and Occupational Health training modules provided by the U of U Institutional Trainer?   Yes:      No:  

(If No, Explain):
     
 


*Everyone listed in this protocol and/or having any contact with animals must complete this training before approval can be granted.  Also, anyone added to the study afterwards must complete the training and the IACUC must be notified.  Anyone who does not understand any part of the training modules or feels that they need additional training should call the U of U Training Coordinator for further help (1-5950).  This could include, but not limited to; laboratory animal procedures, protocol writing, literature alternative searches, or any other skill necessary to care for and work with animals.  

C 8.0
Alternatives (literature search).  Must contain the following (for help contact Training Coordinator 1-5950):

C 8.1
Database selection (Choose those that are appropriate for the area of this study.  The use of one database is seldom adequate.  Some examples are: Medline, Agricola, Embase, CAB):



     

C 8.2
Date of search:
     

C 8.3
Years of search (must be a minimum of 5 years):
     

C 8.4
Key words used in the search (Must use the words: pain, distress, alternative, anesthesia, analgesia, and non-animal model as well as the key words/concepts using terminology from your amendment/protocol).    List all words used in the search.

     
C 8.5
Describe in detail the search strategies Be sure to put the word “or”, “and/or” between the key words (see instructions for help Amendment Application Instructions):


Describe Strategy:
       
C 8.6
Provide a written description to demonstrate how the following were considered. 

C 8.6.1
Replacement of animal models with alternative models (such as computer or in-vitro models). 

     
C 8.6.2
Refinement of the experimental design and/or procedural techniques (such as modified techniques, housing modifications, and modified restraint).
     

C 8.6.3
Reduction of the number of animals used. 

     
C 8.7
Provide a written assurance that experiments described in this amendment do not unnecessarily duplicate previous experiments. 

     
C 8.8
Provide a written assurance that alternatives to painful procedures (found in this research) have been considered and no alternative methods have been found. 

     
Section D
Principal Investigator Assurance (Each item is section D must be checked or provide explanation) 



Note:  Any unresolved regulatory deficiencies found during the conduct of this study may be reported to the PI’s department Dean and Chair by the IACUC.

 FORMCHECKBOX 

D 1.0
Any adverse event (unexpected results in animal health and welfare) must be reported to the IACUC.

 FORMCHECKBOX 

D 2.0
The experiments described in this amendment do not unnecessarily duplicate previous experiments.

 FORMCHECKBOX 

D 3.0
No animal will be used in more than one major operative procedure from which it is allowed to recover without scientific justification and approval from the IACUC.

 FORMCHECKBOX 

D 4.0
Paralytics will not be used without appropriate anesthesia and proper monitoring.

 FORMCHECKBOX 

D 5.0
Alternative methods for conducting these procedures have been thoroughly reviewed.

 FORMCHECKBOX 

D 6.0
Amendments to the approved protocol (significant changes) that require funding source notification of the changes have been submitted to the appropriate funding agencies.
 FORMCHECKBOX 

D 10.0
Veterinary consultation must and will occur when pain or distress is beyond the level anticipated in the 




amendment description or when interventional control is not possible.
 FORMCHECKBOX 

D 12.0
The Principal Investigator will make available an approved protocol to their research staff listed on the protocol and assure that they are knowledgeable as to its contents.

*Explanation for any items in section D not checked:
For IACUC office use only

IACUC approval signature
Date of approval

Veterinarian assigned:
Comments: ______________________________

     
IACUC Application Revision: September 11, 2019
The IACUC approved application may be modified by the IACUC to remove non-essential sections that do not pertain to the submitted research.
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