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General Instructions 
	Abbreviations
	If using abbreviations or acronyms, define the term the first time it appears. Not all protocol reviewers will be familiar with abbreviations or acronyms common to your area of specialty.

	Attachments
	Except where instructed to attach a document, do not say “see attached”, enter information where indicated.

	Definitions
	Green, underlined text indicates that the term is further defined in the Glossary of Terms. 

	Endorsement
	Leave the page break in place so that the Endorsement page remains a separate page. After completing the fields on the page, print the page and obtain signatures. Only the PI and Department Chair/Director’s Endorsement need to be obtained prior to submission to IACUC. 

	Entering Information 
	Enter information where indicated by grey shading (     ).  Click on the grey box, it will change to black, and begin typing. The space will expand as you type.

	Expand Table
	To add an additional row to a table, place the cursor in the bottom right hand box and press the Tab key. Repeat as needed to add additional rows.

	Links
	Blue, underlined text indicates a link to a document on a website. Note: To access the links, double-click on the underlined text.

	Not Applicable
	Do not leave blanks – if not applicable, enter N/A.

	Protocol Approval
	The process for having a protocol approved is described in the following document: Protocol Processing Flowchart



	References
	If information is referenced, attach copies of the referenced material.

	Using Check Boxes
	Place the cursor on the empty check box and click. To remove the mark, place the cursor over the box and click again.  

	Using Spell Check
	This form is locked to preserve the content. Due to the form being locked, not all sections permit using spell check. The sections of the form that require significant input have been unlocked to allow you to use this feature.  Questions 6, 7, 15, 16, and tables are unlocked. Note: In unlocked sections, the text field gray shading will not be visible on screen as it is in sections of the form that are protected.


Glossary of Terms
	New Protocol
	A new protocol is one where the activities have not yet started.

	Updated Protocol
	An updated protocol is the 3 year renewal of an existing protocol. 

	Protocol Modification
	A protocol modification is a written description of changes to a previously approved protocol during the initial 3 year approval period. Note: Protocol modifications do not extend the expiration date.


Administrative Information

1) A.  Protocol Number:      


    B.  Title of Project:      
    C.  Protocol Action Requested:  FORMCHECKBOX 
 New protocol   FORMCHECKBOX 
 Updated protocol   FORMCHECKBOX 
 Modification

2) A.  Principal Investigator:      
    B.  Department:      
    C.  Mail Location:      
    D.  PI’s Office Phone Number:      
    E.  PI’s Lab Phone Number:      
    F.  PI’s Emergency Phone and/or Pager Number(s):      
    G.  PI’s Fax Number:      
    H.  PI’s E-mail Address:      
3) A.  Other Contact Person(s):      
    B.  Other Contact Person’s Phone Number(s):      
    C.  Other Contact Person’s Emergency Phone and/or Pager Number(s):      
    D.  Other Contact Person’s Fax Number(s):      
    E.  Other Contact Person’s E-mail Address:      
Reminder: Complete an Addition of Personnel - Form P01

 for each person on the protocol including the PI.  To follow the link, double-click on the blue, underlined text.

4) Source of Funds:      
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Scientific Rationale

5) Describe in non-technical terms, the scientific or educational aims of the project and why animals must be used.  Justify the project in terms of its potential value in obtaining or establishing significant information relevant to the understanding of humans or animals, maintenance and improvement of human or animal health and welfare, improvement of animal management or production, or achievement of educational objectives.

     
6) Provide your rationale for the selection of each species in terms of relevance to the system you are studying:

     
7) Literature Search for Refinement, Replacement, and Reduction


Perform a literature search looking for alternatives to using animals, ways to reduce the pain or distress, and methods to reduce the number of animals needed for the study.


To connect to UC’s Academic Information Technology and Libraries, double-click here:  UC Literature Search Databases


A.  Databases used (use a minimum of two different databases, e.g., MEDLINE, AGRICOLA):
      
B.  Years searched (yyyy): From       To      
C.  Date the most recent literature search was performed (mm/dd/yyyy):      
D.  State the key words and search strategy used.  Terms should include animal welfare, animal testing alternative, pain assessment, in-vitro methods. For information on how to conduct the literature search, double-click here: Literature Search for Alternatives Worksheet Instructions


     
E.  Were changes implemented as a result of your search?  

 FORMCHECKBOX 
 No- Alternatives, refinement, replacement, or reduction methods were not found.  

 FORMCHECKBOX 
 Yes (list):      
F.  Other sources of information used to refine the protocol:      
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Husbandry Information

8) Animal Use Locations

A.  Housing location (overnight or over 12 hours): 

 FORMCHECKBOX 
 LAMS

 FORMCHECKBOX 
 Shriners

 FORMCHECKBOX 
 Other (complete Satellite Housing Request Form F-02

 )
B. Procedure

 FORMCHECKBOX 
 LAMS

 FORMCHECKBOX 
 Shriners

 FORMCHECKBOX 
 Other (complete Satellite Procedure Location Request Form F-01

 )

C. Survival Surgery 

 FORMCHECKBOX 
 Not applicable

 FORMCHECKBOX 
 LAMS

 FORMCHECKBOX 
 Shriners

 FORMCHECKBOX 
 Other (complete Satellite Procedure Location Request Form F-01

 )
Note: Satellite areas may NOT be used until forms are submitted to and approved by IACUC.

If there will be any exceptions to IACUC Policies #12 Request for Exception to IACUC Policy Form P-04

.  
Specifications for Satellite Animal Procedure Areas

, submit Policy on Housing Animals in Laboratories

 and/or #21 
9) Will LAMS staff provide any non-standard husbandry needs?

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes (list):      
10) If you want to use any tumors, cell lines, or biologicals in rodents, will they be tested for rodent pathogens before administration to the animals?
 FORMCHECKBOX 
 Not applicable

 FORMCHECKBOX 
 Yes       
 FORMCHECKBOX 
 No (provide justification):        

11) Will the animals be acclimated to the facility less than the LAMS standard 48 hours? 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes (describe):      
12) Complete the following table for each specie. List number used for 3 year period for each pain classification.

	Species
(List each specie once – use common name)
	Breed/

Strain/Stock
(List all that apply)
	Age/

Weight Range
	Sex
	Pain Class C
	Pain Class D
	Pain Class E

	     
	     
	     
	   
	     
	     
	     

	     
	     
	     
	   
	     
	     
	     

	     
	     
	     
	   
	     
	     
	     

	     
	     
	     
	   
	     
	     
	     

	     
	     
	     
	   
	     
	     
	     


Note: For additional information on Pain Classification, click here Pain Classification Tips


Indicate the source(s) of the animals: 

 FORMCHECKBOX 
 LAMS Approved Vendor


 FORMCHECKBOX 
 In-house Breeding

 FORMCHECKBOX 
 Other UC Investigators (completion of LAMS transfer form required)
 FORMCHECKBOX 
 Other, as approved by LAMS (list source):      
Note: If specific pathogen free (SPF) rodents are not being used, contact LAMS veterinary staff.
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Study Design

13) Based on the total in question #12, provide your rationale for the number of animals to be used (complete A and B below) ``









.  

Note: For additional information on power analysis or quantitative justification, click here Justifying the Number of Animals Used Tip


A. Study Design

For each study, list the number of animals per group, the number of groups per study, and provide an outline of the procedures/manipulations performed on each group.

     
B. Justify each group size based on power analysis, quantity of tissue used, and/or need for Pilot Study:

     
14) Provide a detailed description of all procedures/manipulations performed on animals outlined in Question #13: 

     

15) If animals will be anesthetized as part of this study complete table and answer questions A and B below.

 FORMCHECKBOX 
 Not applicable 

	Anesthetic
	Dose 
Range
	Route
	Time Anesthetized
	Supplemental Dose

	     
	     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 


	     
	     
	 FORMDROPDOWN 

	     
	 FORMDROPDOWN 



A. If using gas anesthetics please indicate method of use.

 FORMCHECKBOX 
 Vaporizer with scavenger system

 FORMCHECKBOX 
 Drop box method in chemical fume hood

 FORMCHECKBOX 
 Other (describe):      
B. How will the depth of anesthesia be monitored? Check all that apply.

 FORMCHECKBOX 
 Positive Toe Pinch

 FORMCHECKBOX 
 Respiration Rate

 FORMCHECKBOX 
 Corneal Reflex

 FORMCHECKBOX 
 Mucous Membrane Color/Capillary Refill Time

 FORMCHECKBOX 
 Blood Pressure

 FORMCHECKBOX 
 Pulse Oximeter

 FORMCHECKBOX 
 Muscle Relaxation

 FORMCHECKBOX 
 Other (describe):      
Note: If there will be any exceptions to IACUC Policy #20 “Post Operative and Procedural Care Policy” (Request for Exception to IACUC Policy Form P-04

.  
IACUC Policy 20

), submit 
C.  What supportive care will be provided?

 FORMCHECKBOX 
 Supplemental heat (describe):      
 FORMCHECKBOX 
 Fluid therapy (describe):  Type-      ; Route-      ; Dose-      
 FORMCHECKBOX 
 Other (describe):      
 FORMCHECKBOX 
 Not applicable 

16) Will animals have surgery as part of this project? 

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes (complete A – H below)

A.  Will animals recover after surgery?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

B.  What type of surgery will be performed?

 FORMCHECKBOX 
 Major

 FORMCHECKBOX 
 Minor

 FORMCHECKBOX 
 Both

C.  Will multiple major recovery surgeries be performed?  

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (list surgical combinations and provide scientific justification):      
D.  How will the surgical sites be prepared?

 FORMCHECKBOX 
 Standard surgical scrub (Hair removal followed by alternate scrubs of iodophor/chlorhexidine and 70% alcohol repeated 3 times)

 FORMCHECKBOX 
 Hair Removal Only for non-survival surgery

 FORMCHECKBOX 
 Other:      
E.  If survival surgery is performed, which sterilization methods will be used?

 FORMCHECKBOX 
 Steam autoclave sterilization

 FORMCHECKBOX 
 Gas sterilization (Ethylene Oxide)

 FORMCHECKBOX 
 Chemical sterilant (must adhere to manufacturer’s recommendations for contact time)

 FORMCHECKBOX 
 Sterile from manufacturer

 FORMCHECKBOX 
 Other (describe):      
 FORMCHECKBOX 
 Not applicable, non-survival 

F.  If “batch surgeries” will be performed, how will instruments be sterilized between animals?

 FORMCHECKBOX 
 Instruments not reused between animals

 FORMCHECKBOX 
 Glass bead sterilization

 FORMCHECKBOX 
 Other (describe):      
 FORMCHECKBOX 
 Not applicable, non-survival 

G. Specify which suture materials or other closure devices will be used and identify the location on the animal where used.

	Suture Material
	Location

	 FORMCHECKBOX 
 Absorbable suture (e.g., Vicryl, Gut, or Maxon)
	     

	 FORMCHECKBOX 
 Non-absorbable suture (e.g., Prolene, Silk, or Braunamid)
	     

	 FORMCHECKBOX 
 Surgical wound clips
	     

	 FORMCHECKBOX 
 Tissue glue (e.g., Nexaband or Vetbond)
	     

	 FORMCHECKBOX 
 Other (describe):      
	     


H.  Will the skin sutures or staples be removed within 14 days? 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No (justify):      
 FORMCHECKBOX 
 Not applicable, survival less than 14 days 

17) Analgesic Use

A.  Will pre-emptive analgesics be used? 

 FORMCHECKBOX 
 Yes (complete table below)

 FORMCHECKBOX 
 No (justify)      
B.  Will post operative analgesics be used? 

 FORMCHECKBOX 
 Yes, for a specified duration. Insert duration here       and complete table below.

 FORMCHECKBOX 
 Yes, on an as needed basis (complete table below)

 FORMCHECKBOX 
 No (justify)      
	Analgesic
	Dose Range
	Route
	Frequency

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


C.  How will the animal’s pain/distress be monitored to ensure that the analgesic is effective?

	 FORMCHECKBOX 
 Guarding (protecting painful area) 
	 FORMCHECKBOX 
 Licking, biting, scratching, or shaking the painful area

	 FORMCHECKBOX 
 Restlessness
	 FORMCHECKBOX 
 Lack of normal interest in surroundings

	 FORMCHECKBOX 
 Failure to groom
	 FORMCHECKBOX 
 Abnormal postures

	 FORMCHECKBOX 
 Lack of mobility 
	 FORMCHECKBOX 
 Other:      


18) Will other experimental, prophylactic, or therapeutic drugs, chemicals or agents be administered to live animals? List all that apply, except anesthetics or analgesics previously listed in the protocol.

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes (complete table) 

	Drug/Agent/Compound Class
	Purpose of Use
	Dose Range
	Route
	Frequency

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


19) Clinical Symptoms and Endpoints

A. Describe adverse events that will be allowed to persist for purposes of the research. Check all symptoms that apply and specify the point at which the animal will be euthanized.

	Symptom
	Describe endpoint

	 FORMCHECKBOX 
 Weight loss
	     

	 FORMCHECKBOX 
 Tumor
	     

	 FORMCHECKBOX 
 Dehydration
	     

	 FORMCHECKBOX 
 Neurological abnormalities 
	     

	 FORMCHECKBOX 
 Inability to defecate or urinate
	     

	 FORMCHECKBOX 
 Respiratory distress 
	     

	 FORMCHECKBOX 
 Ocular abnormalities 
	     

	 FORMCHECKBOX 
 Impaired ambulation
	     

	 FORMCHECKBOX 
 Other:      
	     

	 FORMCHECKBOX 
 None, animal will be euthanized if any adverse events are noted.


B.  Are there any other clinical symptoms which commonly occur in this species or type of research that will assist the LAMS Veterinary Staff in evaluation the health of your animals?

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes (describe):      
Note: Any adverse clinical symptoms or deaths must be reported to LAMS Veterinary Staff immediately regardless if they are expected, unexpected, or the result of anesthesia/surgical error.

20) Will food or water be withheld as part of this study?  

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes, food (complete A-C below)

 FORMCHECKBOX 
 Yes, water (complete A-C below)

A.  Justification for withholding food and/or water:      
B.  How long will food and/or water be withheld?      
C.  How will the animals be monitored and at what frequency to ensure that they do not become dehydrated or malnourished?

     
21) Will the animals be used for multiple blood/tissue collections?  

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes (complete table)

	Collection Method
	Volume
	Total # of Collections
	Interval Between Collections

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


22) Will the animals be restrained as part of this project (excludes manual restraint such as that used for an injection)?  

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes (justify and complete table)      

	Restraint Method
	Duration
	Total # of Restraints
	Interval Between Restraints

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     



23) Euthanasia

Note: Consult the 2000 Report of the AVMA Panel on Euthanasia

 for more information. 

A.  How will the animals be euthanized? 

 FORMCHECKBOX 
 Carbon Dioxide (compressed gas must be used) 

 FORMCHECKBOX 
 Anesthetic Overdose (list drug, route, and dose)      
 FORMCHECKBOX 
 Perfusion with fixative under anesthesia

 FORMCHECKBOX 
 Physical method

Note: For Physical Methods LAMS Veterinary Staff must train or observe personnel on the procedures listed below to ensure proficiency.
 FORMCHECKBOX 
 Decapitation and/or  FORMCHECKBOX 
 Cervical dislocation
Note: Decapitation requires a maintenance log for blade sharpening. 


 FORMCHECKBOX 
 Use anesthesia as described in Question 16 above.
 FORMCHECKBOX 
 Use different anesthesia (list drug, route and dose)      

 FORMCHECKBOX 
 No anesthesia (justify)      

 FORMCHECKBOX 
 Other method (describe):      
B.  What physical method will be used to ensure the animal does not recover?

Check all that apply:

 FORMCHECKBOX 
 Not Applicable- Physical Method Selected in 23A

 FORMCHECKBOX 
 Decapitation   

 FORMCHECKBOX 
 Cervical Dislocation 

 FORMCHECKBOX 
 Bilateral Pneumothorax or Cutting Diaphragm

 FORMCHECKBOX 
 Removal of Vital Organ

 FORMCHECKBOX 
 Perfusion with a fixative

 FORMCHECKBOX 
 Other (describe):      
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Protocol Hazards

24)  Does this protocol require the use of any of the following hazardous agents or procedures in living animals? Check all that apply, then complete questions A and B for each.

 FORMCHECKBOX 
 Biological 

 FORMCHECKBOX 
 Chemical/Physical 

 FORMCHECKBOX 
 Radiological 

 FORMCHECKBOX 
 None of the above

A. List hazardous agents administered to living animals.

	Agent
	Route
	Dose 
Range
	Frequency
	Interval
	Time on study
 (post  initial exposure)

	     
	    
	     
	     
	     
	     

	     
	    
	     
	     
	     
	     

	     
	    
	     
	     
	     
	     

	     
	    
	     
	     
	     
	     

	     
	    
	     
	     
	     
	     


For descriptions of hazardous agents consult the NIH Safety Data Sheets

 Laboratory Chemical Safety Summaries

, EHP 10th Report on Carcinogens

, Environmental Health and Safety web page

.  The Material Safety Data Sheets (MSDS) on any hazardous chemicals being used should be reviewed.  Sources of this information include: Institutional Biosafety Committee web page 

or the 
B.  Have you established a safety program to determine what safeguards are needed for the safe conduct of the research?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No (If no, consult with Institutional Biosafety, Environmental Health and Safety, and/or Radiation Safety for help in establishing your program.)

Endorsement Information

	Principal Investigator’s Endorsement

	I believe that this project is an appropriate use of animals, that the scientific methods described are valid, and that the goals of the project are reasonable and appropriate.

I understand that I am responsible to ensure that this project is carried out as described in this protocol.  I understand that changes in the experimental design or procedures must be approved by IACUC before they are implemented and that failure to abide by the protocol may result in suspension of my animal use privileges.

I understand that all personnel must read and understand the procedures described in the protocol and be trained in the specific procedures that they will perform. Additionally, all personnel must have ready access to the protocol.

As required by federal regulations, I certify that all grant-funded animal related activities have been submitted to the IACUC for approval. I understand that should I modify any animal procedures, that I must notify both the IACUC and the granting agency.

I have also determined that this proposal does not unnecessarily duplicate previously reported research work or that duplication is necessary for teaching purposes.

	Type Name:      

	Signature
	
	Date

	

	Co-Principal Investigator’s Endorsement (if applicable)

	Type Name:      

	Signature
	
	Date

	

	Department Director’s Endorsement

	I have reviewed this protocol and endorse its submission. I believe that this project is an appropriate use of animals, that the scientific methods described are valid, and that the goals of the project are reasonable and appropriate.

As required by federal regulations, I certify that all grant-funded animal related activities have been submitted to the IACUC for approval.

	Type Name:      

	Signature
	
	Date

	

	Veterinarian’s Endorsement

	I have reviewed and agree with the pain and distress classification listed in this protocol 

The pain and distress relieving measures described are appropriate for the species and procedures listed. 
 FORMCHECKBOX 
Not applicable
If appropriate pain relieving measures will not be used, I agree with the scientific justification.  
 FORMCHECKBOX 
Not applicable

	Type Name:      

	Signature
	
	Date


Reminder: Once you have completed the Endorsement information, print this page and obtain the required signatures.  Submit page with original signatures with the protocol.




DO NOT SUBMIT THIS PAGE WITH THE PROTOCOL

PAGE  
Version: Aug 2003
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