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FACULTY OF PHAMACY
PROTOCOL FOR THE USE OF LIVE ANIMALS

FOR RESEARCH, TEACHING AND BIOLOGICAL PRODUCTION

Date…………………………………...

Reference No……………………….
Submit 8 typed copies to

Faculty of Pharmacy, Protocol for Use of Live Animals Committee

Title of Project/Course………………………………………………………………………………………..

………………………………………………………………………………………………………………….

Principal Investigator/Instructor:……………………………………………………………………………

(for a student thesis, the principal investigator is the principal adviser, and the student is a co-investigator)

Position ………………………………………….
.
Department ……………………………………………

Tel…………………   Fax ………………………..E-mail …………………………………………………..

Co-investigator …………………………………..Department ……………………………………….……

Tel…………………   Fax ………………………..E-mail …………………………………………….…….

Co-investigator …………………………………..Department ……………………………………….……

Tel…………………   Fax ………………………..E-mail …………………………………………….…….

Co-investigator …………………………………..Department ……………………………………….……

Tel…………………   Fax ………………………..E-mail …………………………………………….…….

Your signature as P.I., Co-investigator on this application verifies that the information herein is true and correct and that you are familiar with and will comply with the standard of animal care and use established under the ethical guidelines and policies of the Faculty of Pharmacy, Silpakorn University, and the NRCT.


                Signature of P.I./Instructor.                                                    Date


                Signature of Co-investigator                                                  Date


                Signature of Co-investigator                                                  Date


                Signature of Co-investigator                                                  Date

Protocol Title:………………………………………………………………………………………………….

Principal Investigator:………………………………………………………………………………………..

Co-investigator(s): ...…………………………………………………………………………………………

…..…………………..………………………………………………………………………….………………

………………………………………………………………………………………………….………………

1. Non-technical summary: (Provide a brief description of the project that is easily understood by non-scientists, expressing its significance and your reasons for undertaking the study.)
..………………………………………………………………………………………………………………...

..………………………………………………………………………………………………………………...
..………………………………………………………………………………………………………………... ..………………………………………………………………………………………………………………...
..………………………………………………………………………………………………………………...

2. Objective: (What is the goal/specific aim of this project?)
..………………………………………………………………………………………………………………...
..………………………………………………………………………………………………………………...

3. Experimental design: (Provide a complete description of what will be done to the animals. Succinctly outline the formal scientific plan and directions for experimentation.  A diagram or chart may be helpful to explain a complex design.)
..……………………………………………………………………………………………………………….....……………………………………………………………………………………………………………….....………………………………………………………………………………………………………………...
..………………………………………………………………………………………………………………...
..……………………………………………………………………………………………………………….....………………………………………………………………………………………………………………...

4. Animal model and species justification: 

    4.1 
Description of animals: 

	Common name
	Genus and species
	Strain/stock


	Sex


	Age


	Weight


	Number

	4.1.1
	
	
	
	
	
	

	4.1.2
	
	
	
	
	
	

	4.1.3
	
	
	
	
	
	


Special considerations: (List special requirements for the research animals, e.g. antibody- or virus-free, Pasteurella-free, etc.)
……………………………………………………………………………………………………………………………………………………………………………………………………………………………………

Source/Vendor
…………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………

    4.2  
Scientific justification for animal species and number requested:
4.2.1 Explain why the proposed species is/are the most appropriate.
…..…………………………………………………………………………………………………….

……..………………………………………………………………………………………………….

4.2.2 Provide an explanation of how the numbers of animals to be used were derived. If used in an experiment, numbers should be based on scientific and statistical requirements to achieve objectives.
…………………………………………………………………………………………………………

…………………………………………………………………………………………………………
5. Animal care

    5.1 
Husbandry considerations: (State that animal housing and living conditions must be   appropriate for their species, and contribute to their health and comfort.) 

5.1.1 Study location: (Where will the animals be housed?)
…………………………………………………………………………………………………………

5.1.2 Housing:       

  
[    ] conventional 

[    ] laminar flow 
[    ] environmental chamber 
[    ] isolator 

[    ] other, please specify ……………………………………………………………….
5.1.3 Caging: 
[    ] shoe box        
[    ] hanging 

[    ] metabolism 

            [    ] other, please specify …………………..…………………………………………….

5.1.4 Number of animals/cage …………………..…………………………………………..……

5.1.5 Environmental requirements: 

Temperature ……….….……………………………………………………………………
Humidity ………..…….………………………………………………………………………
Light: 

[    ] standard fluorescent 

[    ] other, please specify ……………….……………………….…………….

Light intensity ……………………...………………………………………………………..

Light cycle: 



[    ] standard 12:12 

[    ] other, please specify ………………..……………………………………...

Noise: specify…………………………………………………………………………………

5.1.6 Food and Water: 
                           Type of food ……………………………………………………………………………..

                           Feeding schedule …………………….………………………………………………...

                           Provision of water ………………………………………………………………………

    5.2 
Attending veterinary care: (State if the animals will be observed daily or more frequently, and by whom. Indicate what will happen if the animal becomes ill or debilitated during the study and requires supportive therapy. State if the animal will be euthanized if it becomes critically ill or comatose, and by whom (study end-point adjustment.)

…………………………………………………………………………………………………………

…………………………………………………………………………………………………………

…………………………………………………………………………………………………………

6. Animal welfare: 
6.1 Does the proposed research duplicate any previous work? [   ]  Yes  [    ]  No
      If yes, explain why it is scientifically necessary to replicate the experiment.
………………………………………………………………………………………………….…

….…………………………………………………………………………………………………
6.2. Briefly describe how you have considered each of the following alternatives or

       
how they are not applicable.

6.2.1 Replacement of vertebrate animals (e.g., with in vitro models, computer

         models or less sentient animals)
……………………………………………………………………………………………………………………………………………………………………………………

6.2.2 Reduction in the number of animals (e.g., using appropriate statistical

         methods in the design and analysis of the study; reduction in experimental 

         variability by using animals of defined genetic or microbiological status; 

         sharing tissue among investigators)
……………………………………………………………………………………………………………………………………………………………………………………

6.2.3 Refinement of experimental procedures to minimize pain or distress (e.g.,

         early endpoints; use of analgesics, anesthetics or sedatives; techniques 

         that reduce stress in the animal)
……………………………………………………………………………………………………………………………………………………………………………………

6.3  Potential animal pain and distress: 
6.3.1 During the study: 
  1) How often will the clinical condition of the animals be monitored?
………………………………………………………………………………………
2) Who will monitor the clinical condition of the animals?
………………………………………………………………………………………

6.3.2 Are the animals expected to experience any specific study-induced or 

         related problems (i.e. health problems, pain, distress, complications, etc.) 

         or any health problems as a result of the phenotype of the animal?



[    ]  Yes   
[    ]  No

If yes, please answer the following: 
1) Describe the anticipated problems. 
………………………………………………………………………………………
………………………………………………………………………………………

2) What criteria will be used to assess pain, distress, or discomfort?

Check all that apply: 
[    ]  Loss of appetite
[    ]  Loss of weight

[    ]  Restlessness 
[    ]  Abnormal resting postures, in which the animal appears to 
        
         be sleeping or is hunched up
[    ]  Licking, biting, scratching, or shaking a particular part of the 
        
        body
[    ]  Failure to show normal patterns of inquisitiveness
[    ]  Failure to groom, causing an unkempt appearance 
[    ]  Guarding (protecting the painful area) 
[    ]  Loss of mobility: 
[    ]  Red stain around the eyes of rats: 
[    ]  Unresponsiveness
[    ]  Self-mutilation
[    ]  Labored breathing

[    ]  Other (please list)……………...…………………………………..

6.4 Describe the procedures for ensuring that discomfort, distress, pain, and injury will

      be limited to that which is unavoidable in the conduct of scientifically sound

      research. Describe the use of analgesics, anesthetic, and tranquilizing drugs and/or

      comfortable restraining devices where appropriate to minimize discomfort,   

      distress, pain and injury. 

(This includes post-operative care in the event of surviving surgery.)   
…………………………………………………………………………………………………………………………………………………………………………………………………………

6.5  If any procedure(s) will cause pain or distress and analgesia/anesthesia cannot be

administered, list each procedure with a justification for the exclusion of analgesia/ anesthesia. 
…………………………………………………………………………………………………………………………………………………………………………………………………………

7. Surgery:

     [    ]  Yes   [    ]  No

If yes, please answer the following: 
7.1 Surgical procedure is: 
[    ]  Non-survival     [    ]   Survival 

7.2 Location

      Give the location/room number for the proposed surgical procedure. 
      …………………………………………………………………………………………………….

            …………………………………………………………………………………………………….

7.3 Procedure 
Describe in detail any surgical procedures planned. 
      …………………………………………………………………………………………………….

…………………………………………………………………………………………………….

7.4 Pre- and post-operative provisions 
     Detail the provisions for both pre- and post-operative care, including provisions for       

     post-surgical observations. 
      …………………………………………………………………………………………………….

…………………………………………………………………………………………………….

7.5 Surgeon qualifications 
      Indicate who will perform the surgery, and his/her qualifications, training, or 

      experience in the proposed procedure. 
      …………………………………………………………………………………………………….

…………………………………………………………………………………………………….

7.6 Multiple survival surgery procedures: 
      Multiple major operative procedures on the same animal must be adequately justified 

      for scientific reasons by the P.I., in writing. 
7.6.1 Procedures. ……………………..……………………………………………….….

………………………………………………………………………………………………..

………………………………………………………………………………………………..
7.6.2 Scientific justification. ………………………………….……………………….…..

……………………………………………………………………………………..…………

………………………………………………………………………………………………..

8. Describe in detail method(s), needle sizes, volume(s) collected or administered, and 

    frequency of blood or body fluid withdrawal/tissue collection/injections, tail clip, gavaging.

	
	Location
	Needle size/

catheter size
	Biopsy size
	Volume

collected
	Volume

administered
	Frequency

	Blood

withdrawal
	
	
	
	
	
	

	Body fluid

withdrawal
	
	
	
	
	
	

	Tissue

collection
	
	
	
	
	
	

	Injection/

infusion
	
	
	
	
	
	

	Tail clip


	
	
	
	
	
	

	Gavaging


	
	
	
	
	
	

	Other


	
	
	
	
	
	


9. Polyclonal antibody production: 

[    ]  Yes    [    ]  No

If yes, describe procedure, antigen and adjuvants used, the ratio of antigen to adjuvant and routes and volumes of injection (volume should be < 0.25 ml per injection site; subcutaneous route is recommended). 
     ………………………….………………………………………………………………………..…………

     …………….………………………………………………………………………………………………..

10. Monoclonal antibody production

[    ]  Yes    [    ]  No

If yes, provide scientific justification explaining why in vitro monoclonal antibody production methods cannot be used. 

..………………….………………………………………………………………………..……………...

…..……….………………………………………………………………………………………………..

11. Restraint with mechanical devices
 

[    ]  Yes    [    ]  No

If yes, describe device, duration of restraint, frequency of observation, conditioning procedures and steps to assure comfort and well-being. 
…………………….………………………………………………...………………………..…………

……….…………………………………………………………………………………………………..
12. Projects involving food and water deprivation, or dietary manipulation
[    ]  Yes    [    ]  No

If yes, describe methodology. State objective criteria used to assess physical condition and pain, discomfort, stress, and distress during the course of the study. Include clinical signs or manifestations expected from the procedure. What criteria will be used to determine a humane endpoint before severe morbidity and death?

	
	Amount

Restricted/Added
	Duration
	Compound

Supplemented
	Compound

Deleted
	Frequency

	Food Restriction
	
	
	
	
	

	Fluid Restriction
	
	
	
	
	

	Nutrient Alterations
	
	
	
	
	


13. Tumor and disease models, toxicity testing 
[    ]  Yes    [    ]  No

If yes, describe methodology used for tumor/disease and/or toxicity testing. State objective criteria used to assess physical condition and pain, discomfort, stress, and distress during the course of the study, including clinical signs or manifestations expected from the procedure. What criteria will be used to determine a humane endpoint before severe morbidity and death? 

………………………………………………………………………………………….…………………

………………………………………………………………………………………….…………………

………………………………………………………………………………………….…………………

14. Behavioral studies: 
[    ]  Yes    [    ]  No

If yes, please describe in detail types of behavioral manipulations, including placement in testing chambers or apparatus, use of aversive stimuli, duration of test periods, and frequency of test periods. 
………………………………………………………………………………………………………………………………….………………………………………………………………………………………

………….…………………………………………………………………………………………………
15 Euthanasia / Disposal of animals
15.1 Disposal of animals after completion of activity
[    ]  Euthanatized 

[    ]  Return to production/breeding unit/facility inventory 
[    ]  Transfer to another research project – list protocol # and investigator 
[    ]  Other, describe…………………..…………………………………………………..

15.2. Specify method, agent and dosage and route of administration to be used for 

         euthanasia for each species. 

…..………………..………………………………………………………………………………...…
…….…...………………………………………………………………………..…………………....
16. Biohazard/Safety
Provide a list of any potential biohazards associated with this proposal. Explain any safety precautions or programs designed to protect personnel from biohazards and any surveillance procedures in place to monitor potential exposures. …………………..………………………………………………………………………………...…
………...………………………………………………………………………..…………………....
17. Qualifications of personnel
List all individuals who will be working with the animals on this project. Include all investigators, students, post-doctoral researchers, staff research associates and laboratory assistants who will actually work with the animals. If personnel do not have experience, state how they will be trained. 
	Name
	Degree(s)
	Procedure(s)
	Description of Relevant Experience

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Signature ……………….……………………….









          (Principal Investigator)      
Date ……………………………………

2

