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國家衛生研究院「動物實驗計畫書」變更申請單-07版

Amendment to Animal Use Protocol 
「動物實驗計畫書」變更申請單
1. Protocol Title: (English)

 (中文)

2. Protocol No.(Period of Protocol): NHRI-IACUC-          (   /   /     ~   /   /     )(mm/dd/yyyy)
3. Items Amended
3-1 □Housing AND Experimentation Location                    /         

．A mutual approval between the IACUCs of NHRI and this institute for transferring and/or housing the animals is required.

．A formal written document addressing the responsibility for care, use and ownership of these animals should be provided.

．IACUC will inspect the offsite animal care and use program for the animals whose ownerships belong to the PIs of NHRI.
3-2 □Sources of Funding:□NHRI;□MOST科技部;□Other:                                   
3-3 □Attending personnel: (list all personnel who will use animals, not just the new additions)
	Name (English/Chinese)
	Employee ID
	Position/Title
	PI lab/ Division
	Roles*
	Personnel Qualification Form**(Form available at IACUC Office) updated?

	PI:

	

	

	

	

	□NO, filed at IACUC 

□YES, as attached 

	

	

	

	

	

	□NO, filed at IACUC 

□YES, as attached

	

	

	

	

	

	□NO, filed at IACUC

□YES, as attached

	*Use the codes below; list all that apply.
a. Protocol Oversight.

b. Husbandry.
c. Restraint and Handling/Animal Labels.
	d. Agent Administration.
e. Sampling/Blood Collection.
f. Anesthesia and Analgesia.
	g. Sterile Surgery.

h. Euthanasia.

i. Animal Observation


* All personnel involved with the care and use of animals must be adequately educated, trained, and/or qualified in basic principles of laboratory animal science to ensure high-quality science and animal well-being.
**Certificates or training records for handling isotopes and/or animals must be listed and a copy submitted along with this protocol. If an updated Personnel Qualification Form is available and not yet filed at IACUC, it must be submitted together with this protocol application.
3-4 □List all animals to be used: (List all animals/strains that will be used, not just the new additions)


	Species
	Strain/Gene Name
	Age or   Weight
	No.
	Sex
	Source
	Housing Location*
	Experimentation Location*

	       
	              /                 
	      
	        
	     
	      
	         
	        

	       
	              /                 
	      
	        
	     
	      
	         
	        

	       
	              /                 
	      
	        
	     
	      
	         
	        

	*Use the codes below; list all that apply.

	Housing Location:

A. NHRI-LAC.
B. NHRI-Bioproduction Plant-QC Animal lab.
C. NHRI-Bioproduction Plant-ABSL-3 lab.

D. NHRI-Taiwan Zebrafish Core Facility.

E. NHRI-LAC-Tainan branch. 

F. NHRI private lab or space, Rm#:                 

(If the animals are to be housed in the private lab for more than 24 hr, please obtain the approval from IACUC by filling in the「實驗動物留置實驗室申請表」form prior to the experiments.)
G. Other offsite institute＃:__________________________________ 
(Name here the institutes and the facility located. A mutual approval between the IACUCs/LACs of NHRI and this institute for transferring and/or housing the animals is required.)
G1. A space for holding animals

G2. With individual HVAC system

G3. Without individual HVAC system

G4. With animal caretaker

G5. PI and phone number/email address have been provided.

G6. Others:            )
	Experimentation Location:

A. NHRI-LAC.
B. NHRI-Bioproduction Plant-QC Animal lab.
C. NHRI-Bioproduction Plant-ABSL-3 lab.

D. NHRI-Taiwan Zebrafish Core Facility.

E. NHRI-LAC-Tainan branch. 

F. NHRI private lab or space for terminal experiment and animal euthanasia, Rm#:                     

(Please fill in the 動物攜至實驗室操作申請表」form, obtain the approval from IACUC, and post the provided sticker at the experimental locations. If the animal is to be housed for more than 24 hr, a separate application of 「實驗動物留置實驗室申請表」is necessary (see left column).
G. Other offsite institutes＃ (A mutual approval between the IACUCs of NHRI and this institute for transferring the animals is required.):
G1. Operating in biological safety cabinet BSC

G2. Operating on experimental bench

G3. Operating with special apparatus

G4. Others:
)

	#: In addition to a mutual approval between the IACUCs of NHRI and this institute for transferring and/or housing the animals, a formal written document addressing the responsibility for care, use and ownership of these animals should be provided. 

NHRI-IACUC will inspect the offsite animal care and use program for the animals whose ownerships belong to the PIs of NHRI.


3-5 □Re-use of animal at the end of experiment: 

Species/ Strain:                                                 

□ Euthanasia
□ Transfer to other Animal use protocols，Protocol No: NHRI-IACUC-                          
□ Other:                                                                             
3-6 □Using IVIS system: □Caliper Spectrum (Zhunan) and/or □Caliper Lumina (Tainan)
□ (Must read & check) Will apply the same experiment procedures previously described in the approved protocol including using the same implantation procedures and the same Mycoplasma-free cancer cell lines expressing a commonly used fluorescent protein or luciferase or both as the reporter(s). The procedure of using the IVIS system is described as: a) To sign in and initialize the IVIS system; b) To inject 0.2 ml/mouse (5-20 mg/ml, i.v. or i.p.) of prepared luciferin solution; c) To anesthetize the animals with isoflurane at a maintenance concentration of 2.5%, and oxygen pressurized at 4 kg/cm2; d) To capture images; e) After the image acquisition, to make sure the animals are completely recovered from anesthetization and place them back to holding cages and rooms; f) DO NOT USE USB drive and use only CD-R for data collection; g) TO MAKE SURE that the anesthetics inhalation system is shut down properly to avoid isoflurane and oxygen leaks; and h) To record the usage condition and sign on the user log book.
□ (Must check if qualified) The persons who will operate this above procedures have attended proper training programs and a qualification record is documented for using the IVIS systems.
3-7 □Anesthesia, Analgesia, Sedatives, Tranquilizers… etc.:
	Species
	Strain
	Agent and purpose(*)
	Dose
	Route
	Performed by (Personnel)

	

	

	               (    )    
	

	

	


	

	

	               (    )        
	

	

	


	

	

	               (    )        
	

	

	


	*Use the codes below; list all that apply.
A. Pre-anesthetic/analgesic or sedative drugs.

B. Anesthetic drugs.

C. Post procedural analgesic or tranquilizing drugs.
D. Restraint 

E. Drug administration

F. Collection of Fluids

G. Non-survival surgery

H. Survival surgery

I. Veterinary opinion (Clinical observations)

J. Other:                    



3-8 □Euthanasia:
	Species
	Agent/Procedure(*)
	Dose
	Route
	Performed by (Personnel)

	

	
(    ) 
	
  
	

	


	

	
(    ) 
	
  
	

	


	

	
(    ) 
	
  
	

	


	*Use the codes below; list all that apply.
A. CO2 exposure. 

B. Over dose anesthetics.
C. 
Decapitation under anesthesia or tranquilization.

D.
 Cervical dislocation under anesthesia or tranquilization. 
	E. 
Exsanguination during non-survival surgery.

F. Perfusion in deep anesthesia. 

G. Other. Specify:







**All procedures should follow the AVMA Guidelines for the Euthanasia of Animals (2013). If a euthanizing procedure to be applied is not listed in the AVMA guidelines, scientific justifications are required here: 

                                      

3-9 □Criteria for early removal (Humane endpoint):
A. The clinical signs, depending on severity and duration, that may constitute an endpoint include, but are not limited to (check all that apply): 

□20% weight loss (emaciated appearance; rapid weight loss over two to four days; or progressive weight loss over a few weeks)
□Diarrhea, if debilitating
□Progressive dermatitis 
□Rough hair coat, hunched posture, lethargy or persistent 

□Jaundice and/or anemia 

□Coughing, labored breathing, nasal discharge
□Neurological signs (frequent seizure activity, paralysis, ataxia)
□Prolapses that progress to tissue damage and necrosis
□Self-induced trauma
□Any condition interfering with eating or drinking 
□Excessive or prolonged hyperthermia or hypothermia

□Others:                                                              
B. Additional signs in neoplasia studies that may constitute an endpoint include, but are not limited to (check all that apply):
□Either a primary tumor size (20mm in diameter for a mouse and 40 mm in diameter for a rat) or weight (4000 mg maximum weight for a mouse and 8000 mg maximum weight for a rat). Formulas for calculating tumor size can be found in the literature (Bullard et al., J. Neuropath. Exp. Neurol. 40:410-427, 1981; Tomayko and Reynolds, Cancer Chemother. Pharmacol. 24:148-154, 1989; Sung et al., Cancer Res. 53: 2092-2099, 1993; Welch et al., Oncogene 9:255-262, 1994; Hamm, Contemporary Topics 34:69-71, 1995.) Justification to exceed this size restriction must be approved by the IACUC in advance.
□Tumors that ulcerate, become necrotic or infected.
□Palpation of tumor induces a pain response (vocalization, flinching, withdrawal).
□Tumors that interfere with the ability to eat, drink, or ambulate.
□Any animal found unexpectedly to be moribund, cachectic, or unable to obtain food or water.

□Others:                                                              
C. Survival study: *IACUC would NOT accept animal death as an experimental endpoint.
□Moribund status to justify for endpoint. (ex. unable to reach food or water, emaciation, drowsiness, aversion to activity, lack of physical alertness, difficulty breathing, central nervous system disturbances, chronic diarrhea or constipation).

JUSTIFICATION: 

Specify Exp. number from Item 17: 

When animal moribund status occurs, experimenter should do committed animal observation: At least >=2 times/per day, >=1 times/per holiday, excluding the first time of experimentation.
*The moribund condition is often one of a prostrate, unresponsive, and seeming comatose animal, which typically implies a severe debilitated state that precedes imminent death.  From: Toth LA. Defining the moribund condition as an experimental endpoint for animal research. ILAR J. 41(2): 72-79 (2000).

The moribund state can be defined by identifying the values of specific experimental models that precede imminent death. If conflict moribund definition occurs, it should up to definition of veterinarians or trained animal care personnel to promote animal well-being and the efficient collection of high-quality data.
*This item MUST approved following IACUC discussion.
D. Veterinary opinion (Clinical observations).
□ Yes        □ No

E. Other:

	4. Principal Investigator (PI):
	                           
	                                     

	
	Typed Name
	Signature


4-1. Position/Title:
                        4-2. Division/Laboratory:
                       
4-3. Telephone: 
                          4-4. E-mail address:
                           
4-5. Address:                              4-6. Fax:
                                      
5. Contact Person:                           E-mail address:                                 
	Chairman of IACUC:                                                     
	                            

	                      Signature
	Date
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