[image: Logo USM_Tulisan Tepi]Jawatankuasa Penjagaan dan Penggunaan Haiwan Institusi USM (JKPPH USM)                                                                                                      
USM Institutional Animal Care and Use Committee (USM  IACUC)


	

CHECKLIST OF USM IACUC APPLICATION, PLEASE TICK (√) IN THE SECTION BELOW
(Note: Researcher may use this checklist for booking of animals)

	Name of Principal Researcher
	

	No.
	
DOCUMENTS SUBMITTED
	
APPLICANT
PLEASE TICK (√)
	
USM IACUC
PLEASE TICK (√)

	1.
	Animal Utilisation Protocol Application form
* The application form must contain complete information on the procedures to be performed on animals
	
	

	2.
	Signature of principal researcher 
	
	

	3.
	Signature of all co-researchers 
	
	

	4.
	Signature of the head of School / Institute / Centre 
	
	

	5.
	Flowchart 
	
	

	6.
	Proposed commencement date
	
	

	7.
	Additional related documents including appendices (please specify)
a.
b.
c.
	
	




___________________________                  Date:
 (Principal Researcher Signature)



____________________________                 Date:
 (USM IACUC Secretariat Signature)


	                       USM IACUC office use only 

	Date of receive
	

	IACUC File No.
	

	Date of IACUC meeting
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USM Institutional Animal Care and Use Committee 
APPLICATION FOR APPROVAL OF ANIMAL UTILISATION PROTOCOL



NOTE:
1. Please complete the application form following the USM IACUC guidelines (https://iacuc.kk.usm.my). Incomplete application will not be accepted. 

2. Researchers shall consider the principles of ‘3R’ in using animals:
· Replacement of animals with other methods for example in vitro methods.
· Reduction in the number of animals used / no wastage of live animals.
· Refinement of techniques used to reduce potential adverse impact on animals such as pain and suffering.
3. Please submit any relevant documents as appendices.

4. Please submit the SOFT COPY of the checklist and application form to jkpph@usm.my for completeness verification before submitting the hard copy.

5. Please submit THREE (3) PRINTED COPIES of the application form to the Secretary, USM Institutional Animal Care and Use Committee (USM IACUC), Health Campus, Universiti Sains Malaysia (USM), 16150 Kubang Kerian, Kelantan. Telephone: 09-767 2366.

6. If further clarification is needed by the USM IACUC Committee regarding the application, the principal researcher or co-researcher (non-student) MUST present him/herself at the committee meeting.

7. USM IACUC approval is not required for use of invertebrates for scientific purposes (research, teaching and testing).


	NAME OF PRINCIPAL RESEARCHER
	

	
SCHOOL / INSTITUTE / CENTRE
	

	PROJECT TITLE FOR ANIMAL STUDY

	

	TITLE OF THE GRANT/PHD/MASTER PROJECT 
(Please state the grant/funding type and title, or indicate whether this is a PhD/Master’s project. If there is no grant/funding, please state “No Grant”)
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SECTION 1: ADMINISTRATION
	1.1
	LIST ALL INDIVIDUALS INVOLVED IN THE PROJECT (Including principal researcher)*

	No.
	Name
	School / Institute / Centre
	Role /
Contribution
	I/C /
Passport No.
	Contact [Email & Mobile Phone] 
	Signature & Date

	(a) 
	
	
	
	
	
	

	(b) 
	
	
	
	
	
	

	(c) 
	
	
	
	
	
	

	(d) 
	
	
	
	
	
	

	(e) 
	
	
	
	
	
	


*Please ensure ALL individuals have signed before submission.
*Students/Research Assistants involved in the project MUST be included.

	1.2
	TYPE OF APPLICATION (Please tick [√] one or more)

	
	
	(√)
	Type of application
	Details 

	
	Research
	

	
	Teaching 
(State the course)
	

	
	Breeding
	

	
	Commercial product testing
(State the company and product/s)
	

	
	Others (Specify)
	










	
1.3	
	
CLASSIFICATION OF PROJECT
Please tick [√] one or more to indicate the category that best describe all procedures to be carried out on the animals in the project

	
	A
	Project requires animals to be sacrificed for the isolation of embryos and tissue/organ specimens.

	
	B
	Procedure(s) carried out under anaesthesia and animals sacrificed without regaining consciousness.

	
	C
	Survival after an intervention, which causes major or prolonged stress (e.g. major surgery and prolonged restraint).

	
	D
	Survival after an intervention, which causes minimal stress of short duration (e.g. venepuncture, brief restraint and skin irritation).

	
	E
	Animal behavior experiments, including pain assessment.

	
	F
	Infective or biohazard experiments (including radiation).

	
	G
	Genetic modification of animals (approval from USM Biosafety Committee is also necessary).

	
	H
	Toxicity studies (please provide the appropriate established guideline for Toxicity Studies such as from OECD)

	
	I
	Reproductive studies (breeding, teratology studies).

	
	J
	Production of antisera.

	
	K
	Other procedures – Please specify.




SECTION 2:  THE USE OF ANIMALS
The justification for the use of animals must satisfy the IACUC requirement in that the scientific or educational value of the work outweighs the potential impact on the animals.
	2.1
	PROJECT SUMMARY AND JUSTIFICATION FOR THE USE OF ANIMALS

	(a)
	State project objective(s) relevant to the use of animals in the study.




	(b)
	Provide a brief background of the study (not more than 250 words).













	(c)








	Please explain the need for use of animals in this project and the reason why alternative methods such as in-vitro and ex-vivo systems are not appropriate to replace an animal study (Refer to USM IACUC website for alternative in-vitro toxicity studies). If the animals are needed for teaching purposes, please provide the teaching module.

	(d)
	Provide justification for the choice of animal species and/or strain. Please include references for the proposed animal model or disease/condition.



















	(e)
	Provide justification for the number of animals requested such as statistical calculations, guidelines or references (Web of Science or Scopus) from previous reports. Researchers are reminded to minimize the use of animals in their projects.











	(f)
	Provide the study flowchart that is relevant to the animal experiment and include:
(i) number of animals
(ii) animal groupings 
(iii) time points / intervention duration
























	2.2
	DETAILS OF THE ANIMALS REQUIRED IN THE STUDY

	(a)
		SPECIES AND NUMBER OF ANIMALS NEEDED

	No.
	
Species & Strain Name
(Indicate with an (*) if the animal is genetically modified)
	
Gender 
	
Age / Weight
	
Dropout 
(%)
	
Total
(No.)

	1.
	
	
	
	
	

	2.
	
	
	
	
	

	3.
	
	
	
	
	

	4.
	
	
	
	
	

	5.
	
	
	
	
	

	Grand Total (Dropout+Total)
	


*Justify if dropout more than 10%

	(b)
		SOURCE OF ANIMALS
Please state the supplier of the animals use for the experiments

	[  ] Animal Research and Service Centre (ARASC)
[bookmark: _GoBack][  ] Seksyen Penyelidikan Haiwan (SPH) at Pusat Kanser Tun Abdullah Ahmad Badawi (PKTAAB)
[  ] External Source (please discuss with ARASC/ARS). Please specify in the table below and provide justification.
Justification for external source of animals:
_____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

	Species
	Source/Supplier
	Mode of Transportation
*If the animals are sourced from outside ARASC and  ARS

	
	
	

	
	
	

	
	Insert new rows (if necessary)
	




	(c)
		LOCATION OF ANIMALS
Please list all animal housing and laboratory locations.

	









	(d)
		PERMITS REQUIRED: (Please tick [√])   ( YES [    ] / NO [    ] )
If YES, please provide details of the permits

	(a) Holder:

	(b) Issuing Agency:

	(c) Date of Issue:

	(d) Serial No.:

	(e) Period of Validity:




	(e)
		REPEATED USE OF ANIMALS

	Please indicate [√] if the animals have been used in previous research or teaching activity. 
Please tick:  YES [   ] / NO [   ] )


	If YES, please explain why it is necessary to reuse the animals.





	(f)
		DURATION OF ANIMAL STUDY
Please note that the ethical approval is given for a maximum period of 3 years for both research and teaching purposes starting from date of the approval letter. An extension can be requested if necessary up to a maximum duration of 1 (ONE) year per application per year. 

	Proposed commencement:
	Expected completion:






Disclaimer:

1. The study is subject to the rules, regulation and laws of Malaysia and the respective country law where the study is conducted.
2. Researchers should be aware and adhere to the Malaysian Animal Welfare Act 2015, and any guidelines produced by the Malaysian Animal Welfare Board. Notwithstanding, USM reserve the right to issue guidelines, instructions, terms, conditions, circular and rules and/or directives from time to time in respect of the study.
SECTION 3: ANIMAL INTERVENTION
	3.1
	PROCEDURES

	(a)
	· Describe in detail all the procedures involving animals in this study e.g. surgical procedure(s), physical restraint, blood sampling, administration of compounds or chemicals, anaesthesia, analgesics, antibiotics, behavioural test, euthanasia etc. 

Please list the procedures in sequence and include the following for each procedure
· Compound name, dosage regime, route & volume (if applicable)
· No. of animals and study groups
· Frequency and/or duration


· In case of surgical procedures, description of the preparation before surgery, pain and distress management, frequency of monitoring during and post-surgery as well as technical description of surgical procedures and post-operative care shall be included. 


Procedure 1


Procedure 2


Procedure 3


































	(b)
	Name the individuals who will be responsible for and/or performing the procedures as listed in Section 3.1 (a). 

	Name

	Procedure(s) 
(State the corresponding procedure number as listed in Section 3.1 (a))
	Qualifications/training/experience with these procedures

	Signature

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Insert new rows (if necessary)




	(c)
	Please indicate whether the animal(s) will be anaesthetized during the experiment other than for euthanasia? 
Please tick [√]:  YES [   ] / NO [   ] ) 
If YES, please complete the table below with the information for each anaesthetic agent or mixture (please duplicate the table for different groups/species)

	Agent name
	

	Route of administration
	

	Dose/volume
	

	Frequency of administration
	

	Duration of anaesthesia to be given
	




	(d)
	Describe the clinical signs to ensure anesthesia is adequate.







	3.2
	HAZARDS

	
	Does this project involve hazardous agent? (YES / NO) If YES, please complete the details as below

	TYPE
	SPECIFY AGENT, DOSAGE, ROUTE, FREQUENCY

	Radio-Isotope
	

	Carcinogen
	

	Dangerous chemicals
	

	Contagious pathogen to 
humans [   ]          animals [   ]
	

	Other (e.g. *GMO, electroshock)
	

	
Precautionary step(s) to be taken by the handler(s) and/or special animal care or containment procedure required for the hazard(s):






*Project involving Genetically Modified Organism (GMO) need to also apply approval from USM Biosafety Committee




SECTION 4: ANIMAL CARE & HUSBANDRY
	(a)
	Provide the information on animal housing and husbandry.

	Caging or housing
	


	Maximum per cage
	


	Special care
	


	Diet
	


	Environmental enrichment (e.g, nesting material, tunnel, toy) (if necessary - Refer Glossary)
	



*Provide justification if an animal is caged individually.


	(b)
	Name and contact number of the individual(s) responsible for the daily husbandry including weekends and holiday? 





SECTION 5: FATE OF THE ANIMALS
	5.1
	ANIMAL USE AND/OR EXPERIMENTAL ENDPOINT (Refer Glossary)
When experimental procedures produce animals that may become ill, it is necessary to define an endpoint to prevent prolonged discomfort, pain and/or distress.

	(a)
	List all expected clinical conditions that could arise during the course of the study that may require earlier termination of the experimental animals (endpoint) (Refer Glossary for Examples) 

	(b)
	Based on the clinical conditions mentioned in 5.1 (a) state the criteria to trigger the decision to terminate the experimental animals (Refer Glossary). (Death as an endpoint is generally ethically unacceptable and must be strongly justified if it is required in a study)

	5.2
	DISPOSAL OF ANIMALS

	(a)
	State the maximum period for an animal to be kept in this project.



	(b)
	State what will happen to the animals at the end of this project. Please tick [√]

 [    ] Sacrificed

(i) State the method of euthanasia.

	Method
	

	Agents
	

	Dosage & route of administration
	

	The person responsible for the procedure
	


(ii) State the disposal method of the carcass.
__________________________________________________________________________________
  ____________________________________________________________________________________
____________________________________________________________________________________

  
[    ] Not sacrificed.

(i) State what will happen to the animals.

__________________________________________________________________________________
__________________________________________________________________________________
__________________________________________________________________________________





SECTION 6: DECLARATION BY PRINCIPAL RESEARCHER
	By signing this form, I certify that:

1. This project will be conducted in accordance with the Animal Welfare Act 2015 and its subsidiary regulations, Malaysian Code of Practice for the Care and Use of Animals for Scientific Purposes (MYCODE), USM rules and regulations, and any other applicable federal/state laws and regulations.
2. Relevant researchers have the appropriate skills and knowledge to perform the procedures described in this project and accept responsibility for the conduct of the experimental procedures detailed in this application. All activities are designed to ensure that pain/distress/discomfort of animals is minimized.
3. I further declare that the procedures described in this project do not constitute unnecessary repetition of work previously carried out by other research workers or myself.
4. I am responsible to acquire relevant permits from regulative bodies if my project involves the use of protected species, wildlife, controlled substances etc. (Refer Glossary) 
5. I am responsible to ensure that the welfare of animals is taken care of during transportation (if relevant).
6. I will notify the attending veterinary officer regarding any unexpected study results that negatively impact the animals, and any unanticipated pain or distress, morbidity or mortality will be documented and reported to the IACUC.
7. I will maintain appropriate animal records (e.g. animal monitoring sheet, veterinary care, euthanasia, surgery, anesthesia etc.).
8. I am aware that IACUC approval must be obtained prior to performing any revised animal procedures.
9. I will submit the End of Project Report Form following completion of this project. I understand that failure to submit the report will affect my future applications.  
10. I understand that the IACUC may approve the application as submitted, request for modifications or reject as unsuitable.

By submitting this form, I truly understand and without force by others to sign this declaration.

	Project Title for Animal Study


	Signature and stamp of Principal Researcher


	Date




SECTION 7: SCHOOL / INSTITUTE / CENTRE ENDORSEMENT
	This section should be signed by the head of School / Institute / Centre of the Principal Investigator. 

	Project Title for Animal Study

	Name of Principal Researcher

	I confirm that I have read this application for Approval of Animal Utilisation Protocol and that the research will be implemented under the supervision of this School / Institute / Centre in accordance with the conditions of approval by the USM IACUC. I also confirm that the Principal Investigator is a staff in this School / Institute / Centre.

	Issuing School / Institute / Centre

	Name of head of School / Institute / Centre

	Signature and stamp


	Date 















GLOSSARY 
Controlled Substances
Refers to drugs or substances that are controlled through the provisions under the Poisons Act 1952 and Dangerous Drugs Act. Use of these substances requires permission from relevant regulatory authorities. 
Environmental Enrichment
Environmental enrichment is the animal husbandry principle to enhance the quality of captive care by providing environmental stimuli necessary for optimal psychological well-being.
Environmental enrichment can include providing cage mates for social interaction, cage accessories that serve as hiding spots or shelters as well as providing a variety of food treats in changing locations for foraging opportunities.
Death as an Endpoint 
The death of an animal occurs in the course of a scientific activity is the deliberate measure used for evaluating biological or chemical processes, responses or effects. That is, where the investigator or teacher will not intervene to kill the animal humanely. Moribund animal shall be considered as death as an endpoint. Exhibiting signs of death such as recumbence, cold extremities, low blood pressure, paleness and irresponsive upon dying. 
Generally unacceptable and shall be strongly justified if required in a study. When death as an endpoint cannot be avoided, the experiment must be designed to result in the death of as few animals as possible. Best practice indicates that endpoints earlier than moribund condition should always be used. 
Examples of Experimental Endpoints
1. Behavioral changes such as excessive licking, vocalization, postural changes, etc. 
2. Physical abnormalities such as excessive weight loss, dehydration, diarrhea, etc.
Moribund State
Animal can generally be considered to be in a moribund state when:
1. They have lost more than 20% of their pre-study body weight; or
2. They have lost more than 10% of their pre-study body weight in 24 hours; or
3. A tumour grows to more than 10% of the animal’s weight; or
4. Life-threatening abscesses developed; or
5. Body temperature falls below than the pre-set level (as determined by pilot studies which indicate that the level set is predictive of death); or
6. Animals self-mutilate; or
7. Animal obviously become incapacitated and are not able to eat, rest of perform normal activity.
All animals found in the moribund state must be euthanized unless there is specific justification to do otherwise.


Protected Species
For Peninsular Malaysia, protected species are those listed under First and Second Schedule of the Wildlife Conservation Act 2010 [Act 716] and species listed under Third Schedule of the International Trade in Endangered Species Act 2008 [Act 686]. These schedules are available at Schedule under Act 716. 
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