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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC) 

Instructions/Checklist for Principal Investigator

 

· Complete all sections in (a) the application form and (b) Declaration of Ethics/Biosafety Considerations form by typing in clearly and attaching additional information and relevant documents where necessary. Indicate ‘NA’ where not applicable.

· Consult SEMC/NCC vets before submission for IACUC review to ensure the protocol is professionally put up without technical hitches to delay IACUC approval.

· Only one PI is allowed per application and the PI and team collaborators must have attended the ‘Responsible Care & Use of Laboratory Animals’ course. Project team members including research assistants who are expected to handle animals must be included in the list of team collaborators.

· Documents for submission:

· 1 hardcopy application form (print 2-sided) bearing original PI’s signature, name-stamp and date.

· 2 sets photocopies of the above endorsed application (photocopy 2-sided).

· 1 set photocopies of the project team's ‘Responsible Care & Use of Laboratory Animals’ course certificates.

· Softcopies of the application and the project team’s short CVs with recent publication references to be emailed to SingHealth IACUC Secretariat.
· 1 hardcopy and 1 softcopy of the Vet’s Check List. 

SingHealth IACUC Secretariat

@ SingHealth Office of Research

7 Hospital Drive #04-02 Block A

SingHealth Research Facilities 

(former School of Nursing)
Singapore 169611

Email: iacuc@singhealth.com.sg

SingHealth IACUC website sited on SingHealth Research Intranet & Internet

Guidance Document on Oversight of Research by
           SingHealth Institutional Research Committees

Responsible Conduct of Research

All research projects undertaken by any SingHealth Principal Investigator and/or performed within any SingHealth Institution shall obtain the necessary approvals from each or all the following research committees, depending on the nature of the research projects.

SingHealth Centralised Institutional Review Board (CIRB) for the Protection of Human Subjects in Research reviews all research involving human subjects in order to protect the rights and welfare of human research subjects that are recruited to participate in research activities. CIRB complies with the MOH regulations governing human subjects’ research according to the statement of principles contained in the Singapore Guidelines for Good Clinical Practice, the various Reports of the Bioethics Advisory Committee, Singapore and the applicable regulations in force.

SingHealth Institutional Animal Care and Use Committee (IACUC) overseeing activities involving any live, vertebrate animal used or intended for use in research, research training, teaching, experimentation or biological testing or for related purposes. All such research projects shall obtain the consent of the SingHealth IACUC before commencement.
SingHealth Institutional Biosafety Committee (IBC) is constituted to provide an overarching scheme and to develop a framework for oversight of biosafety in research by guiding SingHealth Member Institutions to achieve a common protocol review process for risk assessments of research protocols involving the use of biohazardous materials (e.g. infectious microorganisms, laboratory animals, biological agents or toxins, cells, tissues and fluids, recombinant DNA, and GMOs) which may represent hazards to individuals and/or the environment. 

SingHealth Member Institutions that handle biological agents and toxins covered by the Biological Agents and Toxins Act 2005 (BATA), would form its own BATA Sixth Schedule Biosafety Committee to meet the statutory requirements and the Singapore Biosafety Guidelines for Research on Genetically Modified Organisms. 

For detailed information, please refer to SingHealth Research Intranet & Internet. 

Declaration of Ethics/Biosafety Considerations
Please note that approval of this IACUC application is subject to approval by the Institutional Review Board (IRB) and/or Institutional Biosafety Committee (IBC) if your project involves human tissues or using materials requiring biosafety approval.

For more information on IBC and application form, see the following web link: http://mysinghealth/singhealth/corporateoffice/ibc
For more information on IRB and application form, see the following web links: 

http://mysinghealth/singhealth/corporateoffice/research/support/irb.htm
http://research.singhealth.com.sg/Ethics/CIRB/Pages/Default.aspx
Please type either “Y” (Yes) or “N” (No), where appropriate, if your study involves the following

	Description
	Y or N

	Human Subject
	

	Use of Human Tissues or Cells 
	

	Requirement for Containment Class 2 and Above
	

	Use of Material Requiring Biosafety Approval 

http://mysinghealth/Singhealth/CorporateOffice/IBC/Training/  
	


Application requires approval from: 
	Ethics
	Y or N

	IRB
	

	IBC 
	



If any of the above is applicable to your IACUC application, please complete the respective application forms for approval from the respective committees. Queries on IBC or IRB matters, pls contact the following: 


For IBC matters, contact Ms Cindy GOH at cindy.goh.j.e@sgh.com.sg

For IRB matters, contact CIRB at irb@singhealth.com.sg
If your IRB and/or IBC applications have been approved, please indicate the protocol /approval number and date of approval below.
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INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC) 

Research Project Proposal Application
A. Administrative Data:  

Project Title: 

Proposed Project Commencement Date: 

Expected Duration of the Project: 

Project Team:

(a) Principal Investigator: 

RCULA Certificate Number/Date: 

Designation: 

Qualifications: 

Dept/Organisation: 

Tel No: 

Fax No: 

Email Address: 

(b) Team Collaborators:

	Name
	Designation/Dept/Organisation
	Qualifications
	RCULA Certificate Number/Date

	
	
	
	

	
	
	
	

	
	
	
	


It is recommended that someone from the team collaborator (table above) be identified to assist the PI on queries that may arise from his/her IACUC submission.
	Name:
	

	Contact Number:
	

	Email address:
	


B. Objectives of the Study:

1. 

2. 

3. 

C. Abstract of the Study:

(Use additional sheets if necessary.)

D. Animal Requirements:

Species: 

Strains or Stocks:

Age: 

Weight or Size: 

Sex: 

Source(s): 

Holding Location: 

Animal Procedure Location(s): 


Proposed Number of Animals Used:

	Year 1
	Year 2
	Year 3
	Total

	
	
	
	


E. Rationale for Animal Use:

(Use additional sheets if necessary.)

1. Explain your rationale for animal use, rather than performing in vitro study, computer modelling, tissue culture, etc. Justify the 3Rs – Replacement of animals with other methods; Reduction in the number of animals used; Refinement of project and the techniques used to minimise impact on animals.

2. Justify the appropriateness of the species selected as the animal model.

3. Justification of the number of animals to be used. 

(a) Will any statistical analysis (e.g. [image: image3.wmf]2

c

 test, Fisher’s Exact test, Student’s t-test and ANOVA) be used?
 FORMCHECKBOX 
 Yes (proceed to b)   
 FORMCHECKBOX 
 No (proceed to c) 

(b) 
Indicate the statistical method(s) and provide the following parameters in order to justify the number of animals to be used.

i. The effect size of biological interest [image: image4.wmf](

)

d

: The effect size stands for how large a biological effect would be of scientific interest. 

ii. The standard deviation [image: image5.wmf](

)

s

: 

iii. The significant level [image: image6.wmf](

)

a

: 

iv. The desired power of the experiment [image: image7.wmf](

)

1

b

-

: 

v. The alternative hypothesis (i.e. a one- or two-sided test):

(c) 
Explain the rationale and basis for choosing the number of animals to be used.

4. Are you using pregnant animals? If yes, please discuss how you will take care of the offspring.

F. Transport of Animals:

Briefly discuss transport of animals in between facilities if required.

Describe the method of containment to be utilised.

G. Description of Experimental Design & Animal Procedures:

Explain the experimental design and specify all animal procedures. Your description should allow the IACUC to understand the experimental course of an animal from its entry into the experiment to the endpoint of the study. A complete copy of the research protocol is required and a study flowchart must be included for clarity and to facilitate IACUC evaluation. (Use additional sheets or separate attachment if necessary.)

Animal Procedure Schedule:

	Time
	Animal/Cage Number
	Procedure
	Resultant Effects
	Remedy
	Qualified Person Performing (use  surname and initials only)

	Day 1 
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Final Day
	
	
	
	
	


· Injections or Inoculations: (substances, dose, sites, volume, route and schedules)

· Blood Withdrawals: (volume, frequency, withdrawal sites and methodology)

· Non-Survival Procedures:

· Radiation: (dosage and schedule)

· Methods of Restraint: (chemical, restraint chairs, collars, vests, harnesses, slings, etc.)

· Animal Identification Methods: (ear-tags, tattoos, collar, cage card, etc.)

· Other Procedures: (survival studies, tail biopsies, etc.)

· Resultant Effects: (pain, distress, ascites production, etc.)

H. Humane Endpoint Criteria: 

At any given time during the research study, animals that suffer from severe or chronic pain and distress that cannot be relieved with therapeutic intervention, must be painlessly euthanised. List the criteria used to determine when therapeutic intervention or euthanasia needs to be administered (if it is called for), and what treatments are allowable without interfering with expected results. Complete in “Comments” section below. Death as an endpoint must always be scientifically justified.

	 FORMCHECKBOX 

	Tumour size (specify growth in cm)



	 FORMCHECKBOX 

	More than 20% bodyweight loss over 1 week or more OR more than 10% over 24 hours



	 FORMCHECKBOX 

	Inability to eat or drink



	 FORMCHECKBOX 

	Behavioural abnormalities such as CNS signs, vocalisation, hunched posture, shivering, decreased activity, immobility



	 FORMCHECKBOX 

	Clinical symptomatology such as ruffled fur-coat, lameness, paralysis, dyspnea, vomiting, edema, not eating or drinking, abnormal discharge



	 FORMCHECKBOX 

	Signs of toxicity



	 FORMCHECKBOX 

	Wound infection or dehiscence



	 FORMCHECKBOX 

	Haematemesis (vomiting of blood)



	 FORMCHECKBOX 

	Severe or chronic pain



	 FORMCHECKBOX 


	Severe bleeding



	 FORMCHECKBOX 


	Others 

     


· Comments:

I. Anaesthesia/Analgesia/Tranquillisation:

Specify the anaesthetics, analgesics, sedatives or tranquillisers that are to be used. Include the name of the agent(s), the dosage, route and schedule of administration.

	Schedule
	Agent
	Dose
	Route

	Tranquillisation
	
	
	

	Induction
	
	
	

	Maintenance
	
	
	

	Analgesia
	
	
	

	Antibiotics
	
	
	


J. Survival Surgery:

1. Identify and describe the surgical procedure(s) to be performed. Include the aseptic methods to be utilised, suture materials used and when sutures will be removed.

2. Who will perform the surgery and what are their qualifications and/or experience?

(Attach record of formal training in animal surgery if any and publication references.)

3. Where will surgery be performed?

4. Describe post-operative care and monitoring required, highlight and identify the individual responsible. State parameters to be monitored.

Attach post-operative care checklist.

5. Has major surgery been performed on any animal(s) prior to being placed in this study? If yes, please explain.

6. Will more than one major survival surgery be performed on an animal while in this study? If yes, please justify.

K. Pain & Distress Category:

The proper use of animals is imperative. This includes avoidance or minimisation of discomfort, distress and pain consistent with sound scientific practice. Unless evidence to the contrary is established, investigators should consider procedures causing pain and/or distress to human beings will also cause pain and/or distress to animals. For in-depth information on Anaesthetic Management, Euthanasia and dosage of drugs, see the following web links:

http://dcminfo.wustl.edu/pdf/PDF/Welcome.pdf
http://www.uab.edu/uabra/arp/drugandsupply/LabAnimalFormulary
http://www.dar.emory.edu/forms/Vet/Analgesic_drugs_05.pdf
http://www.dar.emory.edu/vet_drug_anesthetic.htm
http://www.iacuc.ucsf.edu/Proc/awDosages.asp
http://www.avma.org/issues/animal_welfare/euthanasia.pdf
Formulatory for primates.xls will be added as web link in the SHS Intranet.
Number of NEW animals used per year

	Index of Severity
	Year 1
	Year 2
	Year 3

	 FORMCHECKBOX 
 Minimal, Transient, or No Pain or Distrss
	     
	     
	     

	 FORMCHECKBOX 
 Pain or Distress Relieved by Appropriate Measures
	     
	     
	     

	 FORMCHECKBOX 
 Unrelieved Pain*
	     
	     
	     


* For this category, scientific justification is required to explain why the use of anaesthetics, analgesics, sedatives or tranquillisers during and/or following painful or distressful procedure is contraindicated.

L.
Method of Euthanasia/Animal Disposal at the End of the Study 

(see above websites in Section K of this application):

Indicate the proposed method, and if chemical agent is used, specify the dosage and route of administration. If the method(s) of euthanasia include those not recommended by the AVA like decapitation or cervical dislocation without anaesthesia, provide scientific justification why such methods be used. Indicate the method of carcass disposal. 
	Method
	Description

	CO2   Inhalation followed by physical method
	

	Injectable Agents


	

	Physical Method


	

	Others


	


How will death be verified or assured?

L. Hazardous Agents:

Registration documents for the use of recombinant DNA or potential human pathogens must be attached in this application. 

	
	Yes
	No
	List Agents & Registration Document (if applicable)

	Radionuclides
	
	
	

	Biological Agents
	
	
	

	Hazardous Chemicals or Drugs
	
	
	

	Recombinant DNA
	
	
	


If the above table is checked “Yes” then describe the practices and procedures required for the safe handling and disposal of contaminated animal and/or material associated with this study. Also describe the methods for the removal of radioactive waste and, if applicable, the monitoring of radioactivity. 

M. Biological Material/Animal Products for Use in Animals:

(e.g. types of cell lines (human cell lines, human primary tumours, antiserum, etc.)

1. Specify Material

2. Source:________________ 

	Description of Material 
	Yes or No
	Comments (if any)

	Sterile
	
	

	Attenuated
	
	


If “No”, what are the potential risks in using this material/product to the facilities’ staff or users
Please provide detail (eg. data sheet, publications etc), (Use additional sheets or separate attachment if necessary.)
3. If derived from human, has it been tested for HIV, mycoplasma, hepatitis, others? “Check” the appropriate box below. If not tested, ABSL2 level of containment need will be applied.  Attach Material Safety Data Sheet (MSDS), when required.

	Has it been tested for the following type
	 (Yes or No)
	Comments (if any)

(eg. If Yes, what’s the result?)



	HIV
	
	

	Mycoplasma
	
	

	Hepatitis
	
	

	Others


	
	


4. If derived from rodents, has the material been MAP-Mouse Antibody Production/ RAP-Rat Antibody Production/HAP-Hamster Antibody Production tested?

________Yes (attach copy of results)  ________No

5.
I certify that the MAP/RAP/HAP tested materials to be used have not been passed through rodent species outside of the animal facility in question and/or the material is derived from the original MAP tested sample. To the best of my knowledge, the material remains uncontaminated with rodent pathogens.

__________________________

Signed by Principal Investigator

N. Special Concerns/or Requirements of Study:

List any special housing, equipment, animal care (i.e. special caging, water, feed, or waste disposal, etc.)

If applicable, list the staff (research or animal holding) involved in ensuring the special needs are met.

P. Project Funding:

How do you expect to support your project? 

(Please state if your project is supported by a grant, fund or any other means.)


[    ]
NMRC


[    ]
SGH Research Fund


[    ]
BMRC


[    ]
SingHealth


[    ]
Others: please specify: 


Amount of Fund:  $ __________________        Account No: _____________________                    


Date received:
______________________                   

O. Declaration by Principal Investigator:

I __________________________________, accept full responsibility for assuring that the project will be conducted in accordance with the code of practice for the care and use of laboratory animals and the procedures indicated in the approved protocol.

I assure that all personnel who will use this protocol and work with animals have received appropriate training/instructions in procedural and handling techniques, and/or animal welfare considerations.

I confirm that this protocol bears no duplication of previous studies and have conducted due diligence literature search to confirm as such.

Unnecessary Duplication in Research:
[   ]   N/A (e.g., Regulatory Study)

	Has this study been previously conducted?
[   ] Yes     
[   ]  No 

(If  “No”, provide information about literature search conducted to verify this study has not been conducted previously.)

Date of Search:              Database Name:            Years Covered in Search:               Keywords:

	If the study has been conducted previously, explain why it is scientifically necessary to duplicate the experiment.




____________________________ 

Signature of Principal Investigator

Date signed: _________________

P. Final Approval of the Research Project by SingHealth Institutional Animal Care and Use Committee (IACUC):

This is to certify that the research project: 

_________________________________________________________________________

_________________________________________________________________________

has been reviewed and now approved by SingHealth Institutional Animal Care and Use Committee (IACUC).

Signed this ___________ day of ________________________, Year ____________.

_______________________



Asst. Prof. Zhang Xiaodong







Chairman 





SingHealth IACUC






Protocol #: _________________


Application Date: ____________


Approval Date: ______________


Expiration Date: _____________
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