
             General Sir John Kotelawala Defence University

                                                 Faculty of Medicine

           Student Research Application for Ethics Review- Animal Studies 
Part I – Basic Information 
 for official use
	Application No:
	
	
	
	
	
	
	
	Date Received:
	
	
	/
	
	
	/
	
	

	Reviewed By:
	
	
	
	
	
	
	
	ERC Meeting
Date:
	
	
	/
	
	
	/
	
	

	Decision:
	
	
	
	
	
	
	
	Date Informed:
	
	
	/
	
	
	/
	
	


1. 
Title of Project
2. 
Investigators:
Applications from investigators based overseas will only be considered if the project is done in collaboration with investigators based in institutions in Sri Lanka who take equal responsibility for the conduct of the study and who will appear as co-authors in any publication arising out of the study.
2.1.  Principal Investigator/Supervisor:
Title: 
Mr. 
Ms. 
Dr. 
Prof. Name:

Qualifications: Designation: Place of Work:
Address:
3
Contact Nos: Email Address: Signature

2.2.  Co-Investigator 1:
Title: 
Mr. 
Ms. 
Dr. 
Prof. Name:

Qualifications: 
Designation: Place of Work: Address: Contact Nos: Email Address: Signature
2.3.  Co-Investigator 2:
Title: 
Mr. 
Ms. 
Dr. 
Prof. Name:

Qualifications:
Designation:
Place of Work: Address: Contact Nos: Email Address: Signature

2.4.  Co-Investigator 3:
Title: 
Mr. 
Ms. 
Dr. 
Prof. Name:

Qualifications:
Designation: Place of Work: Address: Contact Nos: Email Address: Signature

2.5.  Co-Investigator 4:
Title: 
Mr. 
Ms. 
Dr. 
Prof. Name:

Qualifications:
Designation: Place of Work: Address: Contact Nos: Email Address: Signature

3. 
Proposed starting and ending dates:* ‡
Start Date: 
End Date:
* From initial recruitment of animals until completion of data collection.
‡ Retrospective approval will not be given for projects already started or completed.
Ethical Review Committee, Faculty of Medicine, KDU.

Adapted from Ethical Review Committee, Faculty of Medicine, University of Colombo. 

                  Student Research Application for Ethics Review- Animal Studies 
Part II 
for official use
	Application No:
	
	
	
	
	
	
	
	
	
	



1.   Title of Project
2.   Funding
Name and Address of Funding Source(s)                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                             Amount
             

3.   A brief summary of the research proposal in simple language (maximum 500 words)


4.   Scientific importance and validity of the study
4.1.
What is the scientific importance of your study in relation to improving health care of animals/humans and/or knowledge on the subject?

4.2.
Is your study an original one or a replication of a previous study?
Original 
Replication
If it is a replication study please justify.

4.3.
Do the investigators have basic knowledge and competence to conduct this study and to differentiate normal and abnormal behaviour of animals?
Yes 
No
If NO, please indicate how investigators are going to acquire knowledge and skills?

4.4.
How will the results of the study be disseminated?

4.5.
Is the use of animals necessary to obtain required information?
Yes 
No
4.6.
Why the research cannot be carried out with non-animal alternatives?

4.8.
What is the species of animals used and the reason for selecting the said animal model?

4.9.
Have you obtained permission from relevant authorities to use the said animal species for your research?
Yes 
No
                      If YES, please state the authority.  If NO, when and from where will you obtain 
                      permission?




4.7.
What is the source of animals and the arrangements that you have made to ensure constant supply of animals?
4.8.
Is it necessary to transport animals from another place to the site where the research is carried out?
Yes 
No
If YES, what are the arrangements that you have made to transport animals with optimum care?

4.9.
What is the total number of animals used in the study and how did you calculate the sample size?
4.10.
Are the facilities available at the animal house/facility adequate to conduct this study?
Yes 
No
4.11.
Are the facilities adequate to provide optimum welfare to animals?
Yes 
No
4.12.
Who is responsible for maintaining the welfare diary during the study?
4.13.
What are the housing conditions available at the site?
	Single/group housing
	Temperature
	
	Humidity

	Type & size of cages
	No. of animals per cage
	
	Bedding materials

	Light – dark regime
	Ventilation
	
	


4.14.
Are the facilities adequate to provide good post-experimental care and rehabilitation or euthanasia of animals as appropriate upon cessation of research?
Yes 
No
4.15.
What is the type and source of food given to animals?
4.16.
What are the arrangements made for feeding and for providing water?
Humane end points
4.17.
Are there any humane end points that would be expected during the study?
Yes 
No
If YES, give details.
4.18.
If you observe an animal suffering severely, will you take necessary steps to euthanize the animal to prevent further suffering?
Yes 
No
4.19.
What is the method used to euthanize the animal? If a drug is used give details.
4.20.
Who is responsible for euthanizing the animal?
Ethical Review Committee, Faculty of Medicine, KDU.

Adapted from Ethical Review Committee, Faculty of Medicine, University of Colombo. 

              Experimental end points
4.21.
What is the method/mode of disposal of used animals after research?
4.22.
Are you euthanising the animals at the end of the study?
Yes 
No
4.23.
What is the method used to euthanise the animal? If a drug is used give details.
4.24.
Who is responsible for euthanising the animal?
5. 
Respect for the dignity of the animals and owners of animals
         5.1.   Do you ensure that the animals are handled with care and compassion?

5.2.   Do you ensure that you take adequate measures to reduce suffering of animals during the research?


Ethical Review Committee, Faculty of Medicine, KDU.

Adapted from Ethical Review Committee, Faculty of Medicine, University of Colombo. 

               Student Research Application for Ethics Review- Animal Studies 
Part III
for official use
	Application No:
	
	
	
	
	
	
	
	
	
	


Application Checklist
I declare that I have attached the following documents (please tick the check box and confirm):
1. 
Application Form: Part I. [2 copies] 
2. 
Application Form: Part II. [2 copies]
3. 
The complete research proposal including the justification, objectives, and methods in detail. [2 copies] 
4. 
Copy of the working protocol. [2 copies] 
I  understand  that  the  application  for  ethics  clearance  will  not  be  accepted  unless  all documents  are submitted. I declare that I am not seeking approval for a study that has already commenced or has already completed.  I understand that at  least  two months are required for ethics review and granting ethics clearance.
…….………….………………………………………….. 
…………………….
Signature of the Principal Investigator 
Date
Ethical Review Committee, Faculty of Medicine, KDU.

Adapted from Ethical Review Committee, Faculty of Medicine, University of Colombo. 

                  Student Research Application for Ethics Review- Animal Studies 
Part IV: Ethics Review Evaluation Form

for official use
	Application No:
	
	
	
	
	
	
	
	
	
	


	
	Yes
	No
	NA
	Comments

	1.   Scientific importance and validity of the study
	
	
	
	

	1.1. Will the study lead to improvements in health care of animals/humans and/or knowledge on the subject
	
	
	
	

	1.2. If the study is a replication of a previous study, is it justified?
	
	
	
	

	1.3. Has the research protocol been approved by a competent body?
	
	
	
	

	1.4. Are the investigators qualifications, competence and experience appropriate to conduct this study?
	
	
	
	

	1.5. Is there provision for dissemination of results of the research?
	
	
	
	

	1.6. Are the objectives stated clearly?
	
	
	
	

	1.7. Is the study design appropriate in relation to the objectives?
	
	
	
	

	1.8. Is the study designed using accepted principles, methods and practices?
	
	
	
	

	1.9. Is there a plausible data analysis plan?
	
	
	
	

	1.10. Do the sample size and statistical techniques have 
         adequate power to produce reliable and valid results 
         using the smallest number of animals?
	
	
	
	

	1.11. If use of animals necessary to obtain required 
        information, is it justified?
	
	
	
	

	1.12. Is the reason for selecting the specified animal model 
        justified?
	
	
	
	

	1.13. Have the researchers arranged facilities for animals if  

        transportation of  animals are necessary from another 
         place to the site where the research is carried out?
	
	
	
	

	1.14.  Are the facilities available at the animal house/facility    

          adequate to conduct this study?
	
	
	
	

	1.15.  Is the person responsible for maintaining the welfare     

          diary during the study indicated?
	
	
	
	


Ethical Review Committee, Faculty of Medicine, KDU.

Adapted from Ethical Review Committee, Faculty of Medicine, University of Colombo. 

	
	
	
	
	

	1.16. Are the facilities adequate to provide good post- experimental care and rehabilitation or euthanasia of animals as appropriate upon cessation of research?
	
	
	
	

	1.17. Is the type and source of food given to animals  

        mentioned?
	
	
	
	

	1.18. Are the arrangements made for feeding and for 
        providing water?
	
	
	
	

	Humane end points
	
	
	
	

	1.19. Are the humane end points that would be expected 
        during the study mentioned?
	
	
	
	

	1.20. Are the steps taken to minimize suffering/euthanizing 
        the animals mentioned?
	
	
	
	

	Experimental end points
	
	
	
	

	1.21. Is the method/mode of disposal of used animals after 
         research mentioned?
	
	
	
	


Ethical Review Committee, Faculty of Medicine, KDU.

Adapted from Ethical Review Committee, Faculty of Medicine, University of Colombo. 

Final Assessment:
Collaborative partnership
Scientific value
Scientific Validity
Respect for animals enrolled for
the study
Additional Comments:

Pass 
Concerns
………………………………………………………………………………………………………………………………………………
………………………………………………………………………………………………………………………………………………
………………………………………………………………………………………………………………………………………………
………………………………………………………………………………………………………………………………………………
……………………………………………………………………………………………………………………………………………… Recommendation: Approve Reject 
Conditional Approval (Please state the conditions) 
………………………………………………………………………………………………………………………………………………
………………………………………………………………………………………………………………………………………………
………………………………………………………………………………………………………………………………………………
………………………
Name of the Reviewer: ……………………………………………………………… Signature: …………………………………………………………………
Date: …………………………………………………………
Ethical Review Committee, Faculty of Medicine, KDU.

Adapted from Ethical Review Committee, Faculty of Medicine, University of Colombo. 

