APPLICATION FOR ETHICS REVIEW FOR RESEARCH PROJECTS INVOLVING ANIMALS
PART III – PROJECT DETAILS
FORM B: ANIMALS HANDLED FOR SAMPLING BUT NOT HOUSED
For official use only:
	Application No.
	



A) Project Information:

1. Title:

	



2. Source/s of funding:
	



3. Total funds received:
	



4. This proposal is a:
New study ☐	
Re-submission after addressing comments of reviewers ☐
Change of Principal Investigator/ Responsible Co-Investigator ☐
Major revision ☐ (examples include but are not limited to: change in objective, change of species, change of sample size/population, increase in degree of invasiveness of a procedure or discomfort to an animal)

5. Will any of the data or biological samples be transferred overseas?
Yes ☐			No ☐

If you indicated Yes above, provide the following information:

5.1 List the data/biological samples to be transferred overseas, their destination/s, and state the reasons for doing so.

	



5.2 How will the rights to intellectual property be shared?

	


6. Does this research project receive external sources of funding?
Yes ☐			No ☐

[bookmark: _Hlk183847827]If you indicated Yes above, provide the following information:
[bookmark: _Hlk183847737]
6.1 State in no more than 100 words, why this research carried out in Sri Lanka and not in the sponsoring country?

	[bookmark: _Hlk183788269]



6.2 State in no more than 100 words, the relevance and benefits of this research to Sri Lanka.

	



6.3 Have the animal aspects of this research been reviewed by an Ethical Review Committee in the sponsoring country? 
Yes ☐			No ☐

If you indicated Yes above, attach documentary evidence.
If you indicated No above, give reasons in no more than 100 words.

	



6.4 Describe in no more than 100 words, how the results of the research will be conveyed to the relevant authorities in Sri Lanka (state the names of these authorities).

	



7. Are there any conflicts of interest (including but not limited to payments or other benefits/rewards; affiliations with commercial entities receiving benefits from this study) for any member of the research team involved with this study?
Yes ☐			No ☐

If you indicated Yes above, declare all conflicts of interests including the name/s of the person/s and the potential conflict/s.

	



8. Are there any ethical/legal/social/financial issues in this study?
Yes ☐			No ☐

If you indicated Yes above, declare all potential issues below.

	





B) Scientific Merit and Animal Aspects of Project:

1. Summary of the project in terms that can be understood by a lay person.  Describe the objectives and animal aspects of the project, including the scientific merit of the study.  Use at least 300 words, but no more than 500 words.  DO NOT GO BEYOND THIS PAGE.
	

















































2. Indicate whether your study is a/an:
Original ☐			Replicate of a previous study ☐

If it is a replication, please justify in no more than 100 words.

	




3. Has this proposal been submitted for ethical review from another committee?
[bookmark: _Hlk183677438]Yes ☐			No ☐

If Yes, provide the details below:
[bookmark: _Hlk183700561]
3.1 Name of the Committee/ Institution:

	



3.2 Date of submission:

	



3.3 Whether ethical approval was granted:
Yes ☐			No ☐

3.4 If Yes, above; the duration for which approval was granted:

	




4. Has this proposal already received independent scientific peer review?
Yes ☐			No ☐

If Yes, please specify the institute/organization.

	



5. Justify in no more than 100 words, why this research cannot be carried out using non-animal alternatives.

	



6. Name the species used and indicate the reason for using this specific animal model.

	





7. Do you require permission to use this species for research purposes (e.g. wild animals)?
Yes ☐			No ☐

If you answered Yes above, provide the following information:
[bookmark: _Hlk183700476]
7.1 Name of the relevant authority:

	



7.2 Period for which permission has been granted:

	



Note that ethical approval will only be granted for the period for which the permit is valid.  
A copy of the permit/ relevant document/s has to be provided to the CECAR. 

8. State the total number of animals to be used in the study.  Include sample size calculation with appropriate references, if any.

	



9. Do the study animals belong to any of the following categories of vulnerable animals?  You may tick more than one box, if applicable.
Wild ☐			Protected ☐			Feral/Stray/Community ☐
Animals with a specific disease ☐				Animals from Rescue Centres ☐
Any other category of vulnerable animal ☐ ……………………………………

If you answered Yes above to one or more of the above, provide the following information:

9.1 Provide a scientific justification of using vulnerable animals instead of a non-vulnerable group, in no more than 100 words.

	



9.2 Describe in no more than 100 words, any benefits of this research which will be available to these vulnerable animals at the completion of this research
	





10. Provide an overview of all procedures to be performed on animals.  This includes the research design, treatment groups, appropriate controls, and experimental endpoints as well as animal handling, restraint, euthanasia, and any special techniques including surgeries, if applicable to the study.  If surgeries are performed, include details of anaesthesia and post-surgical analgesia (drugs, dosage, route of administration etc.) as well as details of the surgical procedure.  Include the treatments/conditions experienced by animals, duration an individual will be kept in the study, any pain, stress, disease, or distress involved due to the experimental design.

	




11. List all personnel contacting animals, their training and experience with the study species and competence in performing the procedures described above (no. 10).  Indicate, for each individual, the procedures they will perform.  (e.g. A.B. Silva – Ruminal cannulation (goat); Experience – Five years of experience as veterinarian in the state sector.  No prior experience of procedure, but has performed > 10 flank surgeries in goats).

	Name
	Qualifications
	Training and Experience relevant to role in project

	<Insert rows as applicable (delete this statement)>
	
	



12. Are there any risks to the personnel contacting animals in this study?
Yes ☐			No ☐

If you indicated Yes above, state the risks and indicate the precautions that will be taken to prevent/minimize these.

	







C) Animal Care and Handling

1. Do the investigators already have the knowledge and competence to provide adequate care for the animals during this study?
Yes ☐			No ☐

If you indicated No above; describe in no more than 100 words, how the investigators will acquire this competence before commencement of the project.

	




2. Do the investigators already have the knowledge and competence to obtain the necessary samples/data from the animals during this study?
Yes ☐			No ☐

If you indicated No above; describe in no more than 100 words, how the investigators will acquire this competence before commencement of the project.

	



3. What is the source of animals for this project? 

	




4. State the inclusion and exclusion (if any) criteria for selection of animals to the project.

	




5. Are you going to capture animals for use in this project?
Yes ☐			No ☐

If you indicated Yes above; describe in detail how animals will be captured with information on how adverse effects will be minimized during capture. 


	



6. Where will the animals be sampled (please provide the exact site).

	




7. Will the animals need to be transported to the site where they are sampled or for any other procedures?
Yes ☐			No ☐

If you indicated Yes above; please provide the following details:

7.1 Describe in detail how animals will be transported.  Include the type of caging provided, numbers transported, method of transport, method of restraint, medication, if any (including dosage and details of administration) for tranquilization or sedation. 

	



7.2 State any adverse effects that may occur during transport and outline the procedure for handling these.

	




8. Will the animals be subjected to excessive, unusual, or prolonged restraint for sampling?
Yes ☐			No ☐

If you indicated Yes above; provide a scientific justification in no more than 100 words

	




9. Will the animals be given any food/nutrient supplement either as part of the study or during the sampling procedure?
Yes ☐			No ☐

If you indicated Yes above, describe the type and source of food given to animals.  Outline the procedure for feeding including frequency and quantity (e.g. Provision of a mineral block with ad libitum access).

	




10. Will the animals receive any form of a non-standard diet?
Yes ☐			No ☐
If you indicated Yes above; describe in detail the deviations from standard practices and justify why this is necessary.

Note: This includes administering of any toxic agents, biological materials such as micro-organisms, infectious agents, vaccines, radioactive agents.  Please indicate the source, route of administration, dosage, frequency, and duration of administration.  For radio-active, toxic, and infectious agents, indicate the route of excretion.

	




11. State the procedures used to monitor behaviour and welfare of the animals during sampling.  Describe how abnormal behaviours will be identified including animals showing any signs of distress due to the study.

	




12. Outline the procedures for dealing with any adverse effects/ issues.  This includes abnormal behaviours, welfare issues, or diseases/conditions due to the study.

	



13. Outline the procedure for reporting any adverse effects/ issues.  This includes the line of reporting from person detecting the issue to informing the Principal Investigator/person responsible.

	




14. Will standard veterinary care be provided for the animals, if/when necessary?
Yes ☐			No ☐			N/A ☐

If you indicated No above; provide a scientific justification in no more than 100 words.

	




15. Will standard therapy for any disease/condition be withheld from the study animals?  This includes withholding anaesthesia, analgesia, treatment for a disease/condition.  
Yes ☐			No ☐			N/A ☐

If you indicated Yes above; provide a scientific justification in no more than 100 words.

	




16. Are there any other risks (other than adverse effects indicated above) to the animals recruited to this study?  This includes both physical and psychological risk.
Yes ☐			No ☐

If you indicated Yes above; state these risks and outline the precautions taken to prevent/minimize these.

	




D) Experimental End-points and Euthanasia

1. Will the study animals be sacrificed for obtaining data for the project?
Yes ☐			No ☐

If you indicated Yes above; provide the following information:

1.1. List all the sampling occasions and number of animals sacrificed at each time point. (e.g. Week 4: 10 animals, Week 10: 10 animals; Week 12 at end of study: 10 animals)

	




1.2. Name the person responsible for euthanising animals during the study.  Include their qualifications.

	



1.3. What is the method used for euthanasia?  Include the procedure, drugs used for sedation/ anaesthesia (including dose rate, route of administration) if any, and other relevant details.
	




2. If a study animal is suffering severely, will it be euthanized to prevent further suffering? 
Yes ☐			No ☐

If you indicated Yes above; provide the following information (if you have provided the same information for 1.2 and 1.3 above, you may write “Same as above”).

2.1. Name the person responsible for euthanising animals during the study.  Include their qualifications.

	



2.2. What is the method used for euthanasia?  Include the procedure, drugs used for sedation/ anaesthesia (including dose rate, route of administration) if any, and other relevant details.
	




3. Will the study animals be euthanized at the end of the project to dispose of them (not to obtain data)?
Yes ☐			No ☐

If you indicated Yes above; fill in 3.1 and 3.2 (if you have provided the same information for 1.2 and 1.3 or 2.2. and 2.3 above, you may write “Same as above in …..”).

If you indicated No above; fill in 3.3.

3.1. Name the person responsible for euthanising animals during the study.  Include their qualifications.

	



3.2. What is the method used for euthanasia?  Include the procedure, drugs used for sedation/ anaesthesia (including dose rate, route of administration) if any, and other relevant details.

3.3. Describe what will happen to the animals at the end of the project.  If animals are kept for rehabilitation or other purposes after the research, describe the facilities for housing them.

	



4. How long will data and samples be kept?

	



Note: If data/samples are used in future studies that have different objectives from this study; approval from appropriate authorities will need to be separately obtained.



E) Informed Consent and Confidentiality of Data

Part E needs to be filled only if the study animals have owners.

1. Do the study animals have owners?  (e.g. pets, farm animals)
Yes ☐			No ☐

If you indicated Yes above; provide the following information:
1.1. Which form/s of consent will be obtained?
Consent form in-writing with information sheet ☐
Consent form in-writing without information sheet ☐
Verbal with information sheet ☐
Verbal without information sheet ☐

Note: Attach as applicable the Consent Form, Information sheet, the transcript of the verbal information and consent to be obtained in the relevant language/s that will be used.

Note that fresh informed consent will need to be obtained if the procedures are changed during the research.

1.2. Name the person/s responsible for informing the owners and obtaining consent.

	



2. If the owners have difficulty in understanding the information due to its technical nature or illiteracy; describe in detail the procedures to be followed to overcome this.

	



3. Will there be any adverse effects or other risks to the animals recruited to the study?
Yes ☐				No ☐

If you indicated Yes above, describe the expected adverse effects/risks and outline how the owners will be educated about these.

	




4. Are you offering any incentives (financial or otherwise), rewards, or compensation for obtaining consent for the use of animals?
Yes ☐				No ☐

If you indicated Yes above, list the incentives to be provided and explain, in no more than 100 words, why they do not constitute as undue inducements for obtaining consent.

	




5. Are the animals of the owners used in the study already under veterinary care by any member of the research team?
Yes ☐				No ☐

If you indicated Yes above, explain, in no more than 100 words, why the owners would not feel obliged to consent in order to receive better veterinary care for their animals.
	




6. How will the unconditional right of owners to withdraw their animals from the study at any time be ensured?

	




7. Outline the procedures that are provided for owners to ask questions and register complaints on behalf of their animals.

	




8. Name the persons who will have access to personal data of the owners.

	




9. Describe, in no more than 100 words, how the privacy of the owners will be safeguarded.

	




10. Outline the procedure for storage and disposal of data/samples so that the confidentiality and security of personal information is ensured.

	




11. Describe, in no more than 100 words, how the owners will be informed of the results of the research.  If there is no such provision, justify why not.

	




12. Is there a provision to make the study product, if any, available to the owners following the research?
Yes ☐			No ☐			N/A ☐

If you indicated Yes above, describe, in no more than 100 words, these provisions.

	




13. If stored data/samples will be used in future studies with different objectives, describe, in no more than 100 words, how appropriate consent be obtained from the owners.

	






F) Clinical Trials

Part F needs to be filled only if the study is a clinical trial.

1. In which phase is the clinical trial?
0 ☐		1 ☐		2 ☐ 		3 ☐ 		4 ☐

2. Is it a multicentre trial?
Yes ☐ 			No ☐

If you indicated Yes above, provide the details of the all the centres in the trial and the number of animals involved in each.  Indicate which centres require approval in this application.

	




3. Is the trial registered with a clinical trial registry.
Yes ☐ 			No ☐

If you indicated Yes above, provide the name and address of the registry.

	




4. Have adequate animal toxicity and teratogenicity trials been already carried out?
Yes ☐ 			No ☐			N/A ☐

If you indicated Yes above, provide the results of these trials, with appropriate references, if any.
If you indicated No above, justify why not.

	




5. Does the clinical trial have a placebo control group?
Yes ☐ 			No ☐

If you indicated Yes above, provide a strong scientific justification why this is necessary.

	




6. Does the clinical trial have a “best available therapy” control group?
Yes ☐ 			No ☐

If you indicated Yes above, provide the details of the best available therapy which will be used.  

	




7. State the threshold criteria for termination of the trial due to any adverse or unforeseen events.  This includes adverse effects which cause severe distress to the animals or mortality.

	




8. Is there any provision for insurance of the animals or compensation for the owners (if any), in the trial?
Insurance:			Yes ☐			No ☐
Compensation:		Yes ☐			No ☐

If you indicated Yes for any of the above, provide the details of the insurance/compensation including the criteria for payment and the amounts.
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