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	ETHICAL REVIEW COMMITTEE

THE INSTITUTE OF BIOLOGY

SRI LANKA


Application for Ethics Review – Part I
	Application No:
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	/
	
	

	

	Reviewed By:
	
	
	
	
	
	
	
	
	
	
	ERC Meeting Date:
	
	
	/
	
	
	/
	
	

	

	Decision
	
	Date Informed:
	
	
	/
	
	
	/
	
	


For official use
The application to the ERC should be mailed to:

· The Joint Secretaries, Institute of Biology, “Vidya Mandiraya”, 120/10, Wijerama Mawatha, Colombo 07.

· Cheque/money order should be drawn to Institute of Biology, Sri Lanka

Guidelines for ERC-IOBSL Applicants 

1. The ERC-IOBSL will grant ethical clearance for biology-related projects involving both the animals (laboratory and in the field) and human subjects. 

2. Applications for biomedical research (biomedical research is defined here as research conducted on clinical samples) should contain sufficient evidence to prove the involvement of appropriate healthcare professionals in sample collection procedure. Ethical clearance is not granted for clinical research, i.e., research studies performed on patients.
3. The applicant could be an individual or an institution. The individual must be an investigator in the research for which ethical clearance is sought. In the latter instance, a person of the institution who is an investigator of the project should be identified. 

4. Only duly completed and signed application forms will be reviewed. 

5. The approval granted will be valid only for the stipulated dates indicated in the letter of approval. 

6. The ERC-IOBSL will meet on the each month and the applications that reach the Secretaries before 15 days of this dead line will be considered at the monthly meeting. 

7. The regular review process will take 60 days, during which the decision will be conveyed to the applicant. 

8. The ERC may request for further information which should be furnished within 30 days. This may delay the date of the decision by a further 30 days. 

9. The ERC-IOBSL may also request for revisions to the proposal. The application form incorporating these suggestions will have to be submitted within six months. An application that is submitted after six months will be considered as a new submission. 

10. The decision of the ERC-IOBSL will be final. However, applicant may send in their appeals or complaints to the Chairman, ERC-IOBSL or the President IOB.
1. Title of the project

2. Proposed starting and ending dates: 

Start Date:  




End Date:

(Please note that retrospective approval will NOT be given for projects already commenced or completed).

3.  Has this study been previously subjected to ethical review by this committee or by any other committee?

Yes* 
 No

*Where?

*When?

*Result:

4. Investigators
Applications from investigators based overseas will only be considered if the project is done in collaboration with investigators based in an institution 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.

Applicant (The applicant MUST be one of the investigators)

Principal Investigator/Co-investigator/Supervisor

Name: 
Mr./Ms./Dr./Prof.
Qualifications:

Designation:
Place of Work: 
Address: 
Contact Nos: 
Official:



Personal:
Email Address:

Signature

Other investigators (EACH investigator must fill in the required details)

Principal Investigator/Co-investigator/Supervisor

Name: 
Mr./Ms./Dr./Prof.
Qualifications:

Designation:
Place of Work: 
Address: 
Contact Nos: 
Official:



Personal:
Email Address:

Signature 
Principal Investigator/Co-investigator/Supervisor

Name: 
Mr./Ms./Dr./Prof.
Qualifications:

Designation:
Place of Work: 
Address: 
Contact Nos: 
Official:



Personal:
Email Address:

Signature

	[image: image2.emf]
	ETHICAL REVIEW COMMITTEE

THE INSTITUTE OF BIOLOGY

SRI LANKA


Application for Ethics Review – Part II
For official use
Application No:

1. Title of project:

2. Source/s of funding (Name and Address of Funding Sources)
3. A brief summary of the research proposal (maximum 350 words)

4. Scientific importance and validity
4.1. How will your study contribute to the existing knowledge of the subject?
4.2. Is your study an original one or a replication of a previous study?
 If it is a replication please justify.
4.3.  Are the investigator’s qualifications and experience appropriate and adequate to 
 conduct the study? Yes / No
4.4. Are the facilities at the site adequate to support the study? Yes / No
4.5. How will the results of the study be disseminated?

Sections 5 to 9 are ONLY applicable to projects involving human subjects 

5. Assessment of Risks & Benefits 

5.1. Is the involvement of human subjects essential to obtain the necessary information? Yes/No 

5.2. Are there any risks to the participants? Yes/No 
If YES, identify them and state how you plan to prevent or minimize these risks?

5.3. Are there any benefits to the participants/communities or the health care system? Yes/No
If Yes, identify them:
5.4. Justify the potential benefits against the risks.

6. Respect for the dignity of the research participants

Informed consent

6.1. Write briefly of your procedure for obtaining informed consent.

6.2. Who will obtain consent?

6.3. Is it written or verbal consent? Written/Verbal/Not Applicable 

(If written please include consent form with translations. If verbal, please state in simple words (in Sinhala/Tamil/English) in a separate sheet what information you would convey to the participants and state below how consent would be documented).

6.4. How will you ensure that the participant is adequately informed? Please include information sheets with translations.

6.5. How will you ensure that your information is understood and queries are answered?

6.6. Would the participants have difficulty understanding the information due to, for example, age (children under 16), illiteracy, impaired cognition due to illness/trauma? Yes / No

If yes, justify the use of this group and give detail about the arrangements for obtaining proxy consent.

6.7. Are you offering any financial or other incentives/ rewards/ compensation to the research participants? Yes / No 

If yes, please list them and state why they do not constitute undue inducement to participate

(All incentives to be provided to research participants must be approved by the ERC).

6.8. Will you obtain fresh informed consent if the procedures are changed during the research?

Yes/No 

Confidentiality

6.9. How will the data/samples be obtained? 
Note: Please provide adequate proof to show that clinical samples (where applicable) are collected by appropriate health care professionals. 
6.10. How long will the data/samples be kept?
6.11. In what form will the data be collected? Written/Verbal/Any other (specify) 

Please include questionnaires or other forms used (in Sinhala/Tamil/English).
6.12. Are you collecting the minimum information/samples required to fulfill the study objectives? Yes/No
6.13. Who will have access to the personal data of the research participants?
6.14. How will you safeguard the privacy of the research participant?
6.15. What is the data / sample storage and disposal procedure in relation to ensuring confidentiality and security of personal information?
6.16. If you are planning to store data/samples for future study, will you obtain appropriate consent? Yes / No
7. Fair participant selection
7.1. What is your study population?
7.2. Justify your choice of the study population.
7.3. Is the selection of participants (inclusion and exclusion criteria) appropriate so that risks are minimized and benefits are maximized and the burden of research equitably distributed?

Yes / No / Not Applicable

If Yes/No Explain.

7.4.  How will the initial contact and recruitment be conducted?
8. Vulnerable groups (those socially disadvantaged on account of illiteracy, economic status, social status etc. and those with limited autonomy such as prisoners, service personnel etc.)
8.1. Are you using any vulnerable group? Yes/No

If yes, answer the following.
8.2. What is the justification for using the vulnerable group instead of the general population?
8.3. What is the procedure for obtaining (proxy) consent?
8.4. What is the procedure for withdrawal from research due to refusal (dissent) of the research participant?
8.5. Will the benefits of research be made reasonably available to this population? Explain.

Yes/No 

9. Community based research
9.1. State the impact and relevance of the research on the community in which it is to be carried out.
9.2. State the steps taken to consult with the concerned community during the research design.
9.3. What procedures will be used to obtain community consent?
9.4. What procedures will be used to obtain individual consent?
9.5. How will you safeguard the privacy of the participants?
9.6. If the intervention is shown to be beneficial, will the sponsor continue to provide it to participants after the conclusion of the study? Yes / No 

If not, explain why.

9.7. Will the intervention or product developed or the knowledge generated be made reasonably    available and affordable for the benefit of the population? Yes / No
9.8. How does the research contribute to capacity building of the community?
9.9. How will the results of the research be made available to the concerned community?

Sections 10 to 14 are applicable only to projects that require observation, capturing and handling of animals in the field.  

10. Details of the study site

10.1. Where will the study be conducted?
10.2. Does this area fall within any Protected Area? Yes / No
           


If yes, specify.
11. Details of the animal subjects

11.1. What is the species being studied? 

Scientific name: 




Common name:

11.2. What is the current status of the species (e.g. nationally threatened, rare, endemic)
11.3. Are you collecting the minimum information/samples required to fulfill the study objectives? Yes/No 
If No, justify.
11.4. What is sex / age groups that would be included in your study?

12. Handling and capturing
12.1. Would you require to capture and handle the animal? Yes / No

If yes, answer the sections below (from 12.1 to 12.11)

12.2. What is the purpose of capturing and handling? (Tick one of the follows) 

( To collect morphometric data 

( To collect samples (blood, hair, flesh, any other part (specify))
( To collect parasites

( Other (specify)

12.3. Briefly outline the capture method.
12.4. Is the capturing procedure destructive or non-destructive?
12.5. Is the capturing/handling procedure/s standard method/s that is used for the study of these animals (give evidence).

12.6. State any previous experience in using the method/s.
12.7. Will the captured animals be removed from the environment from which it was captured? 

           

Yes/No
 

12.8. If animals are removed, how will they be transported?
12.9. Where will the animals be housed during the project period and for how long?
12.10. Will the animals be released at the sites of capture? 
12.11. If animals are injured due to capturing or handling what measures would you adopt to treat the animals?

13. Tranquilization
13.1. Is tranquilizing of the animals necessary? Yes / No
If yes, describe method used for tranquilization. 
13.2. Is the tranquilization procedure a standard method used for the study of these animals? 

Yes / No (give evidence)

14. Observation of animals
14.1. Does your study require night sampling? Yes / No
14.2. What measures have you taken to minimize disturbance to the animals in the field?

Section 15 to 18 is applicable only to laboratory projects that use animals. 

15. Test animal
15.1. Species:  
Scientific name: 


 
Common name:

15.2. Age/weight/size:
15.3. Sex:
15.4. Number to be used (Year-wise breakup and total figures needed): 
15.5. Number of days each animal will be housed:
15.6. Proposed source of animals: 

16. Rationale for animal usage
16.1. Why is animal usage necessary for this study?
16.2. Why was this particular species selected?
16.3. What is the minimum number of animals necessary for this study?
16.4. Have similar experiments been conducted previously by you or others? If so, briefly state some examples of the number of animals used in these studies.

17. Procedures used
17.1. List and describe all invasive and potentially stressful non-invasive procedures that the animals will be subjected to in the course of the experiments.
17.2. Injecting substances: Will the project require injecting substances? Yes/No 

If Yes, fill in the following details. 

Substances: 




Doses:

Sites:

Volumes:




Frequency of injection:




Duration of injections schedule: 

Intervals in between two subsequent injections:

17.3. Does the person have sufficient experience?
17.4. Withdrawal of blood: Is blood withdrawal necessary? Yes / No

If Yes, fill in the following details. 

Volumes:

Frequency of collection:

Sites of collection:

Duration of withdrawal schedule: 

Intervals in between two subsequent withdrawals:

Does the person drawing blood have sufficient experience?

17.5. Anaesthesia: Will the animal be anesthetized?  Yes / No
If Yes, fill in the following details. 

Anesthetic used:




Duration of anesthesia:

Does the person anesthetizing the animal have sufficient experience?

17.6. Radiation:  For projects that involves radiation 

Dosage:
What measures have been taken for safe disposal of radioactive waste?
Details of Schedule:

17.7. Does the protocol prohibit use of anesthetic or analgesic to painful procedures (any which cause more pain than that is associated with routine injection or blood withdrawal)? If Yes, explanation and justification.
18. Euthanasia
18.1.  Is euthanasia necessary? Yes / No 

If Yes, justify why this is necessary. 

18.2. Specify method used: 
18.3. Method of carcass disposal:

19. Use of hazardous agents *The use of recombinant DNA-based agents or potential human pathogens requires documented approval of the National Bio-safety Programme of Ministry of Environment. 

(For each category, the agents and the biosafety level required, appropriate therapeutic measures and the mode of disposal of contaminated food, animal wastes and carcasses must be identified)

Fill in the following (if applicable)

Radionuclides

Microorganisms / Biological infectious Agents

Hazardous chemicals or drugs

Recombinant DNA

Any other (give name)

20. Responsibilities of the researcher
20.1. Have you followed any applicable legal regulations or other guidelines? 
Yes / No / Not Applicable
20.2. Have you obtained permission from the relevant authorities to conduct this research?

Yes / No 

If Yes, from name the authority/s from which permission been obtained?

If No, are you planning to obtain the permission before the commencement of the study and from which authorities? Yes / No 

21. Externally sponsored research
21.1. Is the research project a collaborative project with another country? Yes / No

If Yes, fill in the following details.

21.2. Has the research project been approved by an ERC/ IRB in the sponsoring country? Yes / No
If Yes, please attach documentary evidence. If No, state the reason?

21.3. Why is the research carried out in Sri Lanka and not in the sponsoring country?

21.4. What is the relevance of this study to Sri Lanka?
21.5. What are the post-research benefits to Sri Lanka (e.g. availability of product, capacity building)?
21.6. Are  you  adhering  to  any  specific  laws/  regulations/  guidelines  of  Sri  Lanka  and  the sponsoring country/countries applicable to the study? Yes / No
If Yes, list them.
21.7. How will the rights to intellectual property be shared?
21.8.  Are any of the data or biological samples to be transferred overseas? Yes/No

If Yes, give details and describe the fate of the data or biological samples at the conclusion of the study.

21.9. How will the results of research be conveyed to relevant authorities in Sri Lanka?
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Application for Ethics Review – 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. Completed and signed Application Form: Part I                                                         
2. Completed and signed Application Form: Part II


3. A brief summary of the research proposal including the justification, objectives, and methods 

4. Where applicable, the information sheets for research participants (in all three languages – Sinhala, Tamil, and English) (1 copy) 

5. Where applicable, the consent forms (in all three languages – Sinhala, Tamil, and English) (1 copy)
6. Where applicable, the data collection forms/questionnaires. (in all three languages – Sinhala, Tamil, and English if self-administered by research participants) (1 copy) 
7. Any other relevant documents (Specify)

8. A receipt for the appropriate payment to IOBSL.  
9. These documents need to be saved as a single pdf.
10. Summary sheet – should be available in Word format 

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 been completed.

…………………………………………………………
……………………………

Signature of Principal Investigator
       


  Date
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