Ethical Review Committee

Sri Jayewardenepura General Hospital

Application for Ethics Review - Part II
1. Title of the Project:…………………………………………………………………...............................................
    ………………………………………………………………………………………………………..
2. Funding:……………………………………………………………………………………………………………………
………………………………………………………………………………………………………………………
………………………………………………………………………………………………………………………
(Please state the Name and Address of Funding Source/s and Amount)
3. Scientific importance and validity

3.1
What is the scientific importance of your study in relation to improving health care

and/or knowledge on the subject?

…………………………………………………………………………………………………………………………
…………………………………………………………………………………………………………………………
3.2 Is your study an original one or a replication of a previous study?


Original                   Replication

If it is a replication study please justify:……………………………………………………………..
…………………………………………………………………………………………………………………………
3.3
Are the investigator’s qualifications and experience appropriate to conduct the study?


Yes                       No

3.4
 Are the facilities at the site adequate to support the study?


Yes                        No


3.5
How will the results of the study be disseminated?...............................................................


………………………………………………………………………………………………………………………..
4. Assessment of Risks/Benefits

4.1
Is the involvement of human subjects necessary to obtain the necessary information?


Yes 

No

4.2
Are there any risks (physical, psychological, social, legal, economic) to the participants?

Yes 


No

If  YES identify them and state how you plan to prevent or minimize these risks?

………………………………………………………………………………………………………………………..
………………………………………………………………………………………………………………………..
………………………………………………………………………………………………………………………..
………………………………………………………………………………………………………………………..
4.3
Are there any benefits to the participants?


Yes

 No

If YES identify them. If NO what are the benefits to the community or health care system?

………………………………………………………………………………………………………………………..
………………………………………………………………………………………………………………………..
………………………………………………………………………………………………………………………..
5. Respect for the dignity of the research participants

Informed consent

5.1. Write briefly your procedure for obtaining informed consent:
 …………………………………………………………………………………………………………………………………..
5.2 Who will obtain consent?..............................................................................................

5.3
Is it written or verbal consent?
Written 
Verbal
           Not Applicable

5.3 How will you ensure that the participant is adequately informed? ………..................

.

………………………………………………………………………………………………………………………..
(Please include information sheets with translations)

5.4 Are the research participants under your care?


Yes                      No

If YES please state how you would ensure they would not feel obliged to participate 
in order to receive better medical care.

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


Yes                  No                      Not Applicable

Confidentiality

5.6 How will data/samples be obtained?..............................................................................
………………………………………………………………………………………….

………………………………………………………………………………………….

5.7 How long will data/samples be kept?.............................................................................
………………………………………………………………………………………….

5.8
Are you collecting the minimum information/samples required to fulfill the study objectives?


Yes                   No

5.9       Who will have access to the personal data of the research participants?

……………………………………………………………………………………….....

………………………………………………………………………………………….

5.10 How will you safeguard the privacy of the research participant?

………………………………………………………………………………………….

………………………………………………………………………………………….

5.11 What is the data/sample storage and disposal procedure in relation to ensuring    confidentiality and security of personal information?

……………………………………………………………………………………………..
……………………………………………………………………………………………..

5.12
 If you are planning to store data/samples for future study, will you obtain appropriate consent?


Yes                         No
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