

Guidelines to complete the ‘Ethical Review application Form’

IDENTIFYING INFORMATION

Part I – BASIC INFORMATION
1.	Title of the Research
· This should be complete and self-explanatory
· Please make sure that this is also consistent with the title on all corresponding documents.
· Please also make sure that if you have a shorter language title in lay terms ( as suggested for information sheets and consent forms) that it is put within brackets as the alternative short title.

2.	Details of principal investigator
· The Principal Investigator (PI) has the responsibility to ensure that staff and students involved in the implementation of the study have the relevant training or adequate supervision, including health and safety. They should also ensure that the premises where the study is to take place are appropriate and that the research methods are justified and methodologically sound. The updated CV of the PI has to be attached with the completed submission form. 
· The Supervisor’s role is to ensure that the student receives relevant training and is aware of and understands that he/she is required to comply with all regulations relating to research conduct.
· Honorary staff cannot be named as the Principal Investigator for the purposes of ethical review

Student Research
· For student (both undergraduate and postgraduate) projects, the Supervisor and PI must sign the application.
· The review outcome will be communicated to the student. 
     
3. 	 Co-investigators (including student investigators)
· Student details should include the details of the degree they are reading for.
· All other Co-investigators should also be listed here. If further investigators are to be added the PI should state this on the form and inform the ERC-FDS/UOP when new investigators are appointed.

4. 	Location(s) where the research will be conducted
· Research sites must be specified as far as possible.  
· Where not specifically identified, please indicate how specific sites will be selected and where ever necessary the approval of the authorized person concerned should be furnished. 
· If possible, include with your application the approval documents you have already received to conduct the study at these sites, e.g. letter from organisation, clearance by the relevant authority, specific health and safety requirements.

5. Other Research Ethics Board Approval(s)
· Indicate whether this research involves another institution or site, if so has any other ERC approved this research project?  If approval should be requested from any other ERC, indicate its name. A copy of the ERC certificate/s should be attached with the submission form. 
6. Funding of this Project    
· Give details of the funding of the research, including name of funding organisation(s), amount applied for or secured, duration, and reference numbers.
· If one protocol is to cover more than one grant, please include all fund numbers.

Part II- RESEARCH PROPOSAL
Please do not leave any sections blank and indicate as 'not applicable' any questions that are not relevant.

8. Duration of the project
· Both the start and end dates are required – research must not begin until ethical approval has been granted.
· Initial approval will be for a period of one year.

9. Protocol check list:
· Please include the requested  information as given in your project proposal indicating the page number(s) relevant to each section in the box which will help the reviewers. The column indicating ‘reviewer checked’ is for the reviewers to mark if the information is given in the proposal.
9. 1 Collaborative partnership 
Collaborations established with institutions and community where the study is to be conducted 
9.2 Social Value 
Beneficiaries of the research and the benefits to the participants and others
9.3. Scientific Validity 
Scientific importance of the study in relation to improving  health care and/or knowledge on the subject.
9.4 Confidentiality
All researchers must ensure that participant confidentiality is not breeched. 
Give details how samples will be obtained, where the data will be stored, the extent of anonymity, who will have access to them and the custodial arrangements. If the data are to be stored beyond the proposed study end date, please state why.
All procedures for data protection and access should be clearly stated to participants in the information sheet. If there is a possibility that information may be passed to a third party (e.g. police etc) this must be detailed in the information sheet and consent form. 
Please give the full name and the department, contact number and email address of the person who act s as the custodian for the data generated by the study
Please give the  full name and the department/s of the person who has the access to the data generated by the study.

9.5 Rights of the participants
Where applicable, please describe how participants will be informed of their right to withdraw from the project and outline the procedures that will be followed to allow them to exercise this right.
Indicate what will be done with the participant’s data and any consequences which withdrawal may have on the participant. If participants will not have the right to withdraw from the project at all, or beyond a certain point, please explain it to the participant. Ensure this information is included in the consent process and consent form.

9.6  Fair participant selection
Describe how, by whom, and from where the participants will be recruited (detailed account is required) 
· Attach a copy of all posters, advertisements, flyers, letters, e-mail texts, or telephone scripts to be used for recruitment.
9.7  Responsibilities of the researcher 
Provision of medical care and continuation of care to research participants 

9.8  Vulnerable populations 
Justification for conducting the study in this population (refugees, prisoners etc).

9.9 Research funded by industry 
Justification for conducting the study, relevance and post research benefits to Sri Lanka

9. 10 Community based research
If the research is taking place within a community or an organization which requires that formal consent be sought prior to the involvement of individual participants, describe how consent will be obtained and attach any relevant documentation (e.g. hospitals, schools, universities, etc).  If consent will not be sought, please provide a justification and describe any alternative forms of consultation that may take place.

9.11 Clinical trials
Justification for withdrawing any therapy from participants to prepare them for the trial, for withholding standard therapy from trial participants (e.g. control group) and reasons for deviating from the accepted standard procedure
Procedure for dealing with adverse events and reporting adverse events, 
Provisions for safety monitoring, termination of the trial and making the trial drug available to participants after the trial if found to be effective.

9.12 Information Sheet (IFS)/Informed Consent Form (ICF) Check List
Attach a copy of the Information/Consent Form. 
Use appropriate information and consent forms. (e.g. adult, assent, parent/guardians consent forms etc)

9.13 Consent (List the sections in consent form where you have dealt with the following)
Explain the procedure for initial contact of participants and for obtaining informed consent                   
For the mentally and physically healthy persons above 18 years, adult consent form can be used. 
For the adults who are mentally and/or physically ill, the consent of their parents/guardian is required. 
For the children and adolescents < 16 years of age, the consent of their parents/guardians is required. 
For adolescents of 16 to 18 years, in addition to their parent/guardian consent, the adolescent’s consent is also required. (Assents forms need to be filled)   
For people who have been identified as vulnerable groups (refugees, prisoners etc), in addition to the above procedures, permission of the relevant authorities is mandatory. 


10.   Data Collection 
Explain the procedure to be carried out on the subjects (give details of all study instruments to be used, collection of samples/blood/application of tests/administration of drugs etc, in detail). 
11. Experience of Investigators with this type of Research
· Provide a brief description of previous experience with this type of research by (i) the principal investigator, (ii) the research team and (iii) the people who will have direct contact with the participants. If there has not been previous experience, please describe how the principal investigator/research team will be prepared. 
· Projects that will involve community members (e.g., peer researchers) in the collection and/or analysis of data, please describe their status within the research team (e.g., are they considered employees, volunteers or participants?) and what kind of training they will receive
· List any research assistants, sub-contractors or other staff not named above who will be involved in the research and their involvement.
· Please enter the title, name, employer and role of the individuals.

Part III –DESCRIPTION OF THE RISKS AND BENEFITS OF THE PROPOSED RESEARCH
12. Describe in detail the potential physical or psychological adverse effects, risks or hazards for research participants of involvement in the research. 
Describe in detail the potential adverse effects, risks or hazards of involvement in the research for the researchers. (Minimal, Moderate, High or Severe)
· Explain what risk management procedures will be put in place to address these.

13. Possible Benefits 

Describe any potential direct benefits to participants, to the community and to the scientific/scholarly community or society that would justify involvement of participants in this study

14. Compensation 

Describe the measures that would be taken in the event of the participants facing any unexpected outcomes or adverse events  arising from their involvement in the project.

· Note that the PI is responsible for halting the study and notifying the ERC promptly of any serious adverse events. Notification of adverse events should be made via telephone.

	Explain how the conduct of the project will be monitored to ensure that it conforms to the study plan and relevant ERC policies and guidance.
15. Feedback/debriefing/referral/after care
· Please describe what information/feedback/services will be provided to participants and/or communities after their participation in the project is complete (e.g., health education, referral to clinic/hospital, etc.)

16-18. Conflicts of Interest
· It has to be clearly indicated whether the PI, co-investigators, their close family members receive any financial benefits such as remuneration, intellectual property rights, rights of employment, consultancies, board membership, share ownership, stock options, etc. as a result of or in connection with this study. 
· Describe any restrictions regarding access to or disclosure of information (during or at the end of the study) that have been placed on the investigator(s).  These restrictions include controls placed by the sponsor, funding body, advisory or steering committee.
· Where relevant, explain any pre-existing relationship between the researcher(s) and the researched (e.g., instructor-student; manager-employee; clinician-patient; minister-congregant). Please pay special attention to relationships in which there may be a power differential – actual or perceived.
· Describe the decision-making processes for collaborative research studies.  If Terms of Reference exist, attach them. Collaborative research studies include those where a number of sites (e.g. other universities, hospitals, etc.) are involved and also those that involve community agencies.
19. Declaration of the Principal Investigator
This is to ensure that all procedures performed will be conducted in accordance with all relevant university, provincial, national and international policies and regulations that govern research involving human participants in Sri Lanka. 

20. Consent from all Investigators

All the investigators have to go through the project proposal and make sure that the application is in accord with the ERC-FDS/UOP guidelines and also comply with national and international ethical and regulatory practices.

