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ETHICS REVIEW COMMITTEE
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Application No : [  ][  ][  ]/[  ][  ]                                   Date received [  ][  ]/[  ][  ]/[  ][  ]
Office use only

APPLICATION FORM

This form should be filled and signed by the principle investigator who requests ethical approval for a research project. Please read the guidelines for application (part III of this document) before completing the form and ensure all relevant documents as per the document checklist is submitted. 

Those principal investigator/s not attached to the Faculty of Medical Sciences, University of Sri Jayewardenepura, should make a payment of Rs. 1000.00 to be credited to the University of Sri Jayewardenepura, Faculty of Medical Sciences Development Fund (A/C No. 097100147709343) at People’s Bank, Gangodawila, Nugegoda. 

This form can be filled in and the spaces provided are expandable as you type. 

CHECK LIST FOR APPLICANTS (Please mark with X)
One copy each of the following
1.
Covering letter signed by the applicant 

   FORMCHECKBOX 

2.
Letter from supervisor (if relevant)
 FORMCHECKBOX 

3.
Bank receipt (if relevant)
 FORMCHECKBOX 

4.
A CD with a completed application form, detailed research proposal and study 
instruments 



 FORMCHECKBOX 

Eighteen (18) copies of the following documents
5.
Application form 







 FORMCHECKBOX 


6.
Detailed research proposal 






 FORMCHECKBOX 

7.
All study instruments in English (questionnaires/interview guides/ 


checklists/ data extraction forms)  
 FORMCHECKBOX 

8.
Sinhala and Tamil translations of all study instruments (where relevant) 
 FORMCHECKBOX 

9.
Information sheets and consent forms in English with Sinhala and Tamil 
translations (where relevant) 






 FORMCHECKBOX 

10.
If participants are recruited by advertisement – a copy of the advertisement   
 FORMCHECKBOX 

PART 1 (Administrative details)

1. 
Details of principle investigator /applicant

1.1
Name of applicant :    
      
1.2
Postal address:
     

1.3
e-mail address:
     
1.4
Telephone: Office – 
     
Home -      

Mobile -      
1.5
Highest educational qualification of applicant:      

1.6 
Current designation and name and address of institution where the applicant is 
attached: 


      

2.
Name of supervisor(s) and their contact information (if applicable):      
 
3.
Are there other co-investigators (who are not supervisors) Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

3.1
If Yes, give the names/qualifications of the co-investigators 

	Name 
	Qualifications 
	Affiliations 

	     
	     
	     

	     
	     
	     

	     
	     
	     


4.
Name and address of the institution where work will be carried out:  


     
5.
Source of funding:
      

6.
Has this proposal been submitted to any other ERC ? 
Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

6.1
If yes, Where :             and When was it submitted :      
6.2
Give details and attach letters of approval/communication of above:
     
PART 11 (Research Proposal)

7.
Title of Project:      
8.

8.1
Proposed starting date (dd/mm/yyyy) :
  /   /    
8.1
Duration of project
:


     
9.       
Objective of the project and justification
9.1
General objective :      
9.2
Specific objectives :      
9.3
Justification :
     
10.
Description of the procedure involving human/animal subjects (for which 
ethical clearance if being sought)
10.1
Who are the study subjects and criteria used in the selection of subjects 
(inclusion and exclusion criteria) :      
10.2
Description of the procedure to be carried out on these subjects (administration of a 
questionnaire/drug/collection of blood/ samples/ investigation) :
     
10.3
Safety measures employed during the procedure:      
10.4
 Treatment of control group (if relevant ):
     
10.5
Potential risks to the participants :      
10.6
How will these be minimised  :      
10.7
Potential benefit to the participants :      
10.8
How will informed consent be elicited?  Verbal  FORMCHECKBOX 
 or Written  FORMCHECKBOX 

10.9
Describe the consent procedure (including special considerations or 
arrangements for vulnerable groups / children under 18 years of age) :     
10.10
Incentive (if any) offered to participants:
     
11.
Statistical plan (indicating the sample size, how the sample size was determined, 
and describe the outcome measures and variables to be assessed ) :      
12.
Provision that will be made to protect confidentiality of data:      
Declaration of applicant 

I understand that the application for ethical 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. I understand that at least two months are required for ethics review and granting of ethics clearance.
………………………………………………..

Signature of applicant / principle investigator 

Date : ___ /__/____
PART III

Instructions to applicants and specimen information and consent forms  
a.
Conditions of application

The FMS/USJP ERC will review all types of research proposals involving human and animal studies. Applicants other than academic and non-academic members of FMS/USJP will incur a handling charge. 

Those principal investigator / investigators not attached to the Faculty of Medical Sciences, Sri Jayewardenepura, should make a payment of Rs. 1000.00 to be credited to the University of Sri Jayewardenepura, Faculty of Medical Sciences Development Fund (A/C No. 097100147709343) at People’s Bank, Gangodawila, Nugegoda. 

All sections of the application form should be filled concisely, giving pertinent information according to instructions given below. It is recommended that the guidelines and examples given here be read carefully before attempting to complete the form. Failure to comply with these instructions would result in the application being returned, and lead to considerable delay in obtaining ethical clearance.

Badly planned and poorly designed research that causes inconvenience to participants with possible risks will not produce useful or valid results and is considered to be unethical. It is the responsibility of the researcher to ensure that his / her research is of good scientific quality before making an application for ethics review. The ERC may return the application if it is flawed in basic methodology and fails to demonstrate adequate scientific rigor. 

b. Instructions and guidelines for completing the application form

Item 7 - This should be the final title of the project as it is given in the ethical approval letter. In case of a change in title is should be informed to the ERC. 

Item 8 - Proposed starting date should be a future date which gives adequate time to obtain ethical approval. The ERC will not consider applications for retrospective approval of already commenced/completed studies. 

Item 9. Objectives of the project should be clearly stated. A clear justification should be given for investigating human subjects and in vulnerable groups as to why it cannot be done in any other study group.

Item 10. This should consist of a precise description of all proposed interventions involving human subjects for which clearance is being sought, and should include the following:

10.1 - 
Criteria used in the selection of subjects giving inclusion and exclusion criteria: e.g., if normal volunteers, recruitment by personal contact or by advertisement, preferential selection by age, sex, ethnic or social groups, etc. if patients are used as participants - source e.g., which hospital or out patient clinic, and again age, sex, groups etc. Groups/communities to be invited to participate in research should be selected in such a way that the burdens and benefits of research will be equitably distributed and ensure that vulnerable groups are not unduly and unfairly recruited for the benefit of others. 
10.2 -  
Procedure to be carried out on the test group: state specifically what procedures are to be carried out, e.g., if it is a questionnaire /interview – who will administer the questionnaire/conduct the interview, where and when, whether any personal/sensitive information is being collected. If blood collection in carried out, is it by finger-prick, venepuncture, the maximum volume taken, and how many times the individual will be subjected to the procedure and who will carry out the procedure? If it is an invasive procedure e.g., tissue biopsy, where it will be done, will it be a ward or operating theatre, by whom? If administration of a drug, its dose and route of administration, under whose direct supervision e.g., medical or paramedical personnel, and what procedure will be carried out ? 
10.3 -  
Safety measures employed during the procedure: e.g., How will you ensure privacy during the interview, prevent identification or stimatisation of the participants that may arise from taking part in your study? Include methods used to train data collectors if relevant. State how disposable needles and syringes will be disposed of, describe how subjects will be monitored following a procedure (e.g. patient will remain in the ward for 14 hours after administration of drug) advice given to subjects (e.g. description of potential side effects and what precautions to be taken during this period), and state what instructions will be given to the subject to be followed in the event of a complication or side effects.

10.4 - 
Treatment of the control group: Describe in detail the procedures to be carried out in the control group in the case of intervention studies. This would be particularly relevant in which a new chemotherapeutic agent is being evaluated for a disease for which an accepted method of treatment is available. State clearly how the control group would be treated.

10.5/10.6/10.7 - 



Expected risks, measures taken to minimize these risks and benefits to participations. List all potential benefits and risks that could accrue from the special procedures employed in the project. E.g. In the case of administering a drug, list all major and minor, common and infrequent side effects. In the case of drugs or other compounds administered or applied to subjects, copies of standard literature (e.g. photocopy from a standard textbook) and where relevant specialized literature should be annexed.


When collecting sensitive information measures taken to minimize the discomfort, embarrassment and any other adverse outcomes. How will you protect the participants and the data collectors during the study process? 

10.8/10.9 -  



Informed written consent should be obtained from all participants if possible and this is essential for all invasive procedures. Verbal consent can be taken for community based surveys that does not involve minors or very sensitive or personal information. If written consent cannot be obtained from the participants, the reasons for this must be explicit and justifiable. For vulnerable groups / children under 18 years of age the procedure of informed consent must be clear and indicate how this will be obtained from the parent/legal guardian, satisfactory assurance must be given that a guardian or family member will be appropriately consulted and the rights and welfare of these subjects will be adequately protected. Consent on behalf of those with compromised capacity to consent should be obtained from parents, guardians or next


of kin as the case may be. 
In both verbal and written consent nature of the project should be explained to the 

participants verbally in the language chosen by the participants. 
The information sheet given to participants must be separate from the consent form and both 
must be submitted in English and Sinhala /Tamil if relevant for your study.  

Please refer to the format given at the end of this document on compiling these forms and 
http://www.who.int/rpc/research_ethics/informed_consent/en/ for further details. 
10.10 - 
Incentives (if any) offered to participants: Offering incentives to participants of a 
study is not recommended; however if such a practice is to be followed give details of 
nature of incentives. Reimbursement of out of pocket allowance is usually allowed. 

Item 11 - Statistical plan including the sample size, the basis for sample size calculation and

the plan for data analysis with the software to be used. Descriptive studies should state the 
type of descriptive statistics to be employed and analytical designs should outline how 
variables are to be categorized and compared with other variables. Experimental studies 
should submit details of any interim analysis planned and criteria for terminating the study.   

A single statement ‘data will be analysed using SPSS version X’ is not adequate.  

Item 12 - Provision that will be made to protect confidentiality of data should be stated including how confidentiality of all records would be guaranteed and what measures are to be taken to safeguard personal information in dissemination of results and publications.  
b. Instructions for compiling the detailed research proposal 
Please refer standard research methodology books when compiling your detailed research protocol and must be detailed so that the ERC can decide if it meets sufficient scientific rigor and that the researcher/s possesses the necessary qualifications, experience and access to facilities to carry out the proposed study.
The research must have a clear scientific objective; be designed using accepted principles, methods, and reliable practices; sufficient power to definitively test the objective with the smallest number of research participants and propose a plausible data analysis plan to meet the core objectives. 

This section should include an introduction and justification, a review of the most relevant literature, objectives, details of methodology (study design, setting, study population, sample size and sampling method, study instruments, data collection methods, outcome measures, plan for data analysis), ethical issues, time frame and accurate list of references. If drugs or substance are to be administered it may be necessary to give details of toxicity studies /animal studies if necessary to assist the ERC to make its decision. 
All study instruments must be submitted in English and any other language that they will be used in the study. 

Please note : if study instruments (such as questionnaires) are to be developed in a second stage of the study following data collection in the first phase (e.g. – focus group discussions) ethical clearance will be granted only for the first phase of the study so as to enable the researcher to develop the instruments and submit these to the ERC. Approval will be granted for the second phase after perusal of the complete study instruments. 

c. Instructions for compiling the information sheet and consent form 

Information about the research project should be presented in the form of an information sheet, written in simple language that is easily understood by the potential research subject. The following format is given as guidance and should be adapted to suit your study. 

The information sheet is written by the researcher addressing the participants whereas the consent form is a declaration by the participant and must be written in the first person. 

Please refer http://www.who.int/rpc/research_ethics/informed_consent/en/ on detailed information on how to compile these documents. 

The subjects must be given adequate time to study the information sheet and to consult their families and their family doctors where appropriate. They may then sign a form that states that the information sheet has been studied and discussed with the investigator and that the subject agrees to participate.

Specimen - Information sheet

I am (state name of principal investigator), attached to the (state institute). My current designation is (state the designation). I would like to invite you to take part in the research study titled (state the title of the project here) conducted by (state the name of the investigator/s) at (state the site of the study here).

· The title of the research project ; 

· the purpose of the investigation; 

· Participant Selection - indicate why you have chosen this person to participate in this research; 

· the procedures and duration - Include a statement about the time commitments of the research for the participant including duration of the research and follow-up, if relevant.

· the risks (including psychological distress) and benefits, or absence of them, to the individual or to other or future individuals or to society; 

· a statement that the subjects may decline to participate (without incurring displeasure or any sort of penalty in the case of a dependent relationship, i.e. patient, student, employee) and also will be free to withdraw at any time without giving a reason and without in any way impairing their care; and 

· an invitation to ask questions.
Volunteer consent form

Name(s) of the investigator/s: 

Contact information of principal investigator/s

Address of the institution where the study is to be carried out : 

The title of the research project:

[The following section must be written in the first person]

I (the participant’s name) have read the information sheet and understand

a. What the study involves

b. That refusal to participate in the study will not affect my treatment or care in any way

c. That I may withdraw at anytime and it will not affect me adversely in any manner

I (the participant) have had an opportunity to discuss the study and ask questions and they have been satisfactorily answered. 
I therefore agree to participate in this study

Signature of the participant ______________________________

Full name  
______________________________________________________

Date

_____________________

Postal address
_______________________________________________________



_______________________________________________________



_______________________________________________________

I have been present while the procedure has been explained to the participant and I have witnessed his/her consent to take part in the study.

Signature of witness ____________________________________________

(The witness should be a person NOT connected with the study)

Full name
________________________________________________________

Date

_____________________

Postal address
________________________________________________________


________________________________________________________



________________________________________________________
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� From initial recruitment of participants until completion of all data collection.
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