FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
 Submission  form to be filled by the Principal Investigator (PI) for submission to Institutional Ethics Committee
(for attachment to each copy of the proposal)
--For Regulatory Trials
I. Proposal Title : 

	
	Name, Designation & Qualifications
	Address Tel & Fax Nos. Email ID
	Signature

	Principle Investigator
	
	
	

	Co-Investigator

	
	
	

	Please attach detailed curriculum Vitae of all Investigators (with subject specific publications limited to previous 5 years)




	II. Sponsor information:
1. Indian                         a) Government           Central             State                  Institutional
	b) Private


	
2. International           Government                    Private                     UN agencies


	
3. Industry                                   National                                 Multinational


	Contact Address of Sponsor:


	Total Budget (mention here and enclose the budget form)



	
III. Type of Study :       Epidemiological              Basic Sciences                Animal studies

                  Clinical:    Single center                 Multicentric                       Behavioral	


	IV. Status of Review :             
                                              New                                                   Revised


	V. Clinical Trials:
Drug/Vaccines/Device/Herbal Remedies:
(i) Does the study involve use of :
                                                                       Drug                    Devices                  Vaccines

Indian Systems of Medicine/
Alternate System of  Medicine                                  Any other                     NA                                                                                               
                                                                       

	(ii) Is it approved and marketed

                 In India                           UK & Europe                                 USA

                Other countries, specify 


	(iii) Does it  involve a change in use, dosage, 
            route of administration ?

If yes, whether DCGI’s/Any other Regulatory authority’s
 Permission is obtained ?

If yes, Date of Permission:

	Yes 


Yes




	 No


No





	(iv) Is it an Investigational New Drug ?
If yes, IND No:

	Yes


	No



	a) Investigator’s Brochure submitted

	Yes

	No


	b) In vitro studies data


	Yes


	No



	c) Preclinical Studies done

	Yes

	No


	Clinical Study is :   Phase I             Phase II              Phase III              Phase IV  


	
d) Are you aware if this study/similar study
     is being done elsewhere ?
If Yes, attach details

	
Yes



	
No




	VI.  Brief description of the proposal – Introduction, review of literature, aims(s) & objectives, justification for study, methodology describing the potential risks & benefits, outcome measures, statistical analysis and whether it is of national significance with rationale (Attach sheet with maximum 500 words) 

	VII. Subject selection:
(i) Number of Subjects : 


	(ii) Duration of study:


	(iii) Will subjects from both sexes be recruited

	Yes

	No



	(iv) Inclusion / exclusion criteria given

	Yes

	No


	(v) Type of subjects                  Volunteers                           Patients

	
(vi) Vulnerable subjects                           Yes                                         No
       (Tick the appropriate boxes)

        Pregnant women                         children                                    elderly
         Fetus                                            illiterate                                 handicapped
         Terminally ill                            seriously ill                         mentally challenged
Economically & socially
 backward                                              any other

	
(vii) Special group subjects                  Yes                                   No
         (Tick the appropriate boxes)

         Captives                                   Institutionalized                                 employees
         Students                                    Nurses/dependent                        armed forces
         Any other                                 staff

	2. Privacy and confidentiality
(i)  Study involves -                                    Direct Identifiers	
                                                                       Indirect Identifiers/coded
                                                                       Completely anonymised/delinked

	
(ii) Confidential handling of data by staff
	Yes

	No


	3. Use of biological/hazardous materials
(i) Use of fetal tissue or abortus
	Yes

	No


	            (ii) Use of organs or body fluids
	Yes
	No

	           (iii) Use of recombinant /gene therapy
             If yes, has department of Biotechnology (DBT) approval for 
             DNA products been obtained ?
	Yes


	No



	        (iv) Use of pre-existing/stored/left over samples
	Yes
	No

	        (v) Collection for banking/future research
	Yes
	No

	(vi) Use of ionizing radiation/radioisotopes

If yes, has Bhaba Atomic Research Centre (BARC)
approval for Radioactive Isotopes been obtained ?

	Yes




	No





	 (vii) Use of Infectious/biohazardous specimens
	Yes
	No

	(viii) Proper disposal of material
	Yes
	No

	(ix) Will any sample collected from the patients  be sent abroad ?
       If yes, justify with details of collaborators
	Yes

	No


	a) Is the proposal being submitted for clearance from 
 Health Ministry’s Screening Committee (HMSC) 
 for International Collaboration ?
	Yes




	No





	b) Sample will be sent abroad because ( Tick appropriate box)
Facility not available in India

Facility in India inaccessible

Facility available but not being accessed
If so, reasons ……………………


	
8. Consent :                            Written                        Oral                        Audio-visual

    i. Consent form : (tick the included elements)

Understandable language                                             Alternatives to participation
Statement that study involves research                       Confidentiality of records
Sponsor of study                                                             Contact information
Purpose and Procedures                                                Statement that consent is voluntary
Risks & Discomforts                                                      Right to withdraw
Benefits                                                                             Consent for future use of biological material
Compensation for participation                         Benefits if any on future commercialization
Compensation for study related injury             eg: genetic basis for drug development

· If written consent is not obtained, give reasons:


	
(ii) Who will obtain consent ?            PI/Co-PI                         Nurse / Counsellor
                                                                Research staff                 Any other


	9.Will any advertising be done for recruitment of Subjects ?
( posters, flyers, brochure,websites – if so kindly attach a copy
	Yes

	No


	10. Risks & Beneifts :
      (i) Is the risk reasonable compared to the anticipated
       benefits subjects/community/country ?

	Yes



	No




	(ii) Is there physical/social/psychological risk/discomfort
       If Yes, Minimal or no risk
       More than minimum risk
       High risk
	Yes



	No




	(iii) Is there a benefit a) to the subject ?

                                         Direct                     Indirect

                                     b) Benefit to society 	


	11. Data Monitoring
      (i) Is there a data & safety monitoring committee/Board (DSMB) ?
	Yes

	No

	      (ii) Is there a plan for reporting of adverse events ?
             If Yes, reporting is done to :

  Sponsor                      Ethics Committee                     DSMB

	Yes




	No





	(iii). Is there a plan for interim analysis of data ?
	Yes
	No

	(vi) Are there plans for storage and maintenance of all trial database ?
If Yes, for how long ?
	Yes

	No


	12. Is there compensation for participation ?
If yes                  Monetary                  In  kind
Specify amount and type:
	Yes


	No



	13. Is there compensation for injury?

If Yes,     by Sponsor                          by Investigator
                 By insurance                      by any other company
	Yes



	No




	14. Do you have conflict of interest ?
       (financial/non-financial)
        If Yes, specify:
	Yes


	No



	Checklist for attached documents:

Project proposal – 12 hard  Copies & one soft copy

Curriculum vitae of Investigators

Brief description of proposal

Patient information sheet

Informed Consent Form



Investigator’s brochure for recruiting subjects

Copy of advertisements/Information brochures

Copy of clinical trial protocol and / or questionnaire
 


Budget Form 

CPCSEA Clearance, if any

HMSC/DCGI/DBT/BARC Clearance if obtained


























FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE :
Format for Submission of Research Proposals (Other Than Regulatory Trials)
1. Title of the Research Proposal : 
2. Principal Investigator : 
1) Name :
2) Designation :
3) Contact Address :
4) Contact Phone No. :
5) E mail ID :
3. Co Investigator /Co investigators :
Co investigator :
1) Name :
2) Designation :
3) Contact Address :
4) Contact Phone No. :
5) E mail ID :
If there are more than 1 co investigators, give same details as above.
4. Duration of the Study : 
5. Type of Research Study : Staff project/ PG dissertation / PG project/ UG project
6. Description of the Study : Enclose the proposal copy
1) Introduction and Need of the study
2) Review of Literature
3) Objectives
4) Materials and Methods (source of data; study design; sample size; methodology in detail; statistical analysis)
5) Implications of the Study
6) Bibliography
7. Details of Budget :
1) Total Budget :
2) Grant in aid requested : Rupees ---------
3) Funding Agency :  
Enclose the Budget form 
     8 .  Patient Information sheet and Informed Consent Form to be enclosed
9. Checklist of Documents to be submitted: 12 sets of the documents mentioned below ---
	    Document
	Tick if submitted

	1) Covering letter from Principal Investigator
	

	2) Research proposal 
	

	3) Budget form
	

	4) Patient information sheet and informed consent form 
	

	5) Declaration from the Principal investigator about confidentiality of patient data (in case of retrospective studies)
	

	6) Data Collection proforma
	

	7) Questionnaire
	

	8) Any other formats / checklists used in the study
	
















FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE :
Format for Patient Information Sheet and Informed Consent Form 
Title of the Study :
Names of Researchers/Investigators 
Name of Organization :

Name of Sponsor (Grant agency):

Name of Project and Version


This Informed Consent Form has two parts:
· Information Sheet (to share information about the study with you)
· Certificate of Consent (for signatures if you agree to participate)
You will be given a copy of the full Informed Consent Form

Introduction 
Briefly state who you are and explain that you are inviting them to  participate in research which you are doing. Inform them that may talk to anyone they feel comfortable talking with about the research and that they can take time to reflect on whether they want to participate or not. Assure them that if they do not understand some of the words or concepts, that you will take time to explain them as you go along and that they may ask questions now or later

Purpose
Explain in lay terms why the research is being done and what is expected from the results. Explain why you need to conduct the research with children. 

Type of Research Intervention
Briefly state the intervention. This will be expanded upon in the procedures section
Selection of Participants 
State clearly why you have chosen them  to participate in this study. Patients  may wonder why they have been chosen for a study and may be fearful, confused or concerned
Voluntary Participation
Indicate clearly that they can choose to participate or not and reassure they will still receive all the services they usually do if they choose not to participate.. This can be repeated and expanded upon later in the form as well. It is important to state clearly at the beginning of the form that participation is voluntary so that the other information can be heard in this context. Participants may also be more alert at the beginning.
 Procedure 
Explain what each of the steps or procedures involve. Indicate when the research will take place and where. If there are surveys, indicate where and how the surveys will be collected and distributed.
Duration  
Include a statement about the time commitments of the study for them.  Include both the duration of the study and follow-up, if relevant
Risks and Discomforts
Explain any risks or discomforts including any limits to confidentiality.


 Benefits 
Describe any benefits to them, to the community, or any benefits which are expected in the future as a result of the research.

Reimbursements   
State clearly what you will provide the participants with as a result of their participation. You will not be entitled to any compensation beyond reimbursements for expenses incurred as a result of participation in research. The expenses may include, for example, travel expenses and reimbursement for time lost.. 
Confidentiality:
Explain how the research team will maintain the confidentiality of data, especially with respect to the information about the participant. Outline any limits there are to confidentiality. Note that with focus groups confidentiality cannot be guaranteed because what is said within the group becomes common knowledge. Participants can be asked not to share outside of the group but this does not guarantee confidentiality
Sharing of Research Findings
Include a statement indicating that the research findings will be shared in a timely fashion but that confidential information will remain confidential. If you have a plan and timeline for the sharing of information, include the details. Also inform the parent that the research findings will be shared more broadly, for examples, through publications and conferences.  
Right to refuse or withdraw
Explain again the voluntary nature of consent. 


Whom  to Contact
Provide the name and contact information of someone who is involved, informed and accessible (a local person who can actually be contacted. State also that the proposal has been approved and how. 
Provide the contact number and address of the researchers
Mention that –This research project is reviewed and approved by Ethics Committee of Father Muller Charitable Institutions, Kankanady, Mangalore. This  is a committee whose task it is to make sure that research participants are protected from harm.
The contact details of ethics committee are as follows:

Dr. Shivashankara A.R., 
(Secretary of Ethics Committee)
Father Muller Medical College Hospital, Kankanady, MANGALORE-02.
Phone : 08242238399; 9880146133. Mail : fmiethicscommittee@gmail.com; arshiva72@gmail.com. 
Dr.Ashok Shenoy K.,
Chairperson of Father Muller Institutional Ethics Committee,
Professor of Pharmacology,  
Kasturba Medical College, Mangalore -01.
Phone : 9880530703.  Mail : ashok.shenoy@manipal.edu 
Note : 1. In  case of children being the subjects of study ,the parents/guardian has to sign the informed consent form. This has to be mentioned clearly in the consent  form as Name and signature of the parent/guardian. A statement in the end by the researcher should mention that the protocol was read out/explained to the parent/guardian of the child . 
2. Consent form  should be appropriately worded for adults and children (less than 18 years). e.g. If the participant is less than 18 years of age, instead of ‘my participation’, ‘my child’s/ward’s participation’ needs to be replaced. In the information sheet, instead of you or your , mention :Your child” or “your child’s”
3.The above format should be followed strictly but the wordings may be changed  to reflect your  research proposal 














FMIEC : Declaration By Principal Investigator on maintaining confidentiality of Patient Data (For Retrospective studies and Case Reports )
1. Title of the project:

2. Name, designation and department of the principal investigator:

I hereby give an undertaking that I will maintain the confidentiality of data collected from the case sheets / Hospital information system/ any other records of the hospital. While   collecting  the data, personal identity (name, address, contact number,  e mail ID) of the patient will be concealed , and only the relevant data required for  the study will be collected. 
For case report : The personal identity of the patient will not be revealed or made public. Photographs taken for study purpose will be used only for presentation or publication purpose. In the photographs, personal identity of the patient will be concealed .
__________________________
Signature of PI

Name__________________________				Date_________________



 Budget Form
FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
FATHER MULLER CAMPUS,   FATHER MULLER ROAD,
KANKANDY,   MANGALORE 575002.
Email: fmiethicscommittee@gmail.com
Name of the Principal Investigator : 
Designation :
Department and Institution:        
Contact Phone No. :                                 E‐mail: 
Title of Project: 
Duration of Research Study :
Total Budget (In Rupees) :
Are you applying for Financial Grant from any agency ? : Yes/No
If Yes, Mention the agency/institution and Grant Amount Requested:
Any self Funding ? : Yes/No
If Yes, declare the amount : 
Declaration : I will be applying for financial grant /will be self-funding  for my research project.  Patient /Study subject will not made to pay /will not be financially burdened for the cost of investigations/interventions in my research study.
Signature of the Principal Investigator :
Date :
Name and Signature of Guide (for PG/UG projects) : 






ESTIMATED BUDGET FOR THE PROJECT
	[bookmark: OLE_LINK4]Particulars
 
Amount in Rs.
	I Year
	II Year
	III Year
	 Total

	 Equipment 

	
	
	
	

	Temp Staff Salary/ Honorarium    
                          
	
	
	
	

	 Technical Assistance

	
	
	
	

	 Consumables

	
	
	
	

	Investigation  charges

	
	
	
	

	 Travel              
	
	
	
	

	 Stationery

	
	
	
	

	 Photocopying/Typing
	
	
	
	

	 Any other

	
	
	
	

	Contingencies

	
	
	
	

	 Grand Total

	
	
	
	



 Details of the budget for equipment with specifications:
	Sl. No.
	 Name of the equipment
	 Specification	
	Local/Imported
	Amount in Rupees

	
	Nil
	
	


	




Details of budget for consumables to be procured (Amount in Rupees):
	Sl. No.
	 Consumable Items
	 Specification	
	Local/Imported
	Amount in Rupees

	
	 

	
	


	




Details of the budget for Investigations
	Sl. No.
	 Name of Investigations
	No	
	In house  /  outside
	Amount in Rupees

	
	 


	
	






	




