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Standard Operating Procedures (SOP) for Institutional Ethics Committee 

 
1.  INTRODUCTION TO ETHICS COMMITTEE 

Mansarovar Ethics Committee, constituted for discussion and approval of institutional 

research projects with respect to safeguard dignity, rights, safety and well being of all research 

participants and to ensure that the research is carried under prescribed guidelines laid down by 

ICMR. 

a. Name of Institutional Ethics Committee (IEC) 

This committee will be known as the MDC Ethics Committee (IEC), Mansarovar Dental 
College, Hospital & Research Centre, Kolar Road Bhopal- 462042. 

This name will remain unchanged until the members choose to change it by a vote of Three- 

fourths of the current strength. 

 

b.  Purpose of IEC 

The purpose of this committee will be scientific and ethical review, approval and monitoring of 

research studies. 

1. To safeguard the rights, safety and well-being of human participants involved in a research 
project. 

2. To ensure compliance to Good Clinical Practices (GCP) guidelines during research involving 
human participants. 

c.  Scope 

The SOP applies to all activities performed by the Institutional Ethics Committee. 

d.  Ethical Basis 

 The IECs will function independently without any interference in the review and 

decision making process from the Head of the Institute and administrative department of 

the Institute.

 The committee will consist of members who collectively have the qualifications and 

experience to review and evaluate the scientific, medical and ethical aspects of research 

projects involving human participants.
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 In evaluating protocols and ethical issues, the IEC is aware of the diversity of laws, 

culture and practices governing research and medical practices in various countries 

around the world and especially in India.

 It attempts to inform itself where possible of the requirements and conditions of the 

various localities where proposed research is being considered.

 The IEC will work according to its established Standard Operating Procedures based on 

the Operational Guidelines for IEC that review Biomedical Research (WHO, 2000), 

International Conference on Harmonization-Good Clinical Practices (ICH-GCP) 

Guidelines (1996), Schedule Y (Drugs and Cosmetic Act 1940; amendment 20th 

January 2005 and prevailing amendments from time to time), Indian GCP guidelines 

(2001) and Ethical Guidelines for Biomedical Research on Human Participants by 

ICMR (2006). The mandate will be

 To ensure the protection of the rights, safety and wellbeing of human participants 

involved in a research project. 

 Provide public assurance of that protection. 

 

 The IEC is established and functions in accordance with the relevant national law and 

regulations in force from time to time.

 The IEC will review only those projects which are carried out in this institution by the 
staff members and students of the institution.

 The IEC will also review projects which are carried out by institutional members in 
collaboration with other national or international institutions.
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2.  ROLE & RESPONSIBILITIES OF ETHICS COMMITTEE 

IEC will review and approve all types of research proposals involving human participants 

with a view to safeguard the dignity, rights, safety and well being of all actual and potential 

research participants. The goals of research, however important, should never be permitted to 

override the health and well being of the research subjects. 

The IEC will take care that all the cardinal principles of research ethics viz. Autonomy, 

Beneficence, Non - malfeasance and Justice are taken care of in planning, conduct and reporting 

of the proposed research. For this purpose, it will look into the aspects of informed consent 

process, risk benefit ratio, distribution of burden and benefit and provisions for appropriate 

compensations wherever required. It will review the proposals before start of the study as well as 

monitor the research throughout the study until and after completion of the study through 

appropriate well documented procedures for example annual reports, final reports and site visits 

etc. The committee will also examine compliance with all regulatory requirements, applicable 

guidelines and laws. 

The mandate of the IECs will be to review all research projects involving human subjects to be 

conducted at the Institute, irrespective of the funding agency. The role of IEC can be modified 

according to the requirement of each Institute. 
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It is the responsibility of the Institutional Ethics Committee members and the Secretariat to 
read, understand, follow and respect the SOP set by the Institutional Ethics Committee. 

No. Activity Responsibility 

1. Ethical basis Institutional Ethics Committee (IEC ) 

2. Composition of the Institutional Ethics 

Committee 

Head of the Institute ,Chairperson, IEC 

Members and Secretariat 

3. Membership requirements Head of the Institute , Chairperson, 

4. Tenure of Membership Chairperson, IEC Members and 

Secretariat 

5. Policy statement of the institution 

&Appointment of new members and alternate 

members: 

Head of the Institute 

6. Resignation and disqualification of 

members 

IEC Members and Secretariat 

7. Conditions of appointment IEC Members and Secretariat 

8. Training of the IEC Members in Research Ethics IEC Chairperson / Member Secretary 

9. Hierarchy IEC 

10. Selection and appointment of Chairperson, Member 

Secretary, Joint Member Secretary 

Head of the Institute 

11. IEC staff Member Secretary 

12. Role of IEC members IEC 

13. Quorum requirements IEC Members and Secretariat 

14. Honorarium to the Members/ Independent Consultants IEC 

15. Responsibilities of IEC HOI, IEC 

16. Evaluation of IEC/Chairperson/Member 

Secretary/Members/Staff 

HOI, IEC 

17. Prepare an annual activity report of the IEC for 

submission to the Head of the Institute 

IEC Secretariat 
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• To attend IEC Meetings and participate in discussions and deliberations so that 

appropriate decisions can be arrived at. 

• To review, discuss and consider research Proposals submitted for evaluation. 

• To monitor Serious Adverse Event reports and recommend appropriate action(s) 

• To review the progress reports and monitor ongoing studies as appropriate. 

• To evaluate final reports and outcomes. 

• To review clinical trial agreement, Insurance policy and informed consent document 

Specifically by the legal expert of the IEC. 

• To maintain confidentiality of the documents and deliberations of IEC meetings. 

• To declare any conflict of interest. 

• To sign the Confidentiality / Conflict of Interest Agreements regarding meeting, deliberations, 

applications, information on research participation, and related matters. 

• To participate in continuing education activities in biomedical ethics and biomedical research. 

• To provide information and documents related to training obtained in biomedical ethics and 

biomedical research to the IEC secretariat 

• To provide an updated CV when requested for by the IEC secretariat 

• To carry out the work delegated by Chairperson, Member-secretary and Jt. Member-secretary. 

• To assist Chairperson, Member-secretary and Jt. Member-secretary in carrying out IEC work 

as per SOPs 

• The Committee’s primary responsibilities will be protection of safety, rights and 

confidentiality of the research participants. 

• The Committee will keep all information submitted to them confidential specially the 

proprietary information. 

• The Committee will maintain concise but clear documentations of its views on the 

research proposal. 

• The Committee will review the progress of each research project at appropriate and specified 

Intervals, but not less than once a year and will also review the final report of the 

studies approved by them. 
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• The Committee will participate in activities that promote ethical research in the institution 

and community. 

• The Committee will participate in and organize programs aimed at educating and 

training community members, members of the public, investigators, IEC members in ethical 

research. 

3.  ESTABLISHING & CONSTITUTING THE IEC 

IECs should be multidisciplinary and multi-sectorial in composition. Independence and 

competence are the two hallmarks of an IEC. 

The number of persons in an ethical committee should be kept fairly small (7-9 

members). It is generally accepted that a minimum of five persons is required to compose a 

quorum. There is no specific recommendation for a widely acceptable maximum number of 

persons but it should be kept in mind that too large a Committee will make it difficult in reaching 

consensus opinions. 12-15 is the maximum recommended number. 

The Chairperson of the Committee should preferably be from outside the Institution and 

not head of the same Institution to maintain the independence of the Committee. The Member 

Secretary who generally belongs to the same Institution should conduct the business of the 

Committee. Other members should be a mix of medical / non-medical scientific and non- 

scientific persons including lay public to reflect the differed viewpoints. 

The composition may be as follows:- 

1. Chairperson (Other than Dean/ Principal of the Institution) 

2. One representative from MPMSU 

(Medical scientist, clinician, academician in various fields of Medical sciences, Biostatistician, 
Professors or any other expert whom University feels appropriate) 

3. 2 basic medical scientists, one of them is Biostatistician 

4. 2 clinicians from various Institutes 

5. One legal expert or retired judge 

6. One social scientist / representative of non-governmental voluntary agency 

7. One philosopher / ethicist / theologian 



Mansarovar Ethics Committee 
Standard Operating Procedures (SOP) Page 7 

 

 

 Institutional Ethics Committee (IEC) 

Mansarovar Dental College, Kolar Road 

Bhopal (M.P)- 462042 

 

 

 

01-04-2024 To 31-05-2026 

Constituting Institutional Ethics Committee 
 

 

8. One eminent lay person from the community 

9. Member-Secretary (One of the Professor of College Concerned) 

The ethical committee at any institution can have as its members, individuals from other 

institutions or communities if required. There should be adequate representation of age, gender, 

community, etc. in the Committee to safeguard the interests and welfare of all sections of the 

community / society. Members should be aware of local, social and cultural norms, as this is the 

most important social control mechanism. The travelling and stay expenses of the MPMSU 

representative shall be borne by the institute concerned. If required, subject experts could be 

invited to offer their views, for example for drug trials a pharmacologist, preferably a clinical 
pharmacologist, should be included. IEC shall follow the guideline laid down by Government of 

India for drug trials and Institution shall be held responsible for deficiencies encountered, if any. The 

studies on animal should follow guidelines laid down by Purpose of Control and Supervision of 

Experimentation on Animals (CPCSEA) and obtain necessary approvals from them. Similarly, based 

on the requirement of research area, for example HIV, genetic disorders etc. specific patient groups 

may also be represented in the Committee. The membership of IEC will include Epidemiologist(s), 

Sociologist(s), Lawyer(s), Theologian, Statistician(s), Clinician(s), Basic scientists, 

Pharmacist(s)/Clinical Pharmacologist(s) etc They should be appointed by the Head of the Institute 

based on their competencies and integrity, and could be drawn from any public or private Institute 

from anywhere in the country. IEC should be constituted in the following pattern: 

i) A Chairperson 

ii) A Deputy Chairman if need be, 

iii) A Member Secretary, 

iv) 5-15 members from different Departments / Specialties / disciplines or areas etc. 

Authority under which IEC is constituted: 

The Institutional Head constitutes the IEC. In future, MPMSU may make further recommendations 

for constitution of IEC as and when needed. 
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4.  MEMBERSHIP REQUIREMENT & TENURE 

 The Head of the Institute (HOI) is responsible for appointing new committee members. 

 The Chairperson and IEC members can suggest names of potential members but the final 

decision will remain with the HOI. 

 Members will be selected in their personal capacities based on their interest, ethical 

and/or scientific knowledge and expertise, as well as on their commitment and 

willingness to volunteer the necessary time and effort for the IEC work. 

 Members must disclose in writing any interest or involvement-financial, professional or 

otherwise- in a project or proposal under consideration. 

 The tenure of Institutional Ethics Committee members will be for a continuous period of 

two (2) years from the date of appointment. 

 The IEC secretariat will initiate the process of filling up the forthcoming vacancies two 

months prior to the end of tenure of a member, The Chairperson will recommend names 

of individuals to the HOI. The HOI will select and appoint a member for the new tenure 

from the list provided by the IEC or otherwise. The retiring member will be eligible to be 

appointed for the new tenure any number of times. 

  At the end of 2-3 years, as the case may be, the committee is reconstituted, and 50% of 

the members will be replaced by a defined procedure. 

 A member can be replaced in the event of death or long-term nonavailability or for any 

action not commensurate with the responsibilities laid down in the guidelines deemed 

unfit for a member. 

 A member can tender resignation from the committee with proper reasons to do so. 

 

4.1  Training of the IEC Members in Research Ethics 
 An individual selected as a new member of the IEC will be required to attend two 

meetings as an ‘Observer’ before being inducted as a member of the IEC 

 Member-secretary or an IEC member will provide an introductory training to the new 

member. 

 All IEC members should undergo refresher course in Good clinical practice (GCP) 

annually. 

 The IEC Member Secretary, member, Chairperson will be encouraged to receive 

continued training by participating in a workshop, conference and/ or retraining program 

related to research ethics, as a delegate, faculty, facilitator, etc. at least once every year. 
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 The IEC may sponsor or reimburse the expenses of an IEC member or prospective 

members for attending conference, continuing education session workshop and/ or 

training program etc. 

5. POLICY STATEMENT OF THE INSTITUTION & APPOINTMENT OF NEW & 

ALTERNATE MEMBERS 

a) Policy statement of the institution 

The policy statement of the institution will be issued by the head of institution (under whose 

authority it is governed) during new tenure and constitution of the IEC. 

b) Appointment of new members and alternate members 

i) The IEC members will be appointed by the HOI. New members will be appointed under the 

following circumstances: 

1. When a regular member completes his/ her tenure. 

2. If a regular member resigns before the tenure is completed. 

3. If a regular member ceases to be a member for any reason including death or disqualification. 

 

 

ii) New members will be identified by the Chairperson according to the requirement, 

membership requirement and provided the potential member fulfils the conditions of 

appointment. The names of new members to be appointed may be suggested by the IEC 

members and the Chairperson to the Head of the Institution HOI. The final decision regarding 

appointment of members will be taken by the HOI. 

iii) Alternate member(s) will be appointed if deemed necessary by the HOI. The alternate 

member(s) will substitute a regular member and attend the meeting in absence of the regular 

member(s). 
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6.  RESIGNATION & DISQUALIFICATION OF MEMBERS 

 Resignation: An IEC member may resign from membership by submitting a letter of 

resignation to the Chairperson. The member may or may not assign reasons for resignation. 

The resignation will become effective from the day it is accepted by the Chairperson. 

 Disqualification for conduct unbecoming of an IEC member: A member may be disqualified 

from continuance should IEC determine by a three-fourth majority specifically called for the 

purpose that the member’s conduct has been unbecoming of an IEC member. 

i. The process will be initiated if IEC Chairperson or Member-secretary receives a 

communication in writing (provided by IEC member or a member of the public) alleging 

misconduct by a member. 

ii. The Chairperson will satisfy himself/ herself that a prima facie case exists before initiating 

action. If, in the opinion of the Chairperson, the matter is of grave significance where 

integrity of IEC could be questioned, the Chairperson may suspend the membership of the 

concerned IEC member till final decision is taken by IEC. During the period of 

suspension, the concerned individual will not have any rights, privileges or responsibilities 

of an IEC member and will not perform any duties of IEC member. 

iii. The Chairperson may call for a meeting of the IEC specifically to discuss this issue or the 

matter will be taken up for discussion. The meeting convened will follow the usual rules 

of quorum. The allegation will be discussed at the IEC meeting and the member alleged of 

misconduct will be provided adequate opportunity to defend himself / herself. 

iv. The member would stand disqualified if members present approve of disqualification by 

voting (voting by 2/3rd of majority of members present in the meeting and voting). The 

Chairperson will convey the disqualification to the concerned member through a written 

communication. 

 Disqualification for not attending IEC meetings: A member may be disqualified from IEC 

membership if the member fails to attend more than 3 regular consecutive IEC meetings 

without prior intimation. The process conducted will be as follows: 

i. The member-secretary will inform Chairperson, in writing, if a member has not attended 

more than three consecutive regular meetings of the IEC. 
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ii. The Chairperson will initiate the process of review of membership of such a member by 

including the matter in the Agenda of the next regular IEC meeting. 

iii. A written communication will be sent to the concerned IEC member informing him/ her 

that the issue of disqualification would be discussed at the meeting inviting the member to 

be present at the meeting to put up his/ her case. Alternately, the concerned IEC member 

will be allowed to state his/ her arguments regarding unauthorized absence in writing by a 

letter addressed to the Chairperson 

iv. The matter will be discussed and reviewed at the IEC meeting. The concerned member will 

be provided adequate opportunity to represent his/ her case. A written communication, if 

received from the concerned member will be read and reviewed at the meeting. • The 

Chairperson or Member-Secretary will inform the IEC members about the cessation of 

membership by a confidential written communication to other members of IEC or at the 

next meeting of IEC. 

7.  QUORUM REQUIREMENT 

 The minimum of 5 members are required to compose a quorum. All decisions should 

be taken in meetings and not by circulation of project proposals.

 

 The full board meeting will be held as scheduled provided there is quorum. For the IEC 

meeting, a quorum will consist of at least 5 members one regular member (preferably one 

pharmacologist), the social worker, a clinician, the lay person and the legal expert besides 

Member Secretary and Chairperson. (For review of each protocol the quorum of IEC 

should be at least 5 members - one basic medical scientist (preferably one 

pharmacologist), one clinician, one legal expert, one social scientist/representatives of 

non-governmental voluntary agency/Philosopher/ethicist/theologian or a similar person, 

one Lay person from the community).

8.  OFFICES 

The Chairperson will conduct all meetings of the IEC. If for reasons beyond control, the 

Chairperson is not available, the Deputy Chairperson or an alternate Chairperson will be elected 

from the members by the members present, who will conduct the meeting. The Member 

Secretary is responsible for organizing the meetings, maintaining the records and communicating 

with all concerned. He/she will prepare the minutes of the meetings and get it approved by the 

Chairman before communicating to the researchers with the approval of the appropriate 

authority. 
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9.  APPLICATION PROCEDURES 

a. All proposals should be submitted in the prescribed application form, the details of which 

are given under Documentation 

b. All relevant documents should be enclosed with application form 

c. Required number of copies of the proposal along with the application and documents in 

prescribed format duly signed by the Principal Investigator (PI) and Co-investigators / 

Collaborators should be forwarded by the Head of the Departments / Institution to the 

ethics committee. 

d. The date of meeting will be intimated to the researcher, to be present, if necessary to offer 
clarifications. 

e. The decision will be communicated in writing. If revision is to be made, the revised 

document in required number of copies should be submitted within a stipulated period of 

time as specified in the communication or before the next meeting. 

f. Prescribed fee, if any, should be remitted along with the application. 

10.  DOCUMENTATION: 

For a thorough and complete review, all research proposals should be submitted with the 

documents as per the prescribed proforma and shall include following details : 

1. Name of the applicant with designation 

2. Name of the Institute/ Hospital / Field area where research will be conducted. 

3. Approval of the Head of the Department/s / Institution/s 

4. Protocol of the proposed research 

5. Ethical issues in the study and plans to address these issues. 

6. Proposal should be submitted with all relevant enclosures like proformae, case report forms, 

questionnaires, follow - up cards, etc. 

7. Informed consent process, including patient information sheet and informed consent form in local 

language(s). 
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8. For any drug / device trial, all relevant pre-clinical animal data and clinical trial data from other 

centers within the country / countries, if available. 

9. Curriculum vitae of all the investigators with relevant publications in last five 

years. 

10. Any regulatory clearances required. 

11. Source of funding and financial requirements for the project. 

12. Other financial issues including those related to insurance. 

13. An agreement to report only Serious Adverse Events (SAE) to IEC. 

14. Statement of conflicts of interest, if any. 

15. Agreement to comply with the relevant national and applicable international guidelines. 

16. A statement describing any compensation for study participation (including expenses and access 

to medical care) to be given to research participants; a description of the arrangements for indemnity, 

if applicable (in study-related injuries); a description of the arrangements for insurance coverage for 

research participants, if applicable; all significant previous decisions (e.g., those leading to a negative 

decision or modified protocol) by other ECs or regulatory authorities for the proposed study (whether 

in the same location or elsewhere) and an indication of the modification(s) to the protocol made on 

that account. The reasons for negative decisions should be provided. 

17. Plans for publication of results – positive or negative- while maintaining the privacy and 

confidentiality of the study participants. The investigator and Guide shall disclose the authors who 

shall be included in the list of authors to be included in the publication. 

18. Any other information relevant to the study 

11.  REVIEW PROCEDURES: 

a. The meeting of the IEC should be held on scheduled intervals as prescribed and additional 
meetings may be held as and when the proposals are received for review. 

b. The proposals will be sent to members at least 2 weeks in advance. 

c. Decisions will be taken by consensus after discussions, and whenever needed voting will be 

done. 

d. Researchers will be invited to offer clarifications if need be. 
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e. Independent consultants/Experts will be invited to offer their opinion on specific research 
proposals if needed. 

f. The decisions will be minuted and Chairperson’s approval taken in writing. 

g. Mansarovar Ethics committee will review investigator initiated and academic projects 

and no fee will be charge for the application. 

12.  ELEMENT OF REVIEW 

a. Scientific design and conduct of the study. 

b. Approval of appropriate scientific review committees. 

c. Examination of predictable risks/harms. 

d. Examination of potential benefits. 

e. Procedure for selection of subjects in methodology including inclusion/ exclusion, withdrawal 

criteria and other issues like advertisement details. 

f. Management of research related injuries, adverse events. 

g. Compensation provisions. 

h. Justification for placebo in control arm, if any. 

i. Availability of products after the study, if applicable. 

j. Patient information sheet and informed consent form in local language. 

k. Protection of privacy and confidentiality. 

l. Involvement of the community, wherever necessary. 

m. Plans for data analysis and reporting 

n. Adherence to all regulatory requirements and applicable guidelines 

o. Competence of investigators, research and supporting staff 

p. Facilities and infrastructure of study sites 

q. Criteria for withdrawal of patients, suspending or terminating the study 
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13.  EXPEDITED REVIEW 

All revised proposals, unless specifically required to go to the main committee, will be 

examined in a meeting of identified members convened by the Chairman to expedite decision 

making. Expedited review may also be taken up in cases of nationally relevant proposals 

requiring urgent review. The nature of the applications, amendments, and other considerations 

that will be eligible for expedited review should be specified. 

 

14.  DECISION-MAKING 
a. Members will discuss the various issues before arriving at a consensus decision. 

b. A member should withdraw from the meeting during the decision procedure concerning an 

application where a conflict of interest arises and this should be indicated to the chairperson prior 

to the review of the application and recorded in the minutes. 

c. Decisions will be made only in meetings where quorum is complete. 

d. Only members can make the decision. The expert consultants will only offer their opinions. 

e. Decision may be to approve, reject or revise the proposals. Specific suggestions for 

modifications and reasons for rejection should be given. 

f. In cases of conditional decisions, clear suggestions for revision and the procedure for having 

the application re-reviewed should be specified. 

g. Modified proposals may be reviewed by an expedited review through identified members. 

h. Procedures for appeal by the researchers should be clearly defined. 

15.  CONFLICT OF INTEREST 

 No member of an Ethics Committee, having a conflict of interest, shall be involved in the 

oversight of the clinical trial or bioavailability or bioequivalence study protocol being 

reviewed by it and all members shall sign a declaration to the effect that there is no 

conflict of interest. 

 While considering an application which involves a conflict of interest of any member of 
the Ethics Committee, such member may voluntarily withdraw from the Ethics 

Committee review meeting, by expressing the same in writing, to the Chairperson. 

 The details in respect of the conflict of interest of the member shall be duly recorded in 

the minutes of the meetings of the Ethics Committee. 
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16.  REVIEW OF PROPOSAL INVOLVING VULNERABLE POPULATION 

The ethics committee will exercise particular care to protect the rights, safety and well being of 

all vulnerable subjects participating in the study as per good clinical practices for clinical 

research in India. Effort will be made to ensure that individuals or communities invited for 

research is selected in such a way that the burdens and benefits of the research are equally 

distributed. 

a. Research on genetics does not lead to racial inequalities. 

b. People who are economically or socially disadvantaged are not used to benefit those who 

are better off than them. 

c. Rights and welfare of mentally challenged and mentally differentially able persons who 

are incapable of giving informed consent or those with behavioral disorders is protected. 

d. Adequate participation in made for the involvement of subjects such as prisoners, 

students, subordinates, employees, service personnel etc who have reduced autchomy as 

research subjects. 

17.  COMMUNICATING THE DECISION 

a. Decision will be communicated by the Member Secretary in writing. 

b. Suggestions for modifications, if any, should be sent by IEC. 

c. Reasons for rejection should be informed to the researchers. 

d. The schedule / plan of ongoing review by the IEC should be communicated to the MPMSU. 

18.  FOLLOW-UP PROCEDURES 

a. Reports should be submitted at prescribed intervals for review. 

b. Final report should be submitted at the end of study. 

c. All SAEs and the interventions undertaken should be intimated. 

d. Protocol deviation, if any, should be informed with adequate justifications. 

e. Any amendment to the protocol should be resubmitted for renewed approval. 

f. Any new information related to the study should be communicated. 
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g. Premature termination of study should be notified with reasons along with summary of the 
data obtained so far. 

h. Change of investigators / sites should be informed. 

19.  RECORD KEEPING AND ARCHIVING 

 

a. Curriculum Vitae (CV) of all members of IEC. 

b. Copy of all study protocols with enclosed documents, progress reports, and SAEs. 

c. Minutes of all meetings duly signed by the Chairperson. 

d. Copy of all existing relevant national and international guidelines on research ethics and laws 

along with amendments. 

20.  UPDATING IEC MEMBERS 

a) All relevant new guidelines should be brought to the attention of the MPMSU. 

b) Members should be encouraged to attend national and international training programs in 

research ethics for maintaining quality in ethical review and be aware of the latest 

developments in this area. 

21.  POLICY OF COMMUNICATION WITH DIFFERENT STAKE HOLDERS 

IEC communicates with different stakeholder involved in research process 

including Principal Investigator or any other study team designee, Regulator 

(DCGI), Head of Institute, and Sponsor. 

IEC may communicate following to respective stakeholder but not limited to: 

 Principal Investigator 

• Study Project Approval/Rejection letter/ Query Letter 

• Study documents Amendments Approval/Rejection letter/ Query Letter 

• Response to Serious Adverse event notification 

• Opinion on compensation of Study injury/death 

• Response to Protocol deviation/Violation/Waiver 
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• Response to Continue review/study completion report 

• Study termination letter 

 

 

Dean (Head of institute) 

• Annual reports of IEC including status of all studies 

Study Participants: 

• Response to complaints (if any) filed by study participants 

IEC members: 

• Study documents for review 

• Agenda and Minutes of meeting 

• Agenda and Minutes of SAE subcommittee 
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23.  ANNEXURE 

ANNEXURE-1 

 

Request letter by the Principal to the Members. 

Letter Ref. No. 
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From: 

 

 

 

To, 

 

Sub: Constitution of Institute Ethics Committee (Human Studies) 

Dear Sir/Madam, 

I am pleased to inform you that your name has been selected for the post of 

Chairman/Secretary/Member of IEC. Kindly send your written acceptance in enclosed format. 

On receipt of your acceptance, I shall send you the formal appointment letter. 

Yours sincerely, 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ANNEXURE-2 

 

Consent letter by members of IEC. 

From: 

To, 
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The Principal 

 

Sub: Consent to be a member of IEC 

Ref. Your letter No. 

Dear Sir, 

In response to your letter stated above, I give my consent to become a 

Chairman/Secretary/Member of IEC of MDC, Bhopal. I shall regularly participate in the IEC 

meetings to review and give my unbiased opinion regarding the Ethical issues. I shall not keep 

any literature or study related documents with me after the discussion and final review. I shall 

maintain all the research project related information confidential and shall not reveal the same to 

anybody other than project related personnel. 

Yours sincerely, 

 

 

 

 

 

 

 

 

 

 

 

 

ANNEXURE-3 

 

Request for approval from the IEC to conduct a study. 

 

To, 

The Chairman, 

Institutional Ethics Committee(IEC), 
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Mansarovar Dental College. 

Bhopal. 

(Through proper channel) 

Sub: Request for approval from the Institutional Ethics Committee to conduct a Study for the 

degree of MDS. 

Respected Sir/Madam, 

I propose to conduct a study titled 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

… .............................................................................................................................................at 

college……………………………………………………………………………………………… 

… .................................................................................Department 

……………………………………………………………………………………………………… 

I request for an approval from the Institutional Ethics Committee. I am herewith enclosing the 

details of the project work. I submit the following undertaking: 

*I will start the study after obtaining approval of the IEC . 

* I will get informed consent from the patients and maintain confidentiality of the details and 

essentially obtain an informed consent from the family in case of post-mortem studies. 

*I will carry out the work without any detriment to regular activities as well as without extra 

expenditure to the Institution or the Government. 

* I will inform the committee in the occurrence of any change in the study procedure, site, 

investigation or guide. 

*I will not deviate from the area of work for which I have applied for ethical clearance. 

* I will inform the IEC immediately, in the occurrence of any adverse events or serious adverse 

reactions. 

* I will abide by the rules and regulations of the institution. 

* I will complete the work within the specified period I have applied for and if any extension of 

time is required, I shall apply for permission again and continue the work. 

* I will submit the summary /report of the study/project to the IEC on completion. 

* I will not claim funds from the Institution while doing the work or on completion. 
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* I understand that the members of the IEC have the right to monitor the study /project without 

prior intimation. 

Thanking you, 
 

 

 

 

Date: 

Place: 

Forwarded by 

Yours obediently, 

( Dr ................................................. ) 

GUIDE: Dr ………………………… 

College: 

City: 

 

CO-GUIDE: Dr ……………………………. 

College: 

 

City: 

 

 

 

 

 

 

 

 

 

 

ANNEXURE-4 

 

Recommendation of the HOD 

The dissertation/study 

titled…………………………………………………………………………………………………… 

………………………………………………………………………………………………………… 
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………………………………………………………………………………………………………… 

………………………………………………………………………………………………………… 

………………………………………………………………………………………………………… 

… .................................................................................................... by 

Dr ......................................................................................... at 

college………………………………………………………………………………………………… 

… ..................... will be done according to the regulations of the Institutional Ethics Committee and I 

recommend it for acceptance. 

 

 

 

Dr ……………………………… 

 

 

College: 

City: 

 

 

 

 

 

 

 

 

 

 

 

 

 

ANNEXURE-5 

 

Recommendation of other research institution Head associated with the study 

The dissertation/study 

titled……………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 
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…………………………………………………………………………………………..by Dr 

…………………………..at college 

… ................................................................................................................................will be done 

according to the regulations of the IEC and I recommend it for acceptance. 
 

 

Dr ………………………...... 

College: 

Date- City : 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ANNEXURE-6 

 

Remarks of the Guide 

This work undertaken / to be done by Dr 

… ....................................................................................titled 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 
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……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

……………………………………………………………………………………………………… 

…..at 

… ........................................................................................................................................... college 

will be under my supervision and I ensure that the candidate will abide by the rules of the IEC. 

 

 

Dr …………………………………… 

Designation: 

College: 

Date. City: 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

To, 

ANNEXURE-7 

Review letter No. of IEC. 

The meeting of the IEC for the year  was held in MDC under the 

Chairmanship of . Following members attended the meeting. 

Name Signature 

1) 
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2) 

 

3) 

 

4) 

 

5) 

6) 

 

7) 

 

8) 

9) 

10) 

11) 

12) 

 

13) 

 

14) 

After the proceeding, the proposals listed for meeting were taken up for discussion. After 
deliberation 

The following decisions were arrived at 
No. of proposals received. 

No. of proposals approved - . Proposals approved subject to correction . 
 

 

S.No. Ref.no. proposal Name of 

Principal 

Investigator 

Title of Research 

Propsal 

Recommendation 

of the committee 
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1.     

 

 

 

 

 

Chairman MPMSU Representative Secretary 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

To, 

ANNEXURE-8 

Format for approval of Ethics Committee. 
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Dr. 

Dear Dr. 

The IEC, received and discussed your application to conduct the clinical trial entitled 

 on date . 

The following documents are reviewed: 

a) Trial Protocol (incl.Protocol amendments) dated   

b) Patient information sheet and informed consent form (including updates if any) in English and 

/or Hindi. 

c) Investigator’s brochure dated , version No. 

d) Proposed methods for patient accrual including advertisement(s) etc proposed to be used for 

the purpose. 

e) Principal investigators current C.V. 

f) Insurance policy /compensation for participation and for serious adverse events occurring 
during the study participation. 

g) Investigator’s agreement with the sponsor. 

h) Investigator’s undertaking (form 3) 

The following members of the Ethics committee were present at the meeting held on at 

 at . 

 Chairman 

 Secretary 

 Name of each member with designation. 

We approve the trial to be conducted in its presented form. The Institutional Ethics Committee 

expects to be informed about the progress of the study, any change in the course of the study, 

change in protocol and patient information/ informed consent (a copy to be provided). 

Yours sincerely, 

ANNEXURE-9 

 

Acknowledgement letter. 
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IEC has received research proposal entitled   

 

 

Registration no of the above research proposal is   

 

 

 

 

Secretary 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ANNEXURE-10 

 

 

Declaration form 
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I Dr. --------------------------------- hereby declare that I will not disclose identity of the research 

participants any time during or after the study period or during publication. 

 

 

 

 

 

 

 

 

Signature of Investigator 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ANNEXURE-11 
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Initial check list to verify completeness of documents submitted. 

For Office use only: 

 

1. Three (for PG dissertation / Ph.D thesis) copies of proposal for Ethics sub committee. 

2. Performa completely filled and duly signed by the investigators. 

3. Consent form 3 for patients in English / Hindi. 

4. Consent form 3 completely filled with all the questions answered in complete sentence 

and single language. 

5. In case the research involves a study product ( such as a pharmaceutical or device under 

investigation , an adequate summary of all safety, pharmacological, pharmaceutical and 

toxicological data available on the study product, together with a summary of clinical 

experience with the study products to date (eg:- recent brochure published data, summary 

of the products, characteristics). 

6. Investigator (s) CV (updated, signed and dated) 

7. Materials to be used (incl. advertisements) for the recruitment of potential research 

participants. 

8. A statement describing any compensation for study participation (including expenses and 

access to medical care) to be given to research participants. 

9. Adscription of the arrangements for indemnity, if applicable. 

10. A description of the arrangements for insurance coverage for research participants, if 

applicable. 

11. A statement of agreement to comply with ethical principles set out in the relevant 

guidelines. 
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Conflict of Interest (COI) Declaration 

(To be submitted by the members in case of any COI before meeting) 
I ....................................................................................... hereby declare that I have a 

conflict of interest for the study titled ……………………………………………….. 

……………………………………………………………………………………….. 

……………………………………………………………………………………….. 

……………………………………………………………………………………….. 

……………………………………………………………………………………….. 

……………………………………………………………………………………….. 

Study identifier ……………………………………………………………………… 

Nature of conflict ……………………………………………………………………. 

 

I state that I would not participate in the decision-making process for the above Study. 

 

 

 

 

Thank You 

 

 

 

 

 

 

 

 

(…………………………………………) 

Date: …………………………… 

Time: …………………………… 
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Performa to be submitted to the MDC Institutional Ethics Committee.( Proforma as given 

by MPMSU ) 

1. Title of the projects 

2. Name of the Chief Investigator, Designation & department. 

3. Name of the Co-Investigator (s), Designation & department. 

4. Sources of funding and financial requirements for the project. 

5. Objectives of study 

6. Justification for conduct of Study. 

7. Methodology- it should provide detail of numbers of patients , inclusion criteria, exclusion 

criteria, Control(s) , study design. 

8. Ethical issue involved in study and plan 

9. Cost involved. 

10. Permission from Drug Controller General of India , if applicable. 

11. Whether consent form in local language is enclosed. 

12. Conflict of interest for any other investigator, if any. 

13. Name of the Institute/Hospital/field where research will be conducted. 

 

 

 

 

 

Signature of Investigator 
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DETAILS OF THE PROJECT TO BE SUBMITTED BY THE INDIVIDUAL DESIROUS FOR 

CLEARANCE FROM INSTITUTIONAL ETHICS COMMITTEE 
SYNOPSIS /SUMMARY Title Detail title which shall be written in the final thesis 

Aims and Objectives Focused Aims of the study- point-wise 

Primary Objectives (s) 
Secondary Objective(s) 

Study Centre Name of institution/s which are part of the study 

Duration of the Study Month and Year of starting and ending collection of data 

Introduction Including risks and benefits of the study, Procedures / Device 
, why are you doing , what will you be doing, how it will done 
, why / what / when / how it will be done 

Study Design Prospective/ Retrospective 
Randomized/ Non-randomized 
Observational/ Comparative 

Methodology (Material & 
Methods ) 

Detailed methodology as per format of structured abstract 
and paper writing 

Inclusion Criteria Point-wise 
Exclusion Criteria Point-wise 

Sample Size Approximate, on what basis the size is planned 

Procedure planned Detail description of mode of intervention 

Investigation Details Detail description of mode of intervention 
Data Collection and Methods Please include the details in the master chart 

Statistical Analysis Plan (Pl attach a summary certified by a statistician) 
Sponsorship (Yes/ No) If Yes details 

Conflict of Interest  

Informed consent form in Hindi and English  

Proposed Authors in the upcoming publication Names of all authors including co-guide/s and participants of 

other associated institution/s. 

Principle Investigator DR. , 
College: 

City: 

Supervisor and Guide DR. , 
College: 
City: 

Co-Guide/s DR. , 
College: 

City: 

 


