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                                                             PREFACE 
 

         SGPGI constituted its first Ethics Committee in 1988. The only guidelines then available 

for its functioning were the ICMR Policy Statement on Ethical Considerations involved in 

Research on Human Participants issued in 1980 and the1983 version of WMA Helsinki 

Declaration. The Committee gradually evolved its own conventions and practice to review the 

research proposals and to ensure that the rights, dignity, privacy and safety of the research 

subjects were protected. 

        A number of important National and International Documents were published during the 

next 10-15 years laying down more detailed guidelines for clinical studies. The work of the 

Ethics Committee of the Institute also increased and it was facing difficulty in reviewing the 

project because the submissions were in different formats and several revisions often became 

necessary. 

       The Ethics Committee, hence, decided in 2006 to standardize the project submission and 

review process to facilitate approval and to ensure that no essential component was overlooked. 

The SOP guidelines were finally approved and published in August 2007 and have been used 

since then. They have been helpful in achieving uniformity in project submission, reducing 

revision and time taken for their approval. 

       Operational problems have been noticed occasionally and appropriate changes have been 

incorporated. It was, however, being felt that major revision was now necessary because of 

availability of more focused National and International guidelines and also because of varied 

nature of projects coming to IEC for review. Hence a SOP Team was constituted by the IEC 

under the leadership of the Member Secretary, Dr. Subhash Yadav, to prepare a draft document. 

         The draft document was circulated to selected faculty members of the Institute and 

members of IEC. The IEC has approved it after detailed discussion and appropriate 

modifications at its meeting in August 2011. It has been accepted by the Director and will be 

implemented with immediate effect. I hope this will not only facilitate and expedite project 

approval but also ensure that no important facets of participantsô safety and privacy are 

overlooked. 

          I would like to thank the members of the SOP Team for their dedicated effort in preparing 

an excellent initial draft and Faculty and IEC members for constructive suggestions. My special 

thanks are due to Dr. Roli Mathur of ICMR and Dr. Amita Aggrawal for valuable inputs. I hope 

the document is óuser friendlyô and we would welcome suggestions for improvement in future 

versions. 

 
(B.N. Dhawan) 

Chairman IEC, SGPGI  
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1.1 Purpose 

 

This Standard Operating Procedures (SOP) defines the process for writing, reviewing, 

distributing, and amending SOPs of the Institutional Ethics Committee (IEC), SGPGI. The SOPs 

will provide clear, unambiguous instructions to conduct activities of the IEC in accordance with 

the Good Clinical Practices For Clinical Research In India by Central Drugs Standard Control 

Organization (2001), the ICMR guidelines 2006, Schedule óYò (Drugs and Cosmetic Act 1940: 

Amendment 20
th
 Jan 2005), WHO Operating Guidelines for Ethical Review Committee that 

Review Biomedical Research, and ICH (International Conference on Harmonization) Good 

Clinical Practice (GCP). 

 

1.2 Scope 

 

This SOP covers the procedures of writing, reviewing, distributing, and amending SOPs within 

the SGPGI. 

 

1.3 Responsibility 

 

It is the responsibility of Chairperson of the IEC to appoint a SOP team to formulate the SOP. 

SOP team drafts a SOP, gets it reviewed and approved by the IEC members and amends it as and 

when required. All members of IEC will review the SOP and approval will be given by 

Chairperson of IEC. The SOPs will be accepted by Director, SGPGI. 

 

Bioethics cell: 

 

 Co-ordinate activities of writing, reviewing, distributing, and amending SOPs. 

 Maintain on file all current SOPs and the list of SOPs. 

 Maintain an up-to-date distribution list of each SOP circulated to IEC members. 

 Maintain a record of the investigators to whom SOPs are distributed against a requisition. 

 Ensure all IEC members and involved administrative staffs have access to the SOPs. 

 Ensure the IEC members and involved staffs are working according to current version of 

SOPs. 

 Maintain a file of all past SOPs of the IEC. 

 Assist in the formulation of SOP procedures. 

 

SOP team (will consist of Member Secretary of IEC and one or two other members of IEC 

and/or Bioethics cell): 

 

 Assesses the request(s) for SOP revision in consultation with the Bioethics cell and 

Chairperson. 
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 Proposes new / modified SOPs as needed. 

 Selects the format and coding system for SOPs. 

 Drafts the SOP in consultation with the IEC members and involved administrative staff. 

 Review of draft SOP by IEC. 

 Submit the draft for approval to Chairperson. 

 

Chairperson of the ethics committee: 

 

 Appoints one or more SOP Teams. 

 Reviews and approves the SOPs. 

 Signs and dates the approved SOPs. 

 

IEC members and involved administrative staff: 

 

 Review, sign and date SOPs. 

 Maintain a file of all SOPs received. 

 Return all out-of date SOPs to Bioethics cell. 

 Director accepts the SOP approved by IEC. 

 

1.4 Detailed instructions 

 

1.4.1 Identifying  the need for new or amendment to SOP 

 

Any member of the IEC, faculty members, or investigators, can make a request for revision or 

renewal of an inconsistency / discrepancy in the existing SOPs or requests to design new SOP by 

using the Request Form (AN5-V1/SGSOP 01/V1). This form is submitted to the Member 

Secretary, IEC. If IEC members agree to the request, the Chairperson will appoint SOP team 

which may also include 1 or 2 IEC members. This team will revise / formulate the SOP. If IEC 

members do not agree to the request, no further action will be taken. The Member Secretary will 

inform the person / IEC member who made the request for modification of the SOP in writing 

about the decision. 

 

1.4.2 Appointment the SOP team 

 

The Chairperson will constitute an SOP team consisting of the Member Secretary and one or 

more members of the IEC and/or the Bioethics cell. The SOP team will carry out the subsequent 

steps (1.4.3-1.4.7). 
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1.4.3 List of relevant SOPs 

 

 Write down step by step all the procedures of the IEC. 

 Organize, devise and, name each process. 

 Make a list of SOPs with coding reference (AN1-V1/SGSOP 01/V1). 

 

1.4.4 Designing a format and layout 

 

Each SOP should be given a number and a title that is self-explanatory and is easily understood. 

A unique code number with the format SGSOP xx/Vy will be assigned to each SOP by the 

Bioethics cell. xx will be a two-digit number assigned specifically to a particular SOP. ñVò refers 

to version of the SOP and ñyò will be a number identifying the version e.g. SGSOP 01/V1 is 

SOP number 01 with V=version no.1. 

Each Annexure (AN) will be given unique code number with the format ANn-Vp/SGSOP 

xx/Vy. e.g. AN1ïV1/ SGSOP 01/V1 indicates AN is Annexure; n is Annexure no.1, VI is 

version no. 1, belonging to the SGSOP 01/V1. 

Each Appendix (AP) will be given unique code number with the format APn/Vy e.g. AP1/V1 

indicates AP is Appendix, n is Appendix no 1, V1 is version no.1. 

Each SOP will be prepared according to the template for Standard Operating Procedures in 

AN2ïV1/SGSOP 01/V1. Each page of the SOP will bear a header with the effective date which 

is the date of approval of the SOPs signed and dated by the Chairperson, IEC, and approved by 

the Director. 

The SOP number will be on the left hand corner of the header while the left hand corner of the 

footer will bear the title of the SOP and page number. 

The first page of SOP document will be signed and dated by the authors, the IEC members who 

have reviewed the SOPs, IEC Chairperson who has approved and Director, SGPGI who has 

accepted the SOPs and subsequently the SOP will be implemented 2 weeks after acceptance by 

the Director. 

 

1.4.5 Writing, r eviewing, and approving SOP 

 

With reference to section 1.4.1 and 1.4.2, the draft SOP will be prepared by the SOP team. 

 

1.4.6 Review by consultation 

 

 The draft SOP will be discussed with members of IEC, administrative staff and relevant 

faculty members. 

 The final draft version will be forwarded to the Chairperson for review and approval by IEC. 
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1.4.7 Preparation and submission of final draft 

 

 All the members of IEC will review the draft/revised SOP. 

 During the IEC meeting, members can put forth their suggestions/comments on the 

draft/revised SOP. 

 The suggestions agreed upon unanimously by all IEC members will be incorporated and the 

final draft SOP will be formulated. 

 The SOP team would stand dissolved once the IEC takes final decision regarding the SOP. 

 

1.4.8 Final Approval of new/revised SOP 

 

 The final version will be presented to the Chairperson for approval. The Chairperson will 

sign and date the SOP on the first page of the SOP document.  

 This approved document will then be submitted to the Director, SGPGI for acceptance. 

 Two weeks after this date of acceptance by the Director is declared as the effective date for 

implementing the SOP. 

 

1.4.9 Implementation, distribution, and fi ling all SOPs 

 

 Approved SOPs will be implemented from the effective date. 

 Approved SOPs will be distributed to IEC members and IEC staff according to the 

distribution list (AN4-V1/SGSOP 01/V1). 

 When revised version is distributed, members will be requested to destroy old version. A 

copy of the old version will be archived in a master file in the Bioethics cell. 

 One complete original set of current SOPs will be archived in the SOP master file, by the 

Bioethics cell and maintained in the IEC Office (Bioethics cell). 

 Photocopies made from these official paper versions of the SOP can be considered current or 

official, if stamped and signed by Member Secretary or authorized individual for distribution, 

a log of which should be maintained (AN6-V1/SGSOP 01/V1). 

 

1.4.10 Review and request for revision of an existing SOP 

 

 Any member of the IEC, Bioethics cell or administrative staff who notices that current SOPs 

have some lacunae or have any suggestions to improve a procedure should make a written 

request, using a form (AN5-V1/SGSOP 01/V1). 

 If IEC agrees with the request, the Chairperson will appoint an appropriate team to proceed 

with the revision process. If the committee does not agree, the Chairperson will inform the 

concerned individual who made the request for revision. 

 Revised SOPs will be reviewed and approved in the same manner as new SOPs (Section 1.4). 
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 IEC shall review the SOP periodically or whenever necessary and record the dates of review 

in the SOP master file. 

 

1.4.11 Management and archiving of superseded SOPs 

 

Old SOPs should be retained and clearly marked ñsupersededò and archived in a file by the 

Bioethics cell. The process of evolution of previous SOPs of the IEC will be documented in a 

defined format (AN3-V1/SGSOP 01/V1). 

 

Glossary 

 

Effective date: The date of approval of the SOPs signed and dated by the Chairperson, IEC, 

acceptance by the Director, SGPGI, and subsequently the SOP is implemented after 2 weeks of 

that date. 

IEC members: Individuals serving as regular members of the Institutional Ethics Committee, 

SGPGI. The Committee has been constituted by the Director SGPGI in accordance with the EC 

membership requirements set forth in Schedule Y, Drugs And Cosmetics act 1940; amendment 

20
th
 January 2005. 

Master SOP files: An official collection of the Standard Operating Procedures (SOP) of IEC, 

SGPGI accessible to all staff, IEC members, auditors and government inspectors as a paper copy 

with an official stamp on each page and the approval signatures on first page. 

Past SOPs of the IEC : A collection of previous official versions of a SOPs and relevant 

information regarding changes and all preplanned deviations. 

Requestors: Investigators, Sponsors, CROs, Regulatory authorities, Hospital administrators, and 

such others. 

Revision date: Date/year on which the SOP may be revised or reviewed. 

Recipients: Stakeholders who would receive a copy of SOP, viz., two categories 1) IEC 

members 2) Non-IEC members i.e. investigators/sponsors. 

SOPs (Standard Operating Procedures): Detailed, written instructions, in a certain format, 

describing activities and actions undertaken by the IEC to achieve uniformity of the performance 

of a specific function. The aim of the SOPs and their accompanying checklists and forms is to 

simplify and standardize the functioning, whilst maintaining high standards of Good Clinical 

Practice. 

SOP Team: A team of members including the Member Secretary, administrative staff, and any 

other member of IEC as identified by the chairperson which oversees the creation, preparation, 

review, or revision of the designated IEC, SGPGI SOP. 
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AN1-V1/SGSOP 01/V1 

 
List of SOPs of Institutional Ethics Committee 

 
Sr. 

No. 
SOP Title  

SOP 

CODE 

1. Preparing Standard Operating Procedures (SOPs):  

Writing, Reviewing, Distributing, & Amending SOPs for the 

Institutional Ethics Committee  

01/V1 

2. Constitution of Institutional Ethics Committee 02/V1 

 

3. Management of Protocol Submissions 03/V1 

 

4. Initial Review of Submitted Protocol 04/V1 

 

5. Exemption from the Ethical Review for Research Projects 05/V1 

 

6. Agenda Preparation, Meeting Procedures and Recording of Minutes 06/V1 

 

7. Review of Amended Protocol/Protocol related documents 07/V1 

 

8. Continuing review of Study Protocols 08/V1 

 

9. Reporting of Protocol Deviation/Non-Compliance/Violation/Waiver 09/V1 

 

10. Review of Adverse Events (AE) Reports 10/V1 

 

11. Review of Study Completion Reports 

 

11/V1 

12. Management of Premature Termination/Suspension/Discontinuation of the 

Study 

12/V1 

 

13. Request for Waiver of Written Informed Consent 

 

13/V1 

14. Maintenance of Active Project Files, Archival of Closed Files and Retrieval 

of Documents 

14/V1 

 

15. Documentation of the IEC Activities 15/V1 

 

16.  Dealing with Participants/Patients Requests and Complaints 16/V1 

 

17.  Appendices 
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AN2-V1/SGSOP 01/V1 

 
Template for SOP 

     

Institutional E thics Committee 

Title : Title which is self-explanatory and is easily understood 

SOP No: SGSOP xx/Vy Page: a of b 

Code: SGSOP xx/Vy 

Effective date: DD/MM/YYYY  

Authors: xxxxxxxxx 

Reviewed by: xxxxxxxx 

Approved by: xxxxxxxxx 

 

Accepted by: xxxxxxxxx 
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AN3-V1/SGSOP 01/V1 

 
Document History of the SOPs 

 

Name of the SOP Version Effective date (dd-mm-yy)  
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AN4-V1/SGSOP 01/V1  

 
Log of the IEC Members Receiving Printed Copy of SOPs 

 

No.  Name of recipients Designation SOP code 

number 

No. of 

copies 

Signature Date 

1  Chairperson     

2  Member 

Secretary 
    

3  Dean, SGPGI     

4  Member     

5  Member     

6  Member     

7  Member     

8  Member     

9  Member     

10  Member     

11  Member     

12  Member     

13  Member     
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AN5-V1/SGSOP 01/V1 

 
Request for Formulation of New SOP/Revision of SOP  

 

This form is to be completed by any member of IEC, faculty of SGPGI or investigators, 

whenever a problem or a deficiency in an SOP is identified or a new SOP is considered 

necessary.  

 

Need to formulate new SOP (i.e. SOP not existing previously), justification should be 

provided: 

 

 

Details of problems or deficiency in the existing SOP:  

 

SOP No. 

Title:   

 

Identified by:  Date (DD/MM/YYYY):  

Discussed in IEC meeting held on: 

New SOP to be formulated: Yes     No 

SOP revision required:  Yes     No 

a. If yes, members of SOP team: 

b. If no, why?  

Date SOP revised/formulated:  

Date SOP approved:   

Date SOP becomes effective:   
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AN6-V1/SGSOP 01/V1 

 
Log of Printed Copy of SOP Recipients  

 

No.  Name of 

Recipients 

Designation SOP code number No. of 

Copies 

Date 

1      

2      

3      

4      

5      

6      

7      

8      

9      

10      

11      

12      
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Flow Chart 

 
 

Request for new or amendment to SOP 

 

Chairperson discusses, if necessary team is formed  

 

SOP Team 

 Member Secretary 

 2 or 3 IEC Members 

 

Writing/Drafting of SOPs                           Review of SOPs by IEC Members 

 

Approved by Chairperson                Approval of SOP 

 

Acceptance for implementation by Director, SGPGI 

 

Distribution of SOPs & Training  
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Institutional Ethics Committee 
Sanjay Gandhi Postgraduate Institute of Medical Sciences 

(IEC, SGPGI) 
 

 

 

Title: Constitution of Institutional Ethics Committee  

 

 

 

SOP Code: SGSOP 02/V1                         Date : 02/10/2011                                       Pages: 27 
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The Institutional Ethics Committee is constituted by Director, Sanjay Gandhi Post Graduate 

Institute of Medical Sciences (SGPGIMS) in consultation with the existing Chairperson of 

Institute Ethics Committee (IEC) and the Academic Board. The Institutional Ethics Committee 

(IEC) of SGPGI was established in 1988.  

 

2.1 Purpose 

 

 The IEC has been established to formalize and specify the Institutionôs commitment to 

promotion of high ethical standards in clinical research, and teaching.  

 

2.2  Mandate  

 

The IEC through its delegated sub-committees functions independently for maintaining 

consistent ethical framework in research, and in the integration of ethical values into practice, 

policy relationships, and organizational activities. 

 The purpose of IEC is to cultivate a pluralistic and democratic exchange of ethical values, 

concerns and to critically analyze them looking for opportunities to enhance the ethical 

integrity of the Institution.  

 The mandate of IEC, SGPGI essentially targets ethical aspects of research and education. 

 

 The terms of reference for the IEC are as follows:  

 

ü To ensure that all proposed research projects conform to standard national and international 

ethical guidelines and that dignity, right and wellbeing of research participants is protected. 

ü To initiate and commission research studies on ethical aspects of practice in SGPGI. 

ü Continuing education in research bioethics and ethical aspects of clinical practice by 

seminars, workshops and interactive discussions for all categories of staff members including 

nursing and paramedical staff.  

 The Ethics committee endeavors to produce guidance on a broad range of topics.  

 Assessments of risk benefit ratio, informed consent process etc. are some examples. 

 The committee does not address or interfere in matters of an administrative nature, nor does 

the committee function as a grievance cell for staff members. 

 

2.3 Scope  

 

The SOP applies to the formation of the IEC. 

 

2.4 Responsibility 

  

IEC has responsibility within the institution with the following objectives:  
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 To ensure the competent review and evaluation of all ethical aspects of research projects 

received, to ensure compliance with the appropriate laws and safeguard welfare of subjects. 

 Clinical ethics consultation.  

 Education of professional, administrative, and support staff about ethical issues.  

 Creation, developing revising and implementing ethical guidelines (SOPs).  

 Initiate studies in ethics. 

 Continuing education and training programs to ensure that IEC members are qualified to 

perform their specific duties. 

 

2.5  Ethical basis  

 

 The committee consists of members who collectively have the qualifications and experience 

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

project/Clinical Trials. 

 The IEC recognizes that the protocols it approves be required to be approved by national 

and/or local ethics committees also prior to their implementation in case of collaborative 

research. 

 In evaluating protocols and ethical issues, the IEC is aware of the diversity of laws, cultures 

and practices governing research and medical practices in various countries around the 

world.  

 The IEC also seeks to be informed, as appropriate, by national/other local ethics committees 

and researchers of the impact of the research it has approved. 

 

 The IEC is guided in its reflection, advice and decision by; 

 

ü The ethical principles expressed in WMA Declaration of Helsinki (Adopted by the 18
th
 

World Medical Assembly, Helsinki, Finland, June 1964, and finally amended by 59th  WMA 

General Assembly, Seoul, October 2008).  

ü It makes further reference to the International Ethical Guidelines like. The Nuremburg Code 

(1945), the Belmont Report 1979, the CIOM International Ethical Guidelines for Biomedical 

Research Involving Human Subjects (Geneva 1993), and the European Convention on 

Human Rights and Biomedicine 1997. 

ü The IEC establishes its own Standard Operating Procedures taking recognition of,  Good 

Clinical Practices For Clinical Research In India by Central Drugs Standard Control 

Organization (2001), the ICMR guidelines (2006),   Schedule   Y   (Drugs   and   Cosmetics   

Act   1940, amendment 20
th
 Jan 2005), Operational Guidelines for Ethics Committees that 

Review Biomedical Research (WHO 2000), and ICH-GCP, 1996.  

 The IEC seeks to fulfill the requirements for international assurances and is established and 

functions in accordance with the national law and regulations.  
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 In view of the tremendous growth of clinical research in the institution, the Director, SGPGI 

has accepted a SOP prepared by IEC to facilitate the work of IEC and maintain high standard 

of ethical review in 2007. 

 

2.6  Composition  

 

IEC will be multidisciplinary and multi-sectorial in composition. It will comprise of a 

Chairperson, Member Secretary, and 7-13 active members who represent an appropriate balance 

of professional, ethical, legal, cultural, educational, and community interests. The committee will 

have a minimum of 7, and maximum of 13 members. The members are selected to have an 

equitable representation of all specialties and gender. It includes scientific and non-scientific 

persons, clinicians and non-clinicians, clinical pharmacologist, persons of the community, a legal 

expert, a social worker/layperson/patient representative to represent different point of view. The 

external members shall be in majority to ensure independence of the committee. It should have 

adequate representation of age, gender, community, etc. to safeguard the interests and welfare of 

all sections of the community/society. Members are expected to be aware of local, social and 

cultural norms, as this is the most important social control mechanism.  

 

The composition should be as follows:- 

  

1. Chairperson (not ï affiliated to SGPGI)  

2. Member secretary (SGPGI faculty member)  

3. Two faculty members of SGPGI 

4. Dean, SGPGI 

5. One to two clinicians (not affiliated to SGPGI) 

6. Basic medical scientists 

7. Clinical pharmacologist.  

8. One legal expert or retired judge or medico-legal expert  

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

10. One philosopher/ethicist/theologian 

11. Lay person from the community  

 

2.6.1  Membership  

 

The Institutional Ethics Committee is constituted by Director, Sanjay Gandhi Post Graduate 

Institute of Medical Sciences (SGPGIMS) in consultation with the existing Chairperson Institute 

Ethics Committee (IEC) and the Academic Board. 
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Criteria for selection of members:  

 

 Members are selected on their personal capacities, based on their interest, ethical and/or 

scientific knowledge and expertise, experience in domain field and profile.  

 Conflict   of   interest   will   be   avoided   when   making   appointments,   but   where 

unavoidable, there will be transparency with regard to such interests.  

 New   members will be identified according to the requirement i.e. as per the composition 

specified in Section 2.6 of this SOP and provided the potential member fulfils the conditions 

of appointment as defined in 2.6.2 of this SOP. 

  

The following qualities are sought in IEC members:  

 

 Interest and motivation  

 Time and effort  

 Commitment and availability  

 Experience and education  

 Respect for divergent opinions  

 Integrity  

 

2.6.2 Terms of appointment  

 

2.6.2.a Duration  

 

 The members of the IEC, SGPGI will be appointed for duration of 3 years.  

 The appointment procedure for membership will be followed so that it allows for continuity, 

the development and maintenance of expertise within the IEC, and the regular input of fresh 

ideas and approaches.  

 The members can be continued and there will be no limit on the number of times the   

membership   is   extended.   Extension   of   membership   will   be   decided by the Director 

SGPGI in consultation with Chairperson.  

 A Member Secretary, Chairperson or member may be newly appointed before the completion 

of the tenure of the existing appointed committee. This appointment will be effective for the 

remaining tenure of the existing committee. 

 

2.6.2.b Renewal  

 

 The membership will be renewed after the stated term of 3 years.  

 The process of renewal will be as follows: Selection of Member Secretary and other 

members should be done 6 months and 3 months in advance respectively. Member secretary 

designate should be inducted in the committee as a member before he/she takes on the mantle 
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in the new IEC. Other members designate may attend the board meeting as observers before 

starting their tenure as IEC member.  

 Designated members of the IEC who wish to attend IEC meetings as observers should   read,   

understand,   accept   and   sign   the   confidentiality document   in   the Confidentiality/ 

Conflict of Interest Form (AN5-V1/SGSOP 02/V1) at the beginning of the IEC meeting 

and/or before ethical review tasks of the IEC commence.  

 If a regular member resigns, or ceases to be a member due to disqualification, or death, a new 

member will be appointed for the remaining term as per the Conditions of appointment stated 

below - section 2.6.3. 

 

2.6.2.c Resignation/replacement procedure  

 

The members who have resigned shall be replaced by the appointing authority. IEC   member   

who   decides   to   resign   should send a written notification of resignation to the   Director,   

SGPGI. Director, SGPGI would appoint a new member, falling in the same category of 

membership (ex. NGO representative with NGO representative) in the consultation with the 

Chairperson. Similarly if internal faculty member proceeds on leave for more than 6 months, the 

Director may replace with another faculty member in consultation with the Chairperson. 

 

2.6.2.d Termination/disqualification procedure  

 

A member may be relieved or terminated of membership in case of  

 

 Conduct unbecoming for a member of the Ethics Committee.  

 Inability to participate in the meetings. 

 If a member fails to attend more than 3 consecutive meetings of IEC, the matter shall be 

reviewed by the IEC. If deemed necessary, the IEC may decide to terminate the membership 

and recommend to the Director, SGPGI, through the Chairperson IEC for necessary 

replacement.  

 In all such situations/circumstances, Director, SGPGI will send a letter of termination to the 

member. Documentation of the termination will be recorded in the meeting minutes of the 

next duly constituted IEC meeting and IEC membership circular/roster will be revised. 

 

2.6.3  Conditions of appointment  

 

 Name, age, gender, profession, and affiliation of IEC members will be publicized.  

 Members must accept the appointment in writing.  

 Submit CV (AN7-V1/SGSOP 02/V1).  

 Conflict of interest, if any, must be disclosed.  
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 Members must apprise themselves of the relevant documents, codes, GCP, ICH guidelines 

and the ICMR code & IEC, SGPGI SOP. Copies of these documents may be obtained from 

the Bioethics cell by a written request. Members are required to sign the Confidentiality   

Document (AN1-V1/SGSOP 02/V1)   at   the   start   of   their   term.   The confidentiality 

agreement protects the privacy and confidentiality of all parties whose information may be 

disclosed to the IEC in the course of its work.  

 An investigator can be a member of the IEC; however, the investigator-as-member cannot 

participate in the review and approval process for any project in which the member is PI, Co-

PI or has any other potential conflict of interest.  

 

2.6.4 Independent consultants  

 

The IEC may call upon, or establish a standing list of, independent consultants who may provide 

special expertise to the IEC on proposed research protocols, when the Chairperson or the IEC 

members determine that a study will involve procedures or information that is not within the area 

of expertise of the IEC members. These consultants may be specialists in ethical or legal aspects, 

specific diseases or methodologies, (e.g. genetic disorders, stem cell research etc.) or they may 

be representatives of communities, patients, or special interest groups. These   consultants   must   

sign the Confidentiality Document (AN2-V1/SGSOP 02/V1) regarding meeting, deliberations, 

and related matters. These consultants or subject experts cannot vote for decision. They will 

attend the IEC meeting as special invitee as per the requirement for the research protocol only. 

 

2.7  Office bearers  

 

The   IEC   will   have   the   following   office   bearers   who   have   the   expertise   and   

professional qualifications to review the submitted documents.  

 

2.7.1  Chairperson  

 

The IEC Chairperson should be from outside the institution, capable of managing the IEC and 

the matters brought before it with fairness and impartiality. He/She should not be a former 

faculty member of SGPGI. The task of making the IEC a respected part of the institutional 

community will fall primarily on the shoulders of this individual. The IEC must be perceived to 

be fair and impartial, immune from pressure either by the institutionôs administration, the 

investigators whose protocols are brought before it, or other professional and nonprofessional 

sources.  

The Chairperson will conduct all meetings of the IEC. If the chairperson is not available for 

reasons beyond control, an alternate Chairperson will be elected by the members present from 

among themselves. 
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2.7.2  Member Secretary  

 

The Member Secretary will be a staff member of institute, responsible for coordinating and 

managing the activities of the committee including scheduling the meetings, describing the 

agenda and ensuring that the function of the committee is conducted as per the norms and 

policies described in this SOP.  

In absence of Member Secretary of IEC, a SGPGI member of IEC may perform the function of 

the Member Secretary if necessary.  

 

2.7.3  Bioethics cell 

 

Bioethics cell is composed of Member Secretary, IEC and the administrative supporting staff. 

The supporting staff consists of staff members of the SGPGI appointed by the Director, SGPGI 

or contractual staff approved by the Director, SGPGI.  

 

The Bioethics cell shall have the following functions:  

 

 SOP operations. 

 Organizing an effective and efficient tracking procedure for each proposal received.  

 Preparation, maintenance and distribution of study files.  

 Organizing IEC meetings.  

 Preparation of agenda and minutes of the meetings.  

 Maintaining IEC documentation and archive.  

 Communicating with IEC members and principal investigators (PIs).  

 Arrangement of training for personnel and IEC members.  

 Providing necessary administrative support for IEC related activities to the Member 

Secretary, IEC.  

 To receive IEC processing fees as prescribed by the institute time to time and issue official 

receipts for the same.  

 

2.8  IEC subcommittee 

 

A subcommittee of IEC may be formed as when required for expedited review of revised 

proposal where major changes not required. The subcommittee will consist of the Member 

Secretary (convener) and 2 outside IEC members. The decision of the subcommittee will be 

reported to the next meeting of IEC by the Member Secretary. 
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2.9  Roles and responsibilities of the IEC members  

 

The Committeeôs primary responsibilities will be protection of safety, rights, dignity and 

confidentiality of the research subjects.  

 Review and discuss research proposals submitted for evaluation.  

 Review progress reports and monitor ongoing studies.  

 Monitor SAEs and recommend appropriate action(s).  

 Maintain confidentiality of the documents and deliberations of the IEC meetings.  

 Declare conflict of interest, if any.  

 To carry out work delegated by Chairperson and Member Secretary.  

 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 Bioethics cell.  

 

2.10 Quorum requirements  

 

 A minimum of five (5) members, including at least 3 outside members, is required to form 

the quorum without which a decision regarding the projects should not be taken.  

 The quorum must include at least one member whose expertise is in a non-scientific area,   a   

clinician and at least one member with a legal background. 

 No quorum should consist entirely of members of one profession or one gender.  

 

2.11 Decision making  

 

 Decision is arrived at by consensus, if consensus not possible, voting is carried out. 

 Opinions of absent members that are transmitted by mail or telephone or fax may be 

considered by the attending members during discussion but may not be counted as votes or 

quorum for formally convened full board meetings. 

 Any committee member with a conflicting interest in a proposal will abstain from 

deliberations and in decision making process on that proposal, except to provide information 

as requested by the committee. Such abstentions will be recorded in the minutes. Decision is 

arrived at by consensus, if consensus not possible voting is carried out.  

 In case of a tie the chairperson can have a casting vote. 

 

2.12 Education for IEC members 

  

IEC members should become conversant with Good Clinical Practices for Clinical Research in 

India by Central Drugs Standard Control Organization (2001), ICMR Guidelines for Research 

involving Human Subjects 2006, Schedule Y of Drugs and Cosmetics Act and ICH-GCP 



Effective date: 2-Oct-2011  SGSOP 02/V1  IEC, SGPGI 

 
Constitution of Institutional Ethics Committee Page 26 

 

guidelines. IEC members can obtain introductory reference material in research bioethics and 

functioning of IEC from the Bioethics cell and will be exposed to ongoing opportunities for 

enhancing their capacity for ethical review.  

 

Training of the IEC members in research bioethics: 

 

 A new member will be inducted 3 months prior and will be requested to be observer for the 

first board meeting.  

 The IEC may conduct workshops from time to time for the IEC members and Institutional 

faculty members.  

 The institute shall support participation of IEC members in bioethics workshop/conference 

once a year. The request should be recommended by IEC chairperson.  

 

2.13  Prepare an annual activity report of the IEC for submission to the Director, SGPGI 

for its reporting to Academic Board 

 

 A quantitative evaluation of the activities of the committee in a year.  

 List of the research proposals reviewed in a year.  

 Status of each research proposal.  

 

2.14 Memorandum of understanding and Indemnity agreement for Sponsored 

Drug/Device/Collaborative Trials 

 

After the approval from IEC, the sponsor/CRO will submit the Clinical Trial Agreement 

(CTA)/Memorandum of Understanding (MOU) and Indemnity Agreement document (it will 

finalize case to case basis by sponsor and institute) on Rs. 100 stamp paper separately (two 

copies) to the Institute which will be signed by sponsor and the Dean, SGPGI with the counter 

signature of PI. CTA/MOU and Indemnity will safeguard the interest and right of the research 

participant, investigator and institute. It should contain the main constituents of the draft 

CTA/MOU and Indemnity (AN8-V1/SGSOP 02/V1). As per existing policy of the Institute, 

there will be 25% overhead charges to the total cost of the trial/per patient cost. 

The drug trial shall be started by the PI after the agreement is signed by both the parties as well 

as DCGI and required regulatory approvals are available for the concerned trial. 

 

2.15 The Institute will charge a minimum Rs. 25000/ as an administrative charges from the 

Sponsor/CRO of clinical drug/device/Intervention trial for IEC submission. This may be 

exempted in case of Academic institution or Academic Society by the Director SGPGI. 
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Glossary  

 

Confidentiality:  Prevention of disclosure, to other than authorized individuals, of information 

and documents related to IEC  

Institutional Ethics Committee (IEC) :   It   is   an   independent   body   whose   responsibility   

is   to ensure the protection of the rights, safety, dignity and well-being of human subjects 

involved in a clinical trial and to provide public assurance of that protection  

Independent consultants: Professionals with advanced training and expertise in the medical or 

non-medical areas related to the protocol being reviewed 
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AN1-V1/SGSOP 02/V1 

 
Confidentiality and Conflict of Interest Document for IEC Members 

In recognition of the fact, that I, (name and designation)éééééééééééééééé.. 

ééééééééééééééééééééééééééééééééééééééé

herein referred to as the ñUndersignedò, have been appointed as a member of the Institutional 

Ethics Committee (IEC), would be asked to assess research studies involving human subjects in 

order to ensure that they are conducted in a humane and ethical manner, with the highest 

standards of care according to the applied national, local regulations, institutional policies and 

guidelines;  

Whereas, the appointment of the undersigned as a member of the IEC is based on individual 

merits and not as an advocate or representative of a home province/territory/community nor as 

the delegate of any organization or private interest;  

Whereas, the fundamental duty of an IEC member is to independently review research protocols 

involving   human   subjects   and   make   a   determination   and   the   best   possible   objective 

recommendations, based on the merits of the submissions under review;  

Whereas, the IEC must meet the highest ethical standards in order to merit the trust and 

confidence of the communities in the protection of the rights and well-being of human subjects;  

The undersigned, as a member of the IEC is expected to meet the same high standards of ethical 

behavior to carry out its mandate.  

This Agreement thus encompasses any information deemed Confidential or Proprietary provided 

to the Undersigned in conjunction with the duties as a member of the IEC. Any written 

information provided to the Undersigned that is of a Confidential, Proprietary, or Privileged 

nature shall be identified accordingly.  

As such, the Undersigned agrees to hold all Confidential or Proprietary trade secrets 

(ñinformationò) in trust or confidence and agrees that it shall be used only for contemplated 

purposes, shall not be used for any other purpose or disclosed to any third party. Written 

Confidential information provided for review shall not be copied or retained. All Confidential 

information (and any copies and notes thereof) shall remain the sole property of the IEC.  

The Undersigned agrees not to disclose or utilize, directly or indirectly, any Confidential or 

Proprietary information belonging to a third party in fulfilling this agreement. Furthermore, the 

Undersigned confirms that the performance of this agreement is consistent with the Instituteôs 

policies and any contractual obligations they may have to third parties. 

Conflict of Interest  

It has been recognized that the potential for conflict of interest will always exist but I have faith 

in the IEC and its Chairperson to manage the conflict issues so that the ultimate outcome is the 

protection of human subjects.  

In accordance of the policy of the IEC, I shall not participate in the review, comment or approval 

of any activity in which I have a conflict of interest, except to provide information as requested 

by the IEC.  
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I will disclose to the Chairperson of the IEC any actual or potential conflict of interest that I may 

have in relation to any particular proposal submitted for review by the committee, and abstain 

from participation in discussions or recommendations in respect of such proposals.  

Examples of conflict of interest cases may be any of the following:  

 A member is involved in a potentially competing research program. 

 Access to funding or intellectual information may provide an unfair competitive advantage.  

 A memberôs personal biases may interfere with his or her impartial judgment.  

If an applicant submitting a protocol believes that an IEC member has a potential conflict, the 

investigator may request that the member be excluded from the review of the protocol. The 

request must be in writing and addressed to the Chairperson. The request must contain evidence 

that substantiates the claim that a conflict exists with the IEC member(s) in question. The 

committee may elect to investigate the applicantôs claim of the potential conflict.  

In the course of my activities as a member of the IEC, I may be provided with confidential 

information and documentation (ñConfidential Informationò). I agree to take reasonable 

measures to protect the Confidential Information; subject to applicable legislation, including the 

access to it, as per the right to Information Act, not to disclose the Confidential Information to 

any person; not to use the Confidential Information for any purpose outside the Committeeôs 

mandate, and in particular, in a manner which would result in a benefit to myself or any third 

party; and to return all Confidential Information (including any agenda items) to the Bioethics 

cell upon termination of my functions as a Committee member.  

Whenever I have a conflict of interest, I shall immediately inform the committee not to count me 

toward a quorum for consensus or voting.  

I, ééééééééééééééééé... éé.. have read and I accept the aforementioned 

terms and conditions as explained in this Agreement.  

 

  

_________________________ 

Signature                                                      

Name_________________________ 

Date:_____________________ 
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AN10-V1/SGSOP 02/V1 

 
Conflict of Interest Declaration for IEC Members (During IEC meeting)  

 

To, 

The Member Secretary 

Institutional Ethics Committee  

SGPGI, Lucknow. 

 

Conflict of Interest 

 

I hereby declare that I have no conflict of interest in my project. 

1. 

 

2. 

 

3. 

 

4. 

 

______________________ 

 

Signature of member 

 

 

Name__________________________    Date_________________ 
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AN2-V1/SGSOP 02/V1 

 
Confidentiality Document Form for Independent Consultants 

 

I,éééééééééééééééééééééééééééééééééééééé

ééé...(name and designation) as a non-member of IEC understand that the copy (ies) given to 

me by the IEC is (are) confidential. I shall use the information only for the indicated purpose as 

described to the IEC and shall not duplicate, give or distribute these documents to any person(s) 

without permission from the IEC.  

Upon signing this form, I agree to take reasonable measures and full responsibility to keep the 

information as confidential.  

 

 

______________________ 

Signature                                                      

Name_________________________ 

Date:_____________________ 
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AN3-V1/SGSOP 02/V1 

 
Invitation to Attend a Meeting as Independent Consultant  

To, 

__________________________ 

__________________________ 

__________________________ 

 

Sub: Invitation to attend Institutional Ethics Committee meeting 

 

Sir/Madam, 

The Chairman IEC has nominated you as an independent consultant/observer to evaluate a 

research protocol submitted to the Institutional Ethics Committee for approval. 

You are requested to attend the meeting of IEC on ééééééé.atééééé.and to 

provide written opinion regarding the assigned research proposal (IEC code no 

ééééééééé.. and title of projectéééééééééééééééééé.). You 

will not have any voting right during the meeting and you will have to sign confidentiality 

document, which is enclosed for your kind perusal. 

Kindly note that all the documents submitted to you are confidential. These should not be 

disclosed to anyone and should be returned to the Bio-Ethics Cell, SGPGI after the meeting. 

 

Yours faithfully, 

 

 

Signature of the Member Secretary ____________ Date _____________ 

 

Name of the Member Secretary _________________________________ 

Enclosures: 

1. Research protocol 

2. Confidentiality document 
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AN4-V1/SGSOP 02/V1 

 
Invitation to Attend a Meeting as Observer  

To, 

__________________________ 

__________________________ 

__________________________ 

 

Sub: Invitation to attend Institutional Ethics Committee meeting 

 

Sir/Madam, 

The Chairman IEC has invited you as an independent observer to see functioning of the 

Institutional Ethics Committee meeting. 

You are requested to attend the meeting of IEC on ééééééé.atééééé.. You will 

not have any voting right during the meeting and you will have to sign confidentiality document, 

which is enclosed for your kind perusal. 

 

Yours faithfully, 

 

 

Signature of the Member Secretary ____________ Date _____________ 

 

Name of the Member Secretary _________________________________ 

Enclosures: 

1. Confidentiality document 
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AN5-V1/SGSOP 02/V1 

 
Confidentiality Document Form for Observer Attendees to IEC, SGPGI Meetings 

I,éééééééééééééééééééééééééééééééééééééé

éééééééééééééééééééé (name and designation) understand that I am 

invited to attend the IEC meeting scheduled onéééééééééé.atééééé..am/pm 

as an Observer. In the course of the meeting of the IEC some confidential information may be 

disclosed or discussed. Upon signing this form, I ensure to take reasonable measures to keep the 

information and discussion as confidential.  

 

éééééééééééé. 

Signature  

Name:éééééééééééé 

Dateéééééééééé.  
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AN6-V1/SGSOP 02/V1 
 

Confidentiality Document Form for Non-members Requesting Copies of IEC/Documents 

 

I,éééééééééééé.,..,., as a non-member of IEC, understand that the copy (ies) 

given to me by the IEC is (are) confidential. I shall use the information only for the indicated 

purpose as described to the IEC and shall not duplicate, give or distribute these documents to any 

person(s) without permission from the IEC. Upon signing this form, I agree to take reasonable 

measures and full responsibility to keep the information as Confidential. 

I have received copies of the following IEC documents: 

éééééééééééééééééééééééééééééééééé 

éééééééééééééééééééééééééééééééééé 

éééééééééééééééééééééééééééééééééé 

éééééééééééééééééééééééééééééééééé 

 

 

_____________________________ 

Signature of the recipient 

Nameéééééééééééééééé 

Designation and address 

Dateééééééééé. 
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AN7-V1/SGSOP 02/V1 
 

CV for Members of the Institutional Ethics Committee 

 

First Name Middle Initial  Last Name 

Date of Birth (mm/dd/yy):  Sex 

Professional Mailing Address (Include institution name): 

 

Telephone (Office): Mobile Number: 

Telephone (Residence): E-Mail:  

Academic Qualifications (Most current qualification first):  

 

Degree/Certificate Year Institution, Country  

   

   

   

Professional Experience : 

Month and Year Title  Institution/Company, Country  

   

   

   

Experience in Bioethics: 

A. 

Sr. 

No. 

Courses/Workshops/Conferences/

Meetings Attended 

Organized by Place Duration 

 

1     

2     

3     

4     
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B. Members of the other Institutional Ethics Committee/Bioethics Societies with duration: 

 

 

Signature: 

 

(Signature Required) 

Date: 
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AN8-V1/SGSOP 02/V1 

 
Draft of Memorandum of Understanding/CTA 

This Memorandum of understanding, (hereinafter called MOU) between Sanjay Gandhi 

Postgraduate Institute of Medical Sciences, Lucknow, India (herein after called SGPGI) and (the 

second party) ________________________ 

___________________________________________________________ 

(herein after called)___________________________________________ 

entered into on this__________ (day) __________ (month) ___________ (year). 

 

Preamble: 

Whereas SGPGI is a superspeciality hospital, established by Govt. of Uttar Pradesh, as a center 

of excellence for providing medical care, education and research of high order and is chartered to 

function as a university under this State Act. 

Whereas (the Second Party) _______________________________________ 

_____________________________________________________________ 

Whereas (SGPGI) and (the second party) ____________________________ 

_____________________________________________________________ 

are willing to jointly participate in the development of _________________ 

_____________________________________________________________ 

The coordinator of the project will be _______________________________ 

______________________________________________________________ 

(Name, Designation of the faculty member responsible from SGPGI, Lucknow). The other 

coordinator of the project will be __________________ 

______________________________________________________________ 

(Name, Designation of the person responsible for second party). 

Scope of MOU 

This MOU will cover the joint efforts of Sanjay Gandhi Postgraduate Institute of Medical 

Sciences, Lucknow, India, and ____________________________ 

(Second party) in the area of _______________________________________ 

_______________________________________________________________ 

(Specify the area of work jointly to be done) 

Furnish full details of the work to be done: 

1. 

2. 

3. 

Responsibilities of SGPGI 

1. 

2. 

3. 
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Responsibilities of second party 

1. 

2. 

3. 

Administration:  

Overall responsibilities of the project will rest with Sanjay Gandhi Postgraduate Institute of 

Medical Sciences, Lucknow, India &  

______________________________________________________ 

(Identify the Institution/ Organization and name of the persons) 

Financial Arrangements: 

Funds for the projects will be from ___________________________ 

________________________________________________________ 

 (Name of the funding agency) and the proportion of funds to be released to 

SGPGI will be Rs.__________________________ (specify the amount). 

The following equipment/consumables/supplies will be provided to SGPGI  

By (second party) ____________________________________________ 

(This is for MOUs Involving grant of equipment/consumables/supplies) 

1. 

2. 

3. 

Intellectual Property Rights: 

1. The R&D information generated shall be shared by both the collaborating parties. 

2. Any publication shall be by mutual consent of the coordinators. 

3. Patents and other benefits, arising out of the project if any, shall be shared between the 

collaborating parties. 

4. For projects identified as having a distinct potential generating know how leading to 

commercial applications NRDC (National Research Development Corporation of India) 

Guidelines will be followed. 

Duration of MOU:  

This MOU will be in force for a period of _____________________ (years from the date of itôs 

signing). 

Amendments to the MOU: 

Amendments if any, before the expiry of this MOU shall be made by Second party in writing 

after mutual agreement. 

Resolution of Dispute: 

Any dispute or difference between the collaboration parties shall be amicably resolved by either 

through mutual consultation or arbitration. 

Seal of parties: 

In witness thereof parties hereto have signed this MOU on the day, month and year mentioned 

herein before. 
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Parties: 

 

Signed and delivered for     Signed and delivered for 

and behalf of SGPGI      and behalf of second party 

 

Signature        Signature 

 

Name:         Name:    

   

Designation:        Designation: 

 

Seal:         Seal: 
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Draft of Indemnity agreement 

 

The indemnity agreement is between Sanjay Gandhi Postgraduate Institute of Medical Sciences, 

Lucknow, India (herein after called SGPGI) and _______ 

 _____________________________________________________________ 

(Name of the second party/sponsor) hereinafter Sponsor 

Whereas SGPGI engages in medical research that involves experimental and investigational 

products, drugs, devices or therapy and éééééééé 

éééééééééééééééééééééééééééééé. 

Whereas SPONSER owns or has the right to such experimental or investigational products, 

drugs, devices specifically as it relates to this agreement, products devices, drugs shall mean the 

following- 

 

1. 

2. 

3. 

Whereas SGPGI and SPONSER have agreed that SGPGI will use Sponsorôs experimental and 

investigational products, devices, drugs, for research purposes. 

Now therefore, the parties agree as follows: 

1. Undesirable side effects, injuries, illness or reactions.      

The Sponsor Agrees to indemnify, protect, defend and hold harmless SGPGI, itôs officers , 

employees against cost or expenses associated with the diagnosis and treatment of undesirable 

side effects, injuries, illness or reactions that arise specifically from Sponsorôs products, devices, 

drugs. 

2. Loss, Damage or Liability          

The Sponsor agrees to indemnify, protect, defend and hold harmless SGPGI, its officers, 

employees from any loss, damage or liability they may suffer or incur as a result of claims or 

demands made against them that arise specifically from research involving Sponsorôs products, 

drugs, devices. 

3. Insurance.            

The sponsor agrees to maintain in force at its sole cost and expense with reputable insurance 

companies, insurance of a type and in amounts equal to at least 

éééééééééééééééééééper                                                 

 (specify the amount of money)                                                                                                               

occurrence combined  single limit and éééééééééé.annual                      

     (specify the amount of money)                  aggregate. 

SGPGI shall have the right to request the appropriate certificates of insurance from Sponsor for 

purpose of ascertaining the sufficiency of coverage.                                                               

4. Attorneys & Legal Coverage.         
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The Sponsor agrees to provide, at its own expense, attorneys to defend against any claims made 

or actions filed against SGPGI, its officers, employees. The Sponsor also agrees to pay any 

settlement amounts or judgments levied against SGPGI or any losses or expenses incurred by 

SGPGI resulting from such claims or action. 

5. Cooperation of parties.         

SGPGI agrees to notify promptly, Sponsor in writing when any undesirable side effect, injury, 

illness, or reaction arises from research involving Sponsorôs products, devices, drugs. SGPGI 

agrees to cooperate with Sponsor in defending any claim or action covered by this agreement. 

The Sponsor agrees to consult on a regular basis with SGPGI regarding the defense or settlement 

of any claim or action. Neither party will compromise or settle any claim or action without prior 

written consent of the other party. 

6. Other. 

This indemnity agreement does not displace, supersede or in any way limit any other agreements 

between the parties. 

 

 

SGPGI        Nameéééééééééé. 

 

        Signatureééééééééé 

 

        Sealééééééééééé 

 

        Dateééééééééééé 

 

 

SPONSOR       Nameéééééééééé. 

 

        Signatureééééééééé 

 

        Sealééééééééééé 

 

        Date éééééééééé.. 
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AN9-V1/SGSOP 02/V1 
 

List of Members of Institutional Ethics Committee (2010-13) 

 

Name 

 
Affiliation  

 
Gender Expertise 

Prof. B. N. Dhawan 

Chairman 

Former Director, Central Drug Research Institute Male Clinical 

Pharmacologist 

Prof. U. K. Misra 

Dean and Member 

Dean, Sanjay Gandhi Postgraduate Institute of 

Medical Sciences 

Male Neurologist 

Prof. Sunil Kumar 

Member 

Prof. Dept. of Radiodiagnosis, Sanjay Gandhi 

Postgraduate Institute of Medical Sciences 

Male Radiologist 

Dr.  AmitaAggrawal 

Member 

Addl. Prof.  Dept. of Immunology, Sanjay Gandhi 

Postgraduate Institute of Medical Sciences 

Female Immunologist 

Prof. M. K. Mitra 

Member 

Former HOD, Medicine, Chhatrapati Shahuji 

Maharaj Medical University 

Male Physician 

Justice K. L Sharma 

Member 

Former Judge, Allahabad HC and former 

Chairman, State Public Service Tribunal, 

Lucknow 

Male Legal expert 

Dr. R. C. Saxena 

Member 

Former Director & Head Pharmacology, 

Chhatrapati Shahuji Maharaj Medical University  

Male Clinical 

Pharmacologist 

Dr. J. S. Srivastava 

Member 

Deputy Director/Scientist-F, Division of Clinical 

& Experimental Medicine, Central Drug Research 

Institute 

Male Clinical 

Pharmacologist 

Dr. S. Srivastava 

Member 

Senior Research Officer, Sanjay Gandhi 

Postgraduate Institute of Medical Sciences 

Male Scientist 

Dr. Bharti Gandhi 

Member 

Founder Director of City Montessori School, 

Lucknow 

Female Lay person 

Shri Vijay Acharya 

Member 

Advocate, Lucknow Male Social Scientist 

Dr. Subhash Yadav 

Member Secretary 

Addl. Prof. Dept. of Endocrinology, Sanjay 

Gandhi Postgraduate Institute of Medical Sciences 

Male Endocrinologist 
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AN11-V1/SGSOP 02/V1 

 
Confidentiality Document Form for Faculty/Observer visiting Bioethics Cell 

I,éééééééééééééééééééééééééééééééééééééé

ééééééééééééé.(name and designation) understand that I visited Bioethics Cell 

onéééééééééé.atééééé..am/pm. In the course of the meeting in the Bioethics 

Cell some confidential information may be disclosed or discussed. Upon signing this form, I 

ensure to take reasonable measures to keep the information and discussion as confidential.  

 

 

 

éééééééééééé. 

Signature  

Name:éééééééééééé 

Dateéééééééééé.  
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Flow Chart 

 
 

Director, SGPGI 

 

Dean, SGPGI 

 

Institutional Ethics Committee, Bioethics Cell                            Office Bearers 

 Chairperson 

 Member Secretary 

 Bioethics Cell 

 

Composition            Selection Criteria         Terms of Appointment       Conditions of appointment 

* Chairperson          *Time                             *Duration                          *Acceptance 

*Member Secretary *Interest                        * Renewal                          *CV  

*7-13 Members        *Education                    *  Resignation                    *Confidentiality documents 

                                   *Experience                   * Termination                   *Training 
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3.1  Purpose 

 

This SOP is designed to describe and act as a guideline for the Bioethics cell of the IEC to 

manage research protocol submissions. 

 

3.2  Scope 

 

The scope includes the following:  

  Submission for initial review. 

  Resubmission of protocols with modifications. 

  Protocol amendments and any other amendments. 

  Continuing review of approved protocols. 

  Project completion/termination. 

 

3.3  Responsibility 

 

It is the responsibility of the Bioethics cell to receive record and distribute the protocols for 

review by the IEC and communicate the decisions to PI in a prescribed format. 

 All intramural projects/extramural/student projects/investigator initiated study proposals 

submitted (both hard and soft copies) for initial reviews should be first scientifically 

reviewed by institutional Research Committee (RC)/scientific committee 

SGPGI/departmental committee/doctoral committee before submitting to the Bioethics cell 

for ethical review in IEC (AN1-V1/ SGSOP 03/V1) meeting along with institute Research 

Committee (RC)/scientific committee SGPGI/departmental committee/doctoral committee 

approval document. 

 

3.4  Detailed process 

 

3.4.1  Receiving submitted packages 

 

The PI can submit research proposal to the IEC for review and approval under any of the 5 

sections mentioned below: 

 

  Initial review application 

  Resubmission with corrections 

  Protocol or any other amendments 

  Continuing review of approved studied 

  Study completion/termination 
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3.4.2 Verification of contents of submitted package 

 

 Check the application documents to ensure that all required forms and materials are 

contained within the submitted package. Checking is done as per checklist (AN13-

V1/SGSOP 03/V1) of submissions for initial review. 

 Verify contents of the submitted package which should include 

o Original Application form for Initial Review or Project submission form (AN1-V1/ SGSOP 

03/V1) 

o Study protocol 

o Other related documents necessary for initial review (AN2 to12-V1/SGSOP 03/V1) 

 Check completeness of necessary information and signature at all appropriate places in the 

application form submitted for initial review. 

 Notify the applicants, if a package is incomplete. 

 State clearly the items missing in the package on the protocol submission/document receipt 

Form (AN14-V1/SGSOP 03/V1). 

 

The Bioethics cell will: 

 

 Stamp, sign and put date of receipt on the cover letter confirming receipt of the documents. 

 Return one copy of the (AN14-V1/SGSOP 03/V1) to the applicant for their records 

 Count number of copies (Initially 14 hard copies and one soft copy for studies). 

 Store the hard copies and soft copy of the research project. The hard copies will be stored in 

locked cupboards in the Bioethics cell and soft copy of IEC submission form /study protocol 

accepted by email/CD will be saved on IEC computer and CD. 

 The project file is uniquely numbered as ñA-x-y-zò where ñAò will indicate years, e.g. 2012 

ñxò is abbreviation for serial no. of project, ñyò will be type of project such as EMP for 

extramural, IP for intramural, TH for thesis, DT for drug trial and so on, ñzò will denote IEC 

meeting number. This coding system will be maintained on a hard copy and on MS Excel 

sheet/MS Access program of computer and also labeled on each project file. 

 All correspondence for the project, should quote the complete project number assigned to it. 

 Record the date of receipt, no. of copies and the name of the receiver in a register 

 

 

3.5  Detailed description of project submission 

 

The study protocol should be accompanied with the following relevant supporting documents for 

ethical review.  

  

1. Checklist (AN13V1/SGSOP 03/V1). 
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2. Project submission form. 

3. Essential documents. 

a. Protocol of the study. 

b. Case report form. 

c. Participant/volunteer information documents. 

d. Consent Form (AN8-V1/SGSOP 03/V1 and AN10-V1/SGSOP 03/V1). 

e. Regulatory clearance if applicable.  

f. Certificate of appropriate review committee of the Institute. 

4. Decision of other concerned Ethics Committees in case of collaborative research. 

5. Please see guidelines for device based studies in Appendices (AP18/V1) and include detailed   

as mentioned there. 

 

Details of essential documents along with protocol 

 

1. Participant Information documents, Consent Forms (CFs), Legally accepted guardian in case 

of patient incapable of giving consent e.g. unconscious, mentally deranged and parent 

consent forms (if children / adolescents between 8ï18 years of age are participants in the 

trial) - in English and Hindi and any other language if necessary (AN7-V1/SGSOP 03/V1 

and AN9-V1/SGSOP 03/V1). 

2. Investigatorôs brochure. 

3. Case report form (CRF). 

4. One page, recent, signed and dated curriculum vitae of the investigators indicating 

qualifications and relevant experience for a new investigator or investigator outside SGPGI 

or of the student (MD/MS/DM/MCh/PhD) who has submitted thesis/project. 

5. Undertaking to comply with national and international GCP protocols for clinical trials 

6. Details of funding agency /sponsors and fund allocation (patient care/staff/contingency/travel 

etc.) should be mention in budget section of Clinical trial Agreement.  

7. Regulatory clearance as applicable from appropriate regulatory authorities i.e. DCGI, DGFT 

approval (for export of study samples), ICMR, DBT, DST- GEAC (use of recombinant 

DNA), other local government agencies. 

8. All clinical trials with any stem cells shall have prior approval of Institutional Committee for 

Stem Cell Research and Therapy (IC-SCRT), Institutional Ethics Committee (IEC) and Drug 

Controller General of India (DCGI) for marketable product; and shall be registered with the 

National Apex Committee for Stem Cell Research and Therapy (NAC-SCRT); except that 

International Collaboration shall also have prior approval of NAC-SCRT and respective 

funding agency as per its procedure/or Health Ministryôs screening committee (HMSC). 

9. For exchange of biological material in international collaborative study a MOU/MTA 

between the collaborating partners and clearance of Health Ministry Screening Committee 

(HMSC). 

10. Clinical trial agreement (CTA) or MOU between the collaborators. 
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11. Insurance/Indemnity policies, indicating who are covered. 

12. Clinical Trials Registry-India (CTRI), in case of new drug trial required at time of 

submission but in other cases this must be done after approval of the study but before 

initiation of recruitment 

13. Any other information relevant to the study 

 

3.6  Information of change in funding agency/status of approved project: 

 

 If there is change in funding status/agency of approved project; PI should inform same to 

IEC through the Bioethics cell stating the title of project, IEC code and date of approval and 

PI should also state that there are no changes in title, design, methodology. The Bioethics cell 

will notify  to the IEC and PI will be given fresh approval letter for administrative purpose (if 

requested by PI).  

 

3.7  Resubmission of protocols with corrections as per IEC suggestions 

 

 For resubmitted protocol to IEC, the PI will submit 14 copies of the amended Protocol and 

related documents along with justification for amendment, and clearly 

highlighted/demarcated sections which have undergone amendment. 

 The Bioethics cell will verify the completeness and confirm that the copy contains the 

modification highlighted with respect to the earlier protocol. 

 The Bioethics cell will perform the steps 3.4.2 as mentioned in initial review application.  

 

3.8  Research protocol amendments and other study related documents 

 

 The PI will submit 14 copies of the protocol amendments or any other study related 

documents to the Bioethics cell 

 The Bioethics cell will verify the completeness as per checklist for the contents of submitted 

package 

 The PI will highlight the modification/s in the amendment, along with a summary of changes 

and whether these changes would entail changes in the ICF. If yes, details of changes should 

be summarized 

 The Member Secretary in consultation with Chairperson will decide whether to: 

a. Carry out an expedited review  

b. Table for discussion at the full board meeting  

This is process is further elaborated in SGSOP 06/V1. 
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3.9  Annual continuing reviews of approved protocols 

 

 The Bioethics cell will send reminders for annual report to Individual PI, 15 days prior to the 

expiry date of approval, which usually is one year from the date of approval letter 

 The Bioethics cell will receive 14 copies of Annual Study / Continuing Review Report in the 

prescribed format and related documents (as per SGSOP 08/V1) for each approved protocol 

 The Bioethics cell will verify the completeness of the Continuing Review Application Form 

(AN1-V1/SGSOP 08/V1), progress report/request letter for extension of approval of the 

project. The Bioethics cell will sign and date the documents. 

 The progress or continuing review report will be tabled in the next full board meeting of IEC. 

 

3.10  Project completion 

 

 The Bioethics cell will send reminders for completion report to Individual PI, 15 days prior 

to the date of completion. 

 The Bioethics cell will receive 14 copies of Study Completion Report in the prescribed 

format (as per SGSOP 11/V1). 

 The Bioethics cell will verify the completeness of the Study Completion Report Form 

(SGSOP 11/V1) filled by the PI. 

 The study completion report will be tabled in the next full board meeting of IEC. 

 

3.11  Reporting of SAE/protocol violation/protocol amendment detailed in chapter 7, 9 

and 10. 

 

Glossary 

 

Investigatorôs brochure: The Investigatorôs Brochure (IB) is a compilation of the clinical and 

non-clinical data on the investigational product(s) that are relevant to the study of the product(s) 

in human subjects. 

Study protocol: A document that describes the objective(s), design, methodology, statistical 

considerations and organization of a trial. 

CRF: Case Report Form (CRF) in a clinical trial, the document showing all the evaluated patient 

data. 
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AN1-V1/SGSOP 03/V1 
 

Project Submission Form for Review by IEC 

(14 copies and a CD required) 

A. Identification details: 

* IEC Code No. ( To be filled by the Bioethics cell): 

Study/Protocol No. (For drug/device trials/any other, to be filled by PI): 

 

Type of project: Intramural [  ]  Extramural [  ]  Drug trial/devise [  ] Independent [  ] 

MD/DM/MCh/PhD/SRF Project [  ]  Collaborative [  ] Other [  ] 

 

Status of review: New [  ] Revised [  ] 

 

Proposal Title:ééééééééééééééééééééééééééééé.. 

éééééééééééééééééééééééééééééééééééé 

 

B. Investigator details: 

 Name, Designation 

& Qualifications  

Departmental Tel 

Nos. & Email ID 

Signature 

**PI/Guide  

 

   

1. Co-PI/Co-Guide 

/Collaborators 

   

2. 

 

   

3. 

 

   

**4. Student 

 

   

 

**One page recent, signed and dated curriculum vitae of the investigators indicating qualifications and relevant 

experience for new or investigator outside SGPGI or of the student (MD/MS/DM/MCh/PhD)  who has submitted 

thesis/project 
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C. Sponsor Information:  Applicable [  ]    Not applicable [  ] 

1. Name of sponsor/CRO: 

2. Indian:     a) Government c   Central c     State c   Institutional c 

b) Private c 

3. International: Government c            Private c  UN Agencies c 

4. Industry: National c            Multinational c 

5. Contact address of sponsor/CRO: 

6. Budget: Rs._____________________ 

7. Details of allocation of budget in Clinical Trial Agreement: Yes [  ]       No [  ] 

 

D. Study related Information:  

1. Design of study: Epidemiological c    Basic Sciences c      Behavioral c 

Clinical c           Interventional c               Single Centre c        Multicentre c 

2. No. of participants:               SGPGI                    Total (if multicentre) 

           Patient*                           _______                   _________ 

           Control *                          _______                   _________ 

3. Duration of study:____________________ 

4. Duration of subject participation (no. of visit by a participant in study):____________ 

*Please mention sample size calculation and source of control in methodology 
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E. Interventional study:    Yes [  ]             No [  ]                If No, move to next section i.e. F 

1. Does the study involve use of  

Drugs c               Devices c        Vaccines c              Radiopharmaceutical c 

Recombinant DNA/Gene therapy c                Stem cell c                       (need BARC approval)                  

(need DBT- GEAC approval             (NAC-SCRT registration and approval)                                    

Indian Systems of Medicines/ Alternate systems of Medicine c                     

Any Other c                      None c 

2. Is it approved and marketed 

In India c    UK & Europe c                    USA c         Other Countries, Specify_______ 

3. Does it involve a change in use, dosage, route of administration?        Yes c           No c 

If yes, whether DCGIôs/Any other Regulatory Authorityôs Permission is obtained? 

                                                                                                                     Yes c           No c 

If yes, copy of permission attached.                                                            Yes c           No c 

4. Is it an Investigational New Drug?                                                      Yes c           No c 

If yes 

a. Investigatorôs Brochure enclosed                                                              Yes c        No c 

b. Preclinical studies data available (If yes, provide summary)                    Yes c          No c 

c. Clinical studies data available (If yes, provide summary)                        Yes c          No c 

d. Clinical study is     Phase I   c    Phase II   c    Phase III   c      Phase IV  c          NA c 

If phase I-III  will the drug/device be provided free?                             Yes c          No c 

If phase IV will the drug/device be provided at cost less than               Yes c          No c 

Hospital pharmacy? 

e. DCGIôs permission obtained                                                                      Yes c         No c 

If yes, copy of letter enclosed                                                                           Yes c         No c 

f. Registered with Clinical Trial Registry ï India                                           Yes c          No c 

g. If yes copy of certificate enclosed                                                               Yes c          No c 

5. Data monitoring 

a. Is there a plan for reporting of adverse events?                                        Yes c          No c 

If yes, reporting will be done to                                                               Sponsor c        IEC c 

b. Is there a plan for interim analysis of data?                                              Yes c         No c 
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6. Provision for travel/treatment due to injury out of study                 Yes c             No c 

If yes, by   Sponsor c Investigator c       Insurance Company c            Any Other c  

 

F. Details of participant of study:  

1. Will subjects from both sexes be recruited:  Yes [  ]                             No [  ] 

2. Inclusion/exclusion criteria given:              Yes [  ]                         No [  ] 

3. Type of subjects:                     Volunteers [  ]            Patients [  ]  

4. Vulnerable subjects          Yes [  ]                             No [  ] 

( if Yes tick the appropriate boxes) 

Pregnant Women [  ]  Children [  ]  Elderly [  ]               Fetus [  ]  

Illiterate [  ]                Handicapped [  ]         Terminally ill [  ]      Seriously ill [  ] 

Mentally  challenged [  ]         Economically & socially backward [  ]      Any other [  ] 

5. Special group subjects:                                   Yes [  ]                             No [  ] 

( if Yes tick the appropriate boxes) 

Captives [  ]  Institutionalized [  ]               Employees [  ]                  Students [  ] 

Nurses/Dependent [  ]   Staff [  ]                      Armed Forces [  ]              Any Other [  ]  

 

G. Privacy and confidentiality: 

1. Study Involves     Direct Identifiers (Pt. identified by name/Cr. no.)          c 

                      Indirect Identifiers/Coded (Pt. identified after break of code)        c 

                       Completely Anonymised /Delinked (Pt. cannot identified)        c 

2. Confidential handling of data by staff                                              Yes  c                 No c 
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H. Detail of sample collection (If no sample being collected, move to next section i.e. I): 

A. Regarding sample collection 

1. Collection of organs or body fluids or blood. If yes, please specify Yes  c             No c 

Type:___________________ 

Amount each time___________ml          Total__________ml 

No. of time in 2 week______________ 

2. Collection of fetal tissue or abortus. If yes, please specify              Yes  c                 No c 

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________ 

3. Use of pre-existing/stored/left over samples. If yes, please specify Yes  c                No c 

___________________________________________________________________________

___________________________________________________________________________

___________________________________________________________________________ 

4. Proper disposal of material                                                                Yes  c                 No c 

B. Special situation 

1. Will any sample collected from the patients be sent abroad?        Yes  c                 No c 

If yes, give details and address of collaborators 

______________________________________________________________________________

______________________________________________________________________________

______________________________________________________________________________ 

a. Sample will be sent abroad because (Tick appropriate box) 

Facility not available in India      c 

Facility in India inaccessible      c 

Facility available but not being accessed    c 

If so, reasons___________________________________________________________________ 

b. Has necessary clearance been obtained                                            Yes  c                 No c 

2. Collection for banking/future research                                           Yes  c                 No c 
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I. Participant Information Document (PID) and Consent Form: 

1. Consent  *Written c  Oral c    Audio-Visual           c 

Patient Information documents and consent form attached : (Tick the included elements) 

Understandable language   c Alternatives to participation  c 

Statement that study involves research  c Confidentiality of records  c 

Sponsor of study    c Contact information   c 

Purpose and procedures   c Statement that consent is voluntary c 

Risks & discomforts    c Right to withdraw   c 

Benefits       c  Benefits if any on future   c 

Consent for future use of material biological c  

Free supply of drug till it is not marketed in country if necessary c          

Compensation for study related injury c 

Translation of Participant Information Document (PID) in local Language c   

2. If healthy volunteers, PID for them                                                        Yes  c  No c 

3. If participant is child, PID for parent                                                       Yes c  No c 

4. PID and Assent Form for child 8-18 yrs                                                  Yes c  No c 

5. Consent form in English c             Local Languages c 

(For participant/healthy volunteer/parent/legal guardian) 

6. Who will obtain consent? PI-Co-PI c Nurse/Counselor c 

Research Staff  c Any Other c 

*If written consent is not obtained, give reasonsééééééééééééééééé... 

 

J. Will any advertising be done for recruitment of Subjects?                    Yes c  No c 

(Posters, flyers, brochure, websites ï if so attach a copy) 

 

K.  For archival of record by Bioethics cell for more Yes c  No c    Not applicable c 

than 5 years required  

If yes, for how many yearsééééééééé 
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L. Risk and benefits: 

1. Is there physical/social/psychological risk/discomfort?                        Yes c  No c 

If yes, Minimal or no risk   c 

More than minimum risk   c 

High risk     c 

2. Is there benefit  a) to the subject?                                                           Yes c  No c 

    Direct c    Indirect         c 

  b) to the society                                                             Yes c  No c 

3. Do you think that the risk is in commensurate with the benefits to be accrued 

subjects/community/country?                                                                  Yes c  No c 

4. Please identify the ethical issues involved in your study.________________________ 

_______________________________________________________________________ 

 

M. Do you have conflict of interest?                                                                Yes c  No c 

 (Financial/Non financial) 

If yes, specify________________________________________________________________ 

 

N. Brief description of the proposal 

Aim(s) and objectives, justification for study, methodology describing the potential risks and 

benefits, outcome measures, statistical analysis and whether it is of national significance with 

rationale (Attach sheet with maximum 500 words)éééééééééééééééééé. 

éééééééééééééééééééééééééééééééééééééé. 

éééééééééééééééééééééééééééééééééééééé. 

éééééééééééééééééééééééééééééééééééééé. 

éééééééééééééééééééééééééééééééééééééé. 

 

___________________________ 

Signature of PI 

 

Name__________________________    Date_________________ 
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AN2-V1/SGSOP 03/V1 
 

Consent of Head of the PIôs Department 

 

                                                                                                                   Date:ééééé. 

 

I have reviewed the project ñééééééééééééééééé.ò submitted by 

ééééééééééééééé Principal Investigator from my department. I endorse the 

project and have óno objectionô for submission for consideration by Ethics committee. 

I concur with the participants / investigators included in the study. 

 

 

 

ééééééééé               éééééééé..                      ééééééééé.. 

Signature & date                            Name                                           Department 
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AN3-V1/SGSOP 03/V1 
 

Research Committee/Department committee /Doctoral Committee/Scientific Committee 

Approval  

 

Research committee/department committee /doctoral committee/scientific committee 

approval 

 

The project titled ñééééééééééééééééééééééò with all the 

accompanying documents listed above was reviewed by the Research committee/department 

committee /doctoral committee/scientific committee present on éééééé..at SGPGI. The 

committee has granted approval on the scientific content of the project. The proposal may now 

be reviewed by the Institutional Ethics Committee for granting ethical approval. 

 

 

ééééééééééSignature of *HOD/**Secretary (Research Committee) /***In charge 

of doctoral committee or scientific committee 

  

Name: éééé..éé..ééééé.éé.    

 

Date: éééééééééééé..é...é  

   

*In case of student (MD/MS/DM/MCh) or independent project/extramural 

**In case of intramural  

***In case of PhD or any other project 

****Not applicable to sponsor/CRO initiated drug/device trials  

The PI should also attach a copy of minutes of ñResearch committee/department committee 

/doctoral committee/scientific committeeò. 
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AN4-V1/SGSOP 03/V1 
 

Undertaking by the Principal Investigator 

 

 

1. Name of the project: 

 

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

 

3. Other members of the research team: 

 

4. Name and address of any other medical college, hospital or institution where parts of 

the study will be done: 

 

5. Number of ongoing projects/clinical trials in which you are PI: 

a. Number of clinical trials  with active enrolments:   ________ 

b. Number of clinical trials  with follow up only:    ________ 

c. Total number of ongoing projects/clinical trials (Projects+a+b):________ 

 

1. I confirm that I will initiate the study only after obtaining all regulatory clearances.  

2. I will not implement any deviation from the approved protocol without prior consent of the 

sponsor nature and it will be intimated to the IEC at the earliest. 

3. I confirm that the Co-PI and other members of the study team have been informed about their 

obligations and are qualified to meet them. 

4. I will personally supervise the study and ensure that requirements of obtaining informed 

consent and other ethical requirements under national regulatory and ICMR guidelines are 

adhered to. 

5. I will maintain accurate and complete record of all cases in accordance with GCP provisions 

and make them available for audit/inspection by IEC, regulatory authorities, sponsors or their 

authorized representatives. 

6. I will inform the IEC and the sponsors of any unexpected or serious adverse event at the 

earliest and definitely within seven days of its occurrence. 
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7. I will maintain confidentiality of the identity of all participating subjects and assure security 

and confidentiality of study data. 

8. I and my colleagues will comply with statutory obligations, requirements and guidelines 

applicable to such clinical studies. 

9. I will inform IEC if there is change in funding agency/status. 

10. I will inform IEC of the date of starting the study within 2 weeks of initiation of the trial and 

submit annual progress reports and final report to Member Secretary, IEC within 4 weeks of 

the due date. 

 

__________________________ 

Signature of PI 

 

Name__________________________    Date_________________ 
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AN5-V1/SGSOP 03/V1 
 

Conflict of Interest Declaration by PI 

 

To, 

The Member Secretary 

Institutional Ethics Committee  

SGPGI, Lucknow. 

 

Project entitled: éééééééééééééééééééééééééé. 

 

 

Name of PI: 

Conflict of Interest 

 

[     ] I hereby declare that I have no conflict of interest in my project. 

 

[     ] I have following conflict of interest: 

 

______________________ 

Signature of PI 

 

Name__________________________    Date_________________ 
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AN6-V1/SGSOP 03/V1 

CV* of New or Investigator outside SGPGI or of the Student 

Name: 

Date of Birth (dd/mm/yy):  Sex: Male [  ]    Female [  ] 

Study Site Affiliation (e.g. Principal Investigator, Co-Investigator, Coordinator):  

 

Professional Mailing Address: 

(Include institution name) 

Study Sited Address: 

(Include institution name) 

Telephone (Office): 

 

Mobile Number: 

 Telephone (Residence): 

 

E-Mail:  

Academic Qualifications (Most current qualification first):  

Degree/Certificate Year Institution, Country  

   

   

Current and Previous 3 Relevant Positions Including Academic Appointments  

(Most current position first):  

Month and Year Title  Institution/Company, 

Country  

   

   

Brief Summary of Relevant Clinical Research Experience: 

 

 

Signature: Date: 

 

*Signed and dated curriculum vitae of the investigators indicating qualifications and relevant experience for new or investigator 

outside SGPGI or of the student (MD/MS/DM/MCh/PhD)  who has submitted thesis/project 
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AN7-V1/SGSOP 03/V1 

 
Guidelines for Devising a Participant / Legally Acceptable Guardian  

Information Document (PID) in English 

. 

Guideline for preparation of the participant information document 

 

While submitting your project report to the Institutional Ethics Committee, ensure that you 

have included participant information document and an informed consent form that is prepared 

as per the guidelines for GCP-CDCO 2001, ICH ï GCP, ICMR ethical guidelines 2006, and the 

Declaration of Helsinki. The document is important because it enables the participants o make 

an informed choice. It also has got to be unique because no two research projects are identical. 

The participant in formation document (PID should include only those headings listed 

below which are relevant to that study. Any further information you wish to add, is your 

choice. 

1. Participant information document and an consent form in English and Hindi (other 

languages if required) 

2. Font: Arial 

3. Size: 12 

4 All the consent forms must have Version No, Date, Page no in the footer 

5. Separate participant information document and consent form for patient/patientôs 

guardian (when patient not able to give consent)/volunteer/parents of children 

(minor)  and information document and assent form for children (minor)  

 

Potential recruits to your research/trial study must be given sufficient information to allow them 

to decide whether or not they want to take part. The Information Document should contain 

information under the headings given below, and preferably in the order specified. It should be 

written in simple, non-technical terms and be easily understood by a lay person. Use short words, 

sentences and paragraphs.  

 

1. Study Title 

Is the title self-explanatory to a lay person? If not, an additional simplified title may also be 

included. 
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2. Invitation Paragraph  

You should explain that the patient is being asked to take part in a research/trial study. States: 

ñYou are being invited to take part in a research/trial study. Before you decide it is important 

for you to understand why the research/study is being done and what it will involve. Please 

take time to read the following information carefully and discuss it with friends, relatives and 

your treating physician/family doctor if you wish. Ask us if there is anything that is not clear 

or if you would like more information. Take time to decide whether or not you wish to take 

part. 

 

3. What is the purpose of the study? 

The background and aim of the study should be given here. 

 

4. Why have I been chosen? 

You should explain how and why the patient/volunteer was chosen and how many other 

patients will be studied. 

 

5. Do I have to take part? 

You should explain that taking part in the research/trial is entirely voluntary. States: 

ñIt is up to you to decide whether or not to take part. If you do decide to take part you will be 

given this information sheet to keep and be asked to sign a consent form. If you decide to 

take part you are still free to withdraw at any time and without giving a reason. This will not 

affect the standard of care you receive.ò 

 

6. What will happen to me if I take part? 

You should say how long the patient will be involved in the research/trial, how long the 

research/trial will last (if this is different), how often they will need to visit the hospital/lab or 

a clinic (if this is appropriate) and how long these visits will be. You should explain if the 

patient will need to visit the doctor (or clinic) more often than for the usual treatment and if 

travel expenses are available. What exactly will happen e.g. blood tests, x-rays, interviews 

etc.? Whenever possible you should draw a simple flow chart or plan indicating what will 

happen at each visit.  What are the patientôs responsibilities? Set down clearly what you 

expect of them in the form of simple instructions, for example asking them to come to the 

clinic at 8.00 am without having eaten anything/on an empty stomach/fasting. You should 

explain simply and briefly the research/trial methods you intend to use States: 

Randomized Trial: Sometimes, because we do not know which way of treating patients is 

best, we need to make comparisons.  People will be put into groups and then compared.  The 

groups are selected by a computer, which has no information about the individual ï i.e. by 

chance. Patients in each group then have a different treatment and these are compared. This 

way, the chances of something happening as a result of our choosing to put you in a specific 
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group or bias is reduced.  You should tell the patients what chance they have of getting the 

study drug/treatment: e.g. a one in four chance. 

Blind Trial:  In a blind trial you will not know which treatment group you are in. If the trial 

is a double blind trial, neither you nor your doctor will know in which treatment group you 

are (although, if your doctor needs to find out he/she can do so). This is done to ensure that 

the trial is carried out without a bias that may result from knowing which group you are in, 

which can adversely affect the results. 

Cross-over Trial:  In a cross-over trial both the groups have the different treatments in turn. 

There may be a break between treatments, a washout period, so that the effects of the first 

drug or treatment are cleared from your body before you start the new treatment. 

 

7. What do I have to do? 

Are there any lifestyle restrictions? You should tell the patient if there are any dietary 

restrictions.  Can the patient drive? Drink? Take part in sport? Can the patient continue to 

take his/her regular medication? Should the patient refrain from giving blood? What happens 

if the patient becomes pregnant? Explain (if necessary) that the patient should take the 

medication regularly and dangers of non-compliance. 

 

8. What is the drug or procedure that is being tested? 

You should include a short description of the drug or device and give the stage of 

development. You should also state the dosage of the drug and method of administration. 

Patients entered into drug trials should preferably be given a card (similar to an identify card) 

with details of the trial they are in. They should be asked to carry it at all times. 

 

 

9. What are the alternatives for diagnosis or treatment? 

For therapeutic research/trial the patient should be told what other treatment options are 

available. 

 

10. What are the side effects of taking part? 

For any new drug or procedure you should explain to the patients the possible side effects.  If 

they suffer these or any other symptoms they should report them next time you meet. You 

should also give them a contact name and number to phone if they become in any way 

concerned or in case of emergency.  The known side effects should be listed in terms the 

patient will clearly understand (e.g. ódamage to the heartô rather than ócardiotoxicityô; 

óabnormalities of liver testsô rather than óraised liver enzymesô). For any relatively new drug 

it should be explained that there may be unknown side effects. 
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11. What are the possible disadvantages and risks of taking part? 

For studies where there could be harm to an unborn child if the patient were pregnant or 

became pregnant during the study, States: 

ñIt is possible that if the treatment is given to a pregnant woman it will harm the unborn 

child. Pregnant women must not therefore take part in this study, neither should woman who 

plan to become pregnant during the study. Women who are at risk of pregnancy may be 

asked to have a pregnancy test before taking part to exclude the possibility of pregnancy. 

Women who could become pregnant must use an effective contraceptive during the course of 

this study. Any woman who finds that she has become pregnant while taking part in the study 

should immediately inform the investigator. 

Use the pregnancy statement carefully. In certain circumstances (e.g. terminal illness) it 

would be inappropriate and insensitive to bring up pregnancy. 

There should also be an appropriate warning and advice for men if the treatment could 

damage sperm which might therefore lead to a risk of fetal damage. 

If future insurance status, e.g. for life insurance or private medical insurance, could be 

affected by taking part this should be stated (if e.g. high blood pressure is detected). If the 

patients have private medical insurance you should ask them to check with the company 

before agreeing to take part in the trial. They will need to do this to ensure that their 

participation will not affect their medical insurance. 

You should clearly state what will happen if you detect or find a condition of which the 

patient was unaware. It is treatable? What are you going to do with this information? What 

might be uncovered (e.g. high blood pressure, HIV status)? 

 

12. What are the possible benefits of taking part? 

Where there is no intended clinical benefit to the patient from taking part in the trial this 

should be stated clearly. 

It is important not to exaggerate the possible benefits to the patient during the course of the 

study, e.g. saying they will be given extra attention. States: 

ñWe hope that both (all) the treatments will help you. However, this cannot be guaranteed. 

The information we get from this study may help us to treat future patients with (name of 

condition) betterò. 

 

13. What if new information becomes available? 

If additional information becomes available during the course of the research/trial you will 

need to tell the patient about this. States: 

ñSometimes during the course of a research project/trial, new information becomes available 

about the treatment/drug that is being studied. If this happens, your research/trial doctor will 

tell you about it and discuss with you whether you want to continue in the study. If you 

decide to withdraw, your research/trial doctor will make arrangements for your care to 
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continue. If you decide to continue in the study, you may be asked to sign an updated consent 

form. 

Also, on receiving new information your research/trial doctor might consider it to be in your 

best interests to withdraw you from the study. He/she will explain the reasons and arrange for 

your care to continue.ò 

 

14. What happens when the research/trial study stops? 

If the treatment will not be available after the research/trial finishes this should be explained 

to the patient. You would also explain to them what treatment will be available instead. 

Occasionally the company sponsoring the research/trial may stop it. If this is the case the 

reasons should be explained to the patient. 

 

15. What if something goes wrong? 

You should inform patients how complaints will be handled and what addresses may be 

available. Is there a procedure in place? You will need to distinguish between complaints 

from patients as to their treatment by members of staff (doctors, nurses etc.) and something 

serious happening during or following their participation in the trial, i.e. a reportable serious 

adverse event. 

 

16. Will my taking part in this s tudy be kept confidential? 

You will need to obtain the patientôs permission to allow restricted access to their medical 

records and to the information collected about them in the course of the study. You should 

explain that all information collected about them will be kept strictly confidential. States: 

ñIf you consent to take part in the research/trial any of your medical records may be 

inspected by the company sponsoring (and/or the company organizing) the research/trial for 

purposes of analyzing the results. They may also be looked at by people from the company 

and from regulatory authorities to check that the study is being carried out correctly. Your 

name, however, will not be disclosed outside the hospital/clinic/laboratoryò 

 

ñAll information collected about you during the course of the research/trial will be kept 

strictly confidential. Any information which leaves the hospital/clinic/laboratory will have 

your name and address removed so that you cannot be recognized from it.ò 

 

17. What will happen to the results of the research/trial study? 

You should be able to tell the patients what will happen to the results of the research/trial. 

You might add that they will not be identified in any report/publication. 

 

18. Who is organizing and funding the research/trial? 

The information should include the organization or company sponsoring or funding the 

research/trial (e.g. Govt. agency, pharmaceutical company, NGO, academic institution). 
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The patient should be told whether he has to pay for drugs/tests, the doctor conducting the 

research/trial is being paid for including and looking after the patient in the study.  

 

19. Will the drug be made available after trial is over? (new drug requires continued use, 

till it is marketed in India)  

Please explain to participant regarding the query of avaibility of study drug. 

 

20. Who has reviewed the study? 

You may should mention that IEC has reviewed and approved the study (you should not 

however list the members of the Committee). 

 

21. Contact for further information  

You should give the patient a contact address for further information. This can be your name 

or that of another doctor/nurse involved in the study. Name of the PI, Address, Telephone 

Numbers and Name of the Member Secretary of Ethics Committee and address with 

telephone numbers. 

 

Remember to thank your patient for taking part in the study! 

 

The patient information sheet should be dated and given a version number. 

The Participant Information document should state that the participant will be given a copy 

of the information sheet and the signed consent form. 

 

_______________________ 

Signature of PI 

Name__________________________    Date_________________ 

 

 

 

**Please see AP6/V1: page-217, Guideline to prepare Patient Information Document for study 

with only sample collection and no intervention. 
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AN8-V1/SGSOP 03/V1 
 

Consent Form (English) 

 

Study Title_______________________________________________________________ 

Study Number____________________________________________________________ 

Subjectôs Full Name _______________________________________________________ 

Date of Birth/Age_________________________________________________________ 

Address ________________________________________________________________ 

_______________________________________________________________________ 

 

1. I confirm that I have read and understood the information document dated ___________for 

the above study and have had the opportunity to ask questions. 

OR I have been explained the nature of the study by the Investigator and had the opportunity 

to ask questions. 

2. I understand that my participation in the study is voluntary and that I am free to withdraw at 

any time, without giving any reason and without my medical care or legal rights being 

affected. 

3. I understand that the sponsor of the clinical trial/project, others working on the Sponsorôs 

behalf, the Ethics Committee and the regulatory authorities will not need my permission to 

look at my health records both in respect of the current study and any further research that 

may be conducted in relation to it, even if I withdraw from the trial. However, I understand 

that my Identity will not be revealed in any information released to third parties or published. 

4. I agree not to restrict the use of any data or results that arise from this study provided such a 

use is only for scientific purpose(s). 

5. I permit the use of stored sample (tissue/blood) for future research. Yes [  ]      No [  ] 

6. I agree to take part in the above study. 

 

Signature (or Thumb impression) of the Subject/Legally Acceptable Representative:__________ 

Signatoryôs Name___________________________________Date________________________ 

Signature of the Investigator___________________________Date________________________ 

Study Investigatorôs Name ____________________________  

 

Signature of the Witness _____________________________Date________________________ 

Name of the Witness ______________________________ 

 

Received a signed copy of Participant Information Document and Consent Form. 

 

Signature (or Thumb impression) of the Subject/Legally Acceptable Representative:__________ 

Date_______________________ 
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( ñhttp://www.google.com/transliterateò ) 
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