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PREFACE

SGPGI constituted its Bt 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 thel983 version of WMA Helsinki
Declaration. The Comittee 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 Documewvese published during the
next 10815 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 ffedint 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 lmeeoticed 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 pragcts 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 Institdte
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. | hope this will not only facilitate ergedite project
approval but al so ensure that no I mportant
overlooked.

I would like to thank the members of the SOP Team for their dedicated effort in preparing
an excellent initial draft and Fat¢yland IEC members for constructive suggestions. My special
thanks are due to Dr. Roli Mathur of ICMR and Dr. Amita Aggrawal for valuable inputs. | hope
the document is Ouser friendlyd and we would

versions.

(B.N. Dhawan)
ChairmanlEC, SGPGI
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1.1  Purpose

This Standard Operating ProcedureSOP defines the process for writing, reviewing,
distributing, and amendin§ORs ofthe Institutional Ethics CommittedEC), SGPGIL.The SORs

will provide clear, unambiguous instructions to conduct activities ofkein accordance with

the Good Clinical Practes For Clinical Research In India by Central Drugs Standard Control
Organization(2001),t he | CMR gui delines 2006, Schedul e 0
Amendment 28 Jan 2005), WHO Operating Guidelines for Ethical Review Committee that
Review Biomedtal Research, and ICH (International Conference on Harmonization) Good
Clinical Practice (GCP).

1.2 Scope

This SOPcovers the procedures of writing, reviewing, distributing, and amerg®@® within
the SGPGI.

1.3  Responsibility

It is the responsibity of Chairperson of théEC to appoint aSSOPteam to formulate th&OPR
SOPteam draft a SOP, gesit reviewedand approved by thiEC members andmendst as and
when required. All members dEC will review the SOP and gproval will be given by
Chaimpersonof IEC. TheSORs will beaccepted by Director, SGPGI

Bioethics cell

e Co-ordinateactivities of writing, reviewing, distributing, and amendBgFs.

e Maintainon file all currentSORs and the list 05OFs.

¢ Maintainan upto-date distribution list ofachSOPcirculated tdEC members

e Maintain a record of the investigators to wh8@Fs are distributed againstrequisition

e Ensureall IEC members and involved administratis&ffs haveaccess to th8OF.

e Ensurethe IEC members and involvedtaffs ae working according to currentersion of
SO

e Maintain a file of all pasfORs of thelEC.

e Assist in the formulation ddOPprocedurs.

SOP team (will consist of Member Secretarof IEC and one or two othenembersof IEC
and/orBioethics cel):

e Assesss the request(s) folSOP revision in consultation with thdioethics cell and
Chairperson

Preparing Standard Operating Procedures (SOPs): Writing, Reviewing, Distributing & Amending SOPs for the Pageb
Institutional Ethics Committee
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¢ Propossnew / modifiedSORs as needed

e Selecsthe format and coding system f8OF.

e Draftsthe SOPIn consultation with théEC members and involved administragistaff.
¢ Review ofdraft SOPby IEC.

e Submit the draft for approval to Chairperson

Chairperson of the ethics committee

e Appointsone or moreSOPTeams
¢ Reviews and approves tiBsOFs.
e Signs and dates the approve0Fs.

IEC members and involved administtive staff

e Review, sign and dateOF.

¢ Maintain a file of allSOPs received

e Return all outof dateSOPs toBioethics cell
e Director accepts th8OPapproved by IEC

1.4  Detailed instructions
1.4.1 Identifying the need for new or amendment t&GOP

Any member of thdEC, faculty membersor investigators, can make a requiestrevision or
renewal ofan inconsistency / discrepancytime existingSORs or equests to desigmew SOPby
using the Request FornfAN5-V1/SGSOP 01/V1) This form is sumitted tothe Member
Secretary IEC. If IEC members agree to the requesie Chairperson wilappoint SOP team
which may also include 1 or 2 IEC membérhis team willrevise / formulatehe SOP If IEC
members do nagree to the request, no further action WéltakenThe Member Secretarwill
inform the person IEC member who made the request for modificatoérihe SOPin writing
about the decision.

1.4.2 Appointmentthe SOPteam
The Chairperson will constitute é8OPteam consistingf the MemberSecretay and oneor

more members of thiC and/or the Bioethics cellThe SOPteam will carry out the subsequent
steps (1.4.2.4.7).
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1.4.3 List of relevant SOPs

e Write down step by step all the procedures oflE@
e Organize, devise and, name each pracess
e Make a list ofSORs with coding reference (A1-V1/SGSOR01/V1).

1.4.4 Desigring a format and layout

EachSOPshould be given a number and a title that iseefflanatory and is easily understood.

A unigue code number with the form&GSOP xxVy will be assigned to eacBOP by the

Bioethics cell xx will be a twedigit number assigned specifically to a partic8@P  AiVo r ef er
to version of theSOPand fAyo wi | | be a numb8GSOROH\nst i fyi n
SOPnumber 01 with V=version no.1.

Each Annexure (AN)will be given unige code number with the form#&Nn-Vp/SGSOP

xx/Vy. e.g. ANLiV1l/ SGSOPO01/V1 indicates ANis Annexure;n is Annexure no.lyI is

versionno. 1, belonging to th&GSORI1/V1

Each AppendixXAP) will be given unige code nmber with the format APn/Vy e.g. AL/V1

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

Each SOP will be prepared according to the template forn8t&d Operating Procedures in

ANZ2i V1/SGSOP01/V1. Each page of thieOPwill bear a header ith the effective date which

is thedate of approval of th8OFs signed and dated by the Chairperdgg, and approved by

the Director.

The SOPnumber will be on the left hand corner of the header while the left hand corner of the
footer will bear the tle of theSOPand page number.

The first page o6OPdocument will be signed and dated by the authorslE@emembers who

have reviewed th&ORs, IEC Chairperson who haspproved and DirectoiSGPGIwho has

accepted th&ORs and subsequently tiBOPwill be implemente@® 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 @@fPwill be prepared by th8OPteam.

1.4.6 Review by @nsultation

e The draft SOP will be discussedvith members ofEC, administrativestaff and relevant

faculty members
¢ The finaldraft version will be forwarded to thel@airperson for review and approval by IEC
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1.4.7 Preparation and submission of final draft

e All the members ofEC will review thedraftfevisedSOP

e During the IEC meeting members can put forth their suggessibommentson the
draftfevisedSOP

e The suggestions agreed upon unanimously biE&Imembers will be incorporatezhd the
final draft SOPwill be formulated

e TheSOPteam would standdissolved once thE=C takes final decisionegarding th&SOPRP

1.4.8 Final Approval of new/revisedSOP

e The final version will be presented to théalrpersonfor approval. The Chairperson will
sign and date th8OPon the first page of thEOPdocument.

e This approved document will then be submitted to the DireBBR Glfor acceptance

e Two weeksafter thisdate of acceptance by the Director is declared as the effective date for
implementing the SOP

1.4.9 Implementation, distribution, and filing all SOPs

e ApprovedSOPRs will be impkemented from the effective date

e Approved SORs will be distributed tolEC members andEC staff according to the
distribution list (AN4-V1/SGSOR01/V1).

e When revised wsion is distributed, members will be requesteddestroy old versianA
copy of the old version Wibe archived in a master fila the Bioethics cell

e One complete original set of curreBORs will be archived in th&OP master file, by the
Bioethics celland maintained in th=C Office (Bioethicscell).

e Photocopies made from these official paper versions dd@fecan be considered current or
official, if stamped and signed by Member Secretary or authorized individual for distribution,
a log d which should be maintained (A\NV1/SGSOP 01/VL

1.4.10 Review and request for revision of an existingOP

e Any member of théEC, Bioethics cellor administrative staff who notices that curr&QFrs
have some lacunae or have any suggestions to improve a procedure should mtka a w
request, using a for (AN5-V1/SGSOR01/V1).

e |If IEC agrees with the request, the Chairperson will appoint an appropriate team to proceed
with the revision process. If the committee slowt agree, the lairperson will inform the
concerned individual wlnmade the request forvision.

e RevisedSORs will be reviewed and approved in the same manner aSQd%/(Section 1.4)
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e |EC shallreview theSOPperiodically or whenever necessanyd recordhe dates of review
in theSOPmaster file

1.4.11 Management and archiving of supersedd SOPs

OdSO should be retained and clearly marked
Bioethics cell The process of evolution of previo8©ORs of thelEC will be documented in a
defined format (AR8-V1/SGSOR01/V1).

Glossary

Effective date The date of approval of th8OFs signed and dated by the Chairperd&t,
acceptance by the Direct@®GPG| and subsequently tH&OPis implemented after 2 weeks of
that date.

IEC members Individuals servingas regular members of the Institutiorigthics Committee,
SGPGI The Committee has been constitubgdthe Director SGPGh accordance with the EC
membership requirements set forthSohedule Y, Drugs And Cosmetics act 1940; amendment
20" January 2005.

Master SOP files: An official collection of he Standard Operating Procedur8©P of IEC,
SGPGlaccessible to all staffEC members, auditors and government inspectors as a paper copy
with an official stamp on each page and the approval signainr@st page

Past SOPs of the IEC: A collection of previous official versions of &0 and relevant
information regarding changes and all preplanned deviations.

Requestors Investigators, Sponsors, CROs, Regulatory authorities, Hospital administrators, and
such others.

Revision date Date/year onvhichthe SOPmay be revised or reviewed.

Recipients Stakeholders who would receive a copy SDP, viz., two categories 1)EC
members 2) No#hlEC members i.e. investigators/sponsors.

SOPs (Standard Operating Procedures): Detailed, written instructions, in a c&in format,
describing activities and actions undertaken bylt&to achieve uniformity of the performance

of a specific function. The aim of tH&OFs and their accompanyirchecklistsand forms is to
simplify and standardizéhe functioning, whilst mataining high standards of Good Clinical
Practice.

SOP Team: A team of members including the Member Secretary, administrative staff, and any
other member ofEC as dentified by the chairperson whicverses the creation, m@paration,
review, orrevisionof thedesignatedeC, SGPGISOPR.
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AN1-V1/SGSOP01/V1
List of SOPs of Institutional Ethics Committee

> SOPTitle SorE
1. Preparing Standard Operating Procedu8$3F§): 01/ Vi

Writing, Reviewing, Distributing, & Amendin§OFs for the

Institutional Ethics Committee
2. Constitution ofinstitutionalEthics 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 Amendd Protocol/Protocol related documents 07/V1
8. Continuing review of Study Protocols 08/vV1
9. Reporting of Protocol Deviation/Ne@ompliance/Violation/Waiver 09/V1
10. Review of Adverse Events (AE) Reports 10/V1
11. Review of Study Completion Reports 11/VvV1
12. Management of Premature Termination/Suspension/Discontinuation of t| 12/V1
13. gtelzfl}/est for Waiver of Written Informed Consent 13/vVl
14. Maintenance of Active Project Files, Archival of Closed Files and Retriey 14/V1

of Documents
15. Documentation ofhe IEC Activities 15/Vl1
16. Dealing with Participants/Patients Requests and Complaints 16/V1
17. Appendices
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AN2-V1/SGSOPO01/V1

Template for SOP

Institutional E thics Committee

Title: Title which is selexplanatory and is easily understood

SOP No:SGSOPxx/Vy Page:aof b

Code SGSOP xx/Vy

Effective date: DD/MM/YYYY

AUthors: XXXXXXXXX
Reviewed by XXXXXXXX
Approved by: XXXXXXXXX

Acceptedby: XXXXXXXXX
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AN3-V1/SGSOP01N1

Document History of the SOR

Name of the SOP Version Effective date (ddmm-yy)
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AN4-V1/SGSOP 01/V1
Log of the IEC Members Receiving Printed Copy ofSOPs
No. | Name of recipients | Designation | SOP code | No. of Signature Date
number copies
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/SGSOPO01/V1

Request for Formulation of New SOPRevision of SOP

This form is to be completed by any membglEC, faculty of SGPGI or investigators,
whenever a problem or a deficiency in an SOP is idenitifeinew SORs 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 EC 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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ANG6-V1/SGSOP 01/V1

Log of Printed Copy of SOP Recipients

IEC, SGPGI

No.

Name d
Recipients

Designation

SOP code number

No. of
Copies

Date

10

11

12
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Flow Chart

IEC, SGPGI

Request for new or amendment to SOP

!

Chairperson discusses, if necessary tesis formed

!

SOP Team
+ Member Secretary

+« 2 or 31EC Members

Writing/Drafting of SOPS Review of SOPs by IEC Members

!

Approved by Chairpersone=——— 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 Da@2/10/2011 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 | EC has been established to formalize
promotion of high ethical staadds in clinical research, and teaching.

2.2 Mandate

The IEC through its delegated sobmmittees functions independently for maintaining
consistent ethical framework in research, and in the integration of ethical values into practice,
policy relatiorships, and organizational activities.

e 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.

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

e The terms of reference for the IEC are as follows:

U To ensure that all proposed research projects conform to standard national and international
ethical guidelines and thdignity, right and wellbeing of research participants is protected.

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

U Continuing education in research bioethics and ethical aspects of clinical practice by
seminars, worghops and interactive discussions for all categories of staff members including
nursing and paramedical staff.

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

e Assessments of risk benefit ratio, informed consent processretsome examples.

e 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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e 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 aof.subject

e Clinical ethics consultation.

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

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

e Initiate studies in ethics.

e Continuing education and trainingggrams to ensure that IEC members are qualified to
perform their specific duties.

2.5 Ethical basis

e The committee consists of members who collectively have the qualifications and experience
to review and evaluate the scientific, medical, and ethispécs of a proposed research
project/Clinical Trials.

e 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.

e In evaluathg 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.

e The IEC also seeks to be informed, as appropriate, by national/othertiicalmmittees
and researchers of the impact of the research it has approved.

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

i The ethical principles expressed in WMA Declaration of Helsinki (Adopted by tfe 18
World Medical Assembly, Heiski, Finland, June 1964, and finally amended by 59th WMA
General Assembly, Seoul, October 2008).

U It makes further reference to the International Ethical Guidelines like. The Nuremburg Code
(1945), the Belmont Report 1979, the CIOM International Etteatelines for Biomedical
Research Involving Human Subjects (Geneva 1993), and the European Convention on
Human Rights and Biomedicine 1997.

U The IEC establishes its own Standard Operating Procedures taking recognition of, Good
Clinical Practices For Clical Research In India by Central Drugs Standard Control
Organization (2001), the ICMR guidelines (2006), Schedule Y (Drugs and Cosmetics
Act 1940, amendment $QJan 2005), Operational Guidelines for Ethics Committees that
Review Biomedical Bsearch (WHO 2000), and IGECP, 1996.

e 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 researchhim 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 muHsectorial in composition. It will compes of a
Chairperson, Member Secretary, antl37active 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 merdre selected to have an
equitable representation of all specialties and gender. It includes scientific arsdigtific
persons, clinicians and natinicians, clinical pharmacologist, persons of the community, a legal
expert, a social worker/layperspatient 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 amaf welfare
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:

Chairperson (nat affiliated to SGPGI)

Member secretary (SGPGI faculty member)

Two faculty members of SGPGI

Dean, SGPGI

One to two clinicians (not affiliated to SGPGI)

Basic medical scientists

Clinical pharmacologist.

One legal expert or retired judge or mediegal expert
One social scientisgpresentative of negovernmental voluntary agency
10 One philosopher/ethicist/theologian

11.Lay person from the community

©X NGO ~wdE

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

Institute of Medical S@nces (SGPGIMS) in consultation with the existing Chairperson Institute
Ethics Committee (IEC) and the Academic Board.
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Criteria for selection of members:

e Members are selected on their personal capacities, based on their interest, ethical and/or
scientfic knowledge and expertise, experience in domain field and profile.

e Conflict of interest will be avoided when making appointments, but where
unavoidable, there will be transparency with regard to such interests.

¢ New members will & 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 IE@nembers:

¢ Interest and motivation

e Time and effort

e Commitment and availability

e Experience and education

e Respect for divergent opinions
e Integrity

2.6.2 Terms of appointment
2.6.2.aDuration

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

e 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.

e The members can be continueddatimere 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.

e A Member Secretary, Chairperson or member may be newly appbitec: 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.bRenewal
e The membership will be renewed after the stated term of 3 years.
e The processof 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.

e Designated members of the IEC who wish to attend IEC meetings as observers should read,
understand, accept and sign tlenfidentiality document in the Confidentiality/
Conflict of Interest Form (ANS/1/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 dsgualdication, 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.cResignation/replacement procedure

The members who have resigned shall be replaced by the appanatimority. 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 N@&presentative) 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.dTermination/disqualification procedure
A member may be relieved or terminated of membership in case of

e Conduct unbecoming for a member of the Ethics Committee.

¢ [nability to participate in the meetings.

e If a member fails to attend more than 3 consecutive meetings ofttieGnatter 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.

e In all such situations/circumstances, Director, SGR{B 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
e Name, age, gender, profession, and affiliation of IEC members will be publicized.
e Members must accept the appointment in writing.

e Submit CV (ANZV1/SGSOP 02/V1).
e Conflict of interest, if any, must be disclosed.
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e Members must apprise themselves of the esledocuments, 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 (AN1IV1/SGSOP 02/V1) at & 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 igatstasmember cannot
participate in the review and approval process for any project in which the member is Pl, Co
Pl or has any other potential conflict of interest.

2.6.4 Independent consultants

The IEC may call upon, or establish a standing fisinolependent 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 IE 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. thiesaitants must

sign the Confidentiality Document (ANZ1/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 peretipgrement 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 paré afgtitutional
community will fall primarily on the shoulders of this individual. The IEC must be perceived to

be fair and i mpartial, i mmune from pressure
investigators whose protocols are brought beforeritpther 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 tleenmittee 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 dflember 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 followiniginctions:

e SOP operations.

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

e Preparation, maintenance and distribution of study files.

e Organizing IEC meetings.

e Preparation of agenda and minutes of the meetings.

e Maintaining IEC documentation and archive.

e Communicating with IEC members and principal investigators (PIs).

e Arrangement of training for personnel and IEC members.

e Providing necessary administrative support for IEC related activities to the Member
Secretaryl|EC.

e 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 majochanges 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 bthe IEC members

The Committeeds primary responsibilities wi

confidentiality of the research subjects.

e Review and discuss research proposals submitted for evaluation.

e Review progress reports and monitagoing studies.

e Monitor SAEs and recommend appropriate action(s).

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

e Declare conflict of interest, if any.

e To carry out work delegated by Chairperson and Member Secretary.

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

e To provide information and documents related to training obtained in biomedical ethics and
biomedical research to the Bioethics cell.

2.10 Quorum requirements

e 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.

e The quorum must include at least one member whose expertise is irsai@atificarea, 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

e Decision is arrived at by consensus, if consensus not possible, voting is catried

e 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
qguorum for formally convened full board meetings.

e Any committee member with a&onflicting 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 cosensus, 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 Clinicadtiees for Clinical Research i

India by CentraDrugs Standard Control Organization (2001), ICMR Guidelines for Research
involving Human Subjects 2006, Schedule Y of Drugs and Cosmetics Act and>CPFH
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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 ebd®rver for the
first board meeting.

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

e The institute shall support participation of IEC members in bioethics workshop/conference
once a year. The regsteshould 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

e A guantitative evaluation of the activities of the committee in a year.
e List of the research proposals reviewed in a year.
e 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 ClinicablTAgreement
(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,[3aPGI 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 (AN8V1/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 regulayoapprovals are available for the concerned trial.

2.15 The Institute will charge a minimum Rs. 25000/ as an administrative charges feom th

Sponsor/CRO of clinical drug/devitetervention trial for IEC submission. This may be
exempted in case of Acadeammnstitution 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 indeendent body whose responsibility
is to ensure the protection of the rights, safety, dignity andbeellg of human subjects
involved in a clinical trial and to provide public assurance of that protection

Independent consultants Professionalsvith advanced training and expertise in the medical or
nonrmedical 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

"""""""""

rrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrr

eééeecéeecééececéecééecéecééeeceéecééeeceecéeccecee
herein referred to as the AUndersignedo, have
Ethics Committee (IEC), would be asked to assess research studies involving human subjects in
order toensure 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 d&Ghis based on individual

merits and not as an advocate orresgntative of a home province/territ@myhmunity nor as

the delegate of any organization or private interest;

Whereas, the fundamental duty of an IEC member is to independently reviewhesetocols
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 oraeeritothe trust and
confidence of the communities in the protection of the rights andbe#lh 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, \oleged

nature shall be identified accordingly.

As such, the Undersigned agrees to hold all Confidential or Proprietary trade secrets
(Ainformati ono) I n trust or confidence and a
purposes, shall not be uséar 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 Urdersigned 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 istcangist wi t h t he |7
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 | have faith

in the IEC and its Chairperson neanage the conflict issues so that the ultimate outcome is the
protection of human subjects.

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

of any activity in which | have a conflict of interest, excegpprovide information as requested

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

have in relation to any particular proposal submitted for review by the committee, and abstain
from partcipation in discussions or recommendations in respect of such proposals.

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

e A member is involved in a potentially competing research program.

e Access to funding or intellectual informatiamy provide an unfair competitive advantage.

e A memberdéds personal bi ases may interfere wit
If an applicant submitting a protocol believes that an IEC member has a potential conflict, the
investigator may request that the miger 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 mayleect to investigate the applicantods cl
In the course of my activities as a member of the IEC, | may be provided with confidential

i nformati on and documentation (AConfidenti al
measures$o 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 perpo®o ut si de t he Con
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 @ Committee member.

Whenever | have a conflict of interest, | shall immediately inform the committee not to count me
toward a quorum for consensus or voting.

|, ééééeéeéeéeéeéeéeée... €eé.. have read and |
terms and conditions &xplained 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

| hereby declare that | have no conflict of interest in my project.
1.

Signature d member

Name Date
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AN2-V1/SGSOP 02/V1
Confidentiality Document Form for Independent Consultants

| , 6éééééééeéécééécécécéeéeéeéeéeéecéecécécecece
eéé. .. (name and d-eenbe ofdEC urnerstandaithe copy (ies)rgiven to

me by the IEC is (are) confidential. | 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, | 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 megtin

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
provide written opinion regarding the assigned research proposal (IEC code no
eééeéeéeée. . and title of projectééeéeééeéeéeecéce
will not have any voting right during the meeting and you will have to sign confidentiality
document, which is enclosed fgour 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 th&Biws Cell, SGPGI after the meeting.

Yours faithfully,

Signature of the Member Secretay 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.

Youa e requested to attend the meeting of | EC
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 ®cretary 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
| , 6éééééééeééeécécébeéeéeéeéeéeceécécécéecece
eeéeéeéééécecceceeceeeeéeéééeée (name and designati on) u
invited to attend the IE@neeting scheduled né é é é e ééééé. at éeééé. . am/ pi
as an Observer. In the course of the meeting of the IEC some confidential information may be
disclosed or discussed. Upon signing this form, | ensure to take reasonable measures to keep the

information and discussion as confidential.

D~
D~
D~
D~
D~
D~

eeeeéé

Signature

-
-
D~
D~
D~
D~
D~
D
D
D
D
D

Name:

D
D
D
D
(O
D
D
(¢
(¢

Dat eé
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ANG6-V1/SGSOP 02/V1

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

| , eeéeéeéeééééééee., . .  -membenct IEG understand that the copy (ies)
given to me by the IEC is (are) confidential. | shall use the information only for the indicated
purpose as described to the 1B shall not duplicate, give or distribute these documents to any
person(s) without permission from the IEC. Upon signing this form, | agree to take reasonable
measures and full responsibility to keep the information as Confidential.

| have received copseof the following IEC documents:

o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D
o D D

D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D
D

Signature of the recipient

-
-
-
-
-
-
-

Nameééeééeééeeké
Designation and address

sz

Dateéééééeééé

([N
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AN7-V1/SGSOP 02/V1

CV for Members of the Institutional Ethics Committee

IEC, SGPGI

First Name

| Middle Initial

Last Name

Date of Birth (mm/dd/yy):

Sex

Professional Mailing Address (Include institution name):

Telephone (Offiee):

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

Signature: Date:

(Signature Required)
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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 S&pEGhe
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.

Whereasthe Second Party)

Whereas (SGPGI) and (the second party)

are wiling 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 respondiimesecond 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:

Overdl 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. spe¢ify 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, stsibbed betweethne
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 inforce for a period of (years from the diaté @ s
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 disputeor 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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Paties:

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) hereéareponsor
Whereas SGPGI engages in medical research that involves experimental and investigational

/////

products, drugs, devices or therapy and eéeéeéeéé
eéeéeéeéeéeéececeecéeéeéeéeéecécece.

Whereas SPONSER owns or has the right to such experimental or invesébptaducts,

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 SG
investigational products, devicesuds, for research purposes.

Now therefore, the parties agree as follows:

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

The Sponsor Agrees to indemnify, protect, def
employees against cost@xpenses associated with the diagnosis and treatment of undesirable
side effects, injuries, illness or reactions
drugs.

2. Loss, Damage or Liability
The Sponsor agrees to indemnify, proteetfend 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 specific
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
eééeeéeecééececéecééeéeper

(speify the amount of money)
occurrence combined single |Iimit and éééeéeéecee

(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 Cosrage.
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The Sponsor agrees to provide, at its own expense, attorneys to defend against any claims made
or actions filed against SGPGlI, its officers, employees. The Sponsor also agrees to pay any
settlement amounts or judgments levied against SGP&1ylosses 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 researchinwoi ng Sponsor és products, de
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 a@n. 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 Nameeéeéééeeeéée.

""""""

Signatureééééééééé

,,,,,,,,,,,

Seal éééeeeeeééée

,,,,,,,,,,,

Dateeeéeéeecéeecécece

SPONSOR Nameeéeéééeeeéée.

""""""

,,,,,,,,,,
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AN9-V1/SGSOP 02/V1
List of Members of Institutional Ethics Committee (201613)
Name Affiliation Gender | Expertise

Prof. B. N. Dhawan | FormerDirector, Central Drug Research Institut| Male Clinical
Chairman Pharmacologist
Prof. U. K.Misra Dean, Sanjay Gandhi Postgraduiaigtitute of Male Neurologist
Dean and Member | Medical Sciences
Prof. Sunil Kumar | Prof. Dept. of Radiodiagnosis, Sanjay Gandhi | Male Radiologist
Member Postgraduate Institute of Medical Sciences
Dr. AmitaAggrawal | Addl. Prof. Dept. of Immunology, Sanjay Gand Female | Immunologist
Member Postgraduate Institute of Medical Sciences
Prof. M. K. Mitra FormerHOD, Medicine, Chhatrapati Shahuiji Male Physician
Member Maharaj Medical University
Justice K. L Sharmal FormerJudge, Allahabad H@nd former Male Legal expert
Member Chairman, State Plib Service Tribunal,

Lucknow
Dr. R. C. Saxena FormerDirector & Head Pharmacology, Male Clinical
Member Chhatrapati Shahuji Maharaj Medical University Pharmacologist
Dr. J. S. Srivastava | Deputy Director/ScientisE, Division ofClinical | Male Clinical

Member

& Experimental Medicine, Central Drug Resear
Institute

Pharmacologist

Dr. S. Srivastava Senior Research Officer, Sanjay Gandhi Male Scientist
Member Postgraduate Institute of Medical Sciences

Dr. Bharti Gandhi FoundemDirector of City Montessori Schaol Female | Lay person
Member Lucknow

Shri Vijay Acharya | Advocate, Lucknow Male SocialScientist
Member

Dr. Subhashradav | Addl. Prof. Dept. of Endocrinology, Sanjay Male Endocrinologist

Member Secretary

Gandhi Postgraduate Institute of Medical Scien
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AN11-V1/SGSOP 02/V1

Confidentiality Document Form for Faculty/Observer visiting Bioethics Cell
| , 6éééééééeééeéécécécécéceéeéeééecécéceéecece

€eeééeééééé e e e e . (nameanddesignat) undestand that | visitedBioethics Cell
onééeéeééeeééeée. at € éé e . a mlhhercourse of the meetinmgthe Bioethics
Cell some confidential information may be disclosed or discussed. Upon signing this form, |

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

-
-
-
-
-
-

eeéeeé

Signature

-
D~
D~
D~
D~
D~
D
D
D
D
D

Name: é

o
o
o
o
o
o
o
D
D

Dat eé
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Flow Chart

IEC, SGPGI

Director, SGPGI

Institutional Ethics Committee, Bioethics Cell

Dean, SGPGI

A 4

Office Bearers

+ Chairperson
+ Member Secretary

+ Bioethics Cell

! !

Composition Selection Criteria

* Chairperson *Time
*Member Secretary *Interest
*7-13 Members *Education

*Experience

! !

Terms of Appointment Conditions of appointment

*Duration *Acceptance
* Renewal *CV
* Resignation *Confidentiality documen

* Termination *Training
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Institutional Ethics Committee
Sanjay Gandhi Postgraduate Institute of Medical Sciences
(IEC, SGPGI)

Title: Management of Protocol Submissions

SOP Code: SGSOP 03/V1 Date : 02/10/2011 Pages: 42
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3.1  Purpose

This SOP is designed to debe 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:

e Submission for initial review.

¢ Resubmission of protocols with modifications.

e Protocol amendments andyaother amendments.
e Continuing review of approved protocols.

e Projectcompletion/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 theid®ns to Pl in a prescribed format.

e 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 Resrch  Committee  (RC)/scientific committee
SGPGI/departmentalommitteédoctoral committee before submitting to the Bioethics cell
for ethical review in IEC (AN4V1/ SGSOP 03/V1) meeting along with institute Research
Committee (RC)/scientific commtee SGPGtepartnental committeédoctoral 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:

e Initial review applicabn

e Resubmission with corrections

e Protocol or any other amendments

e Continuing review of approved studied
e Study completion/termination
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3.4.2 Verification of contents of submitted package

e Check the applicatiordocuments to ensure that all requirednfe 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 Oiriginal Application form for Initial Relew or Project submission form (ANI1/ SGSOP
03/V1)

o Study protocol

0 Other related documents necessary for initial review (AN2-WI/SGSOP 03/V1)

e Check completeness of necessary information and signature at all appropriate places in the
application form sbmitted for initial review.

e Notify the applicants, if a package is incomplete.

e State clearly the items missing in the kage on the protocol submissidotument receipt
Form (AN14V1/SGSOR03/V1).

The Bioethics cell will:

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

e Return one copy of the (ANIM1/SGSOP 03/V1) to the applicant for their records

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

e Store the hard copies and sapy 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.

e The project file KAxya0n iwdee& lewiilAuyshrealgee@ld s N
Axo0 is abbreviation fAyds wielrli abenbypefofprpr e
extramural, I P for intramural , WiHdefo®tECt hes i s
meeting numberThis 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.

e Record the date of reipg, 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 031).
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. Project submission form

. Essential documents

. Protocol of the study

. Case report form

Participant/volunteer information documents

. Consent Form (AN&1/SGSOP 03/V1 and AN1U1/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 seguidelines for device based studies in Appendié€sl8/V1) and include detailed
as mentionethere.

O 0T WN

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 lildren / adolescents betweenl® years of age are participants in the
trial) - in English and Hindi and any other language if necessary (A{NBGSOP 03/V1
and ANSV1/SGSOP 03/V1)

2.l nvestigatoro6s brochure

Case report form (CRF)

4. One page, recent, signeahd dated curriculum vitae of the investigators indicating
gualifications 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 nati@hand 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 applicafslem appropriate regulatory authorities i.e. DCGI, DGFT
approval (for export of study samples), ICMR, DBT, DS3EAC (use of recombinant
DNA), other local government agencies.

8. All clinical trials with any stem cells shall have prior approval of InstingldcCommittee for
Stem Cell Research and Therapy-@CRT), 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 Thefldp¥C-SCRT); except that
International Collaboration shall also have prior approval of NFTRT and respective
funding agency as per its procedure/or Heal't

9. For exchange of biological material in international colfative 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

w
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11.Insurance/Indemnity policies, indicating who are covered

12.Clinical Trials Registryindia (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 changein funding agency/status of approved project:

e If there is change in funding status/agency of approved project; Pl should inform same to
IEC through the Bioethics cell stating the title of project, IEC code and date of approval and
P1 should also state ththere are no changes in title, design, methodol®dlyg.Bioethics cell
will notify to the IEC andPI will be given fresh approval lettéor administrative purpose (if
requested by PI)

3.7  Resubmission of protocols with corrections as per IEC suggésihs

e For resubmitted protocdb IEC, the Pl will submit 14 copies of the amended Protocol and
related documents along with justification for amment, and clearly
highlightedtlemarcated sections which have undergone amendment.

e The Bioethics cell will vafy the completeness and confirm that the copy contains the
modification highlighted with respect to the earlier protocol.

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

3.8  Research protocol amendments andther study related documents

e The PI will submit 14 copies of the protocol amendments or any other study related
documents to the Bioethics cell

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

e The Plwill 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

e The Member Secretary in consultation with Chairperson will degitsher 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

e The Bioethics cell will send reminders for amah report to Individual Pl, 15 days prior to the
expiry date of approval, which usually is one year from the date of approval letter

e The Bioethics cell will receive 14 copies of Annual Study / Continuing Review Report in the
prescribed format and|lsgeddocuments (as per SGSOR\I8B) for each approved protocol

e The Bioethics cell will verify the completeness of the Continuing Revigpliéation Form
(AN1-V1/SGSOP 08/1), progress report/request letter for extension of approval of the
project. The Bioethicsell will sign and date the documents.

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

3.10 Project completion

e The Bioethics cell will send reminders for completion report to Individual Pl, 15 days prior
to the date of completion.

e The Bioethics cell will receive 14 copies of Study Completion Report in thscpbed
format (as per SGSOP A1l).

e The Bioethics cell will verify the completeness of the St@lympletion Report Form
(SGSOP 1MV1) filled by the PI

e 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

l nvestigator @dhebrowlewste gat or glaionBfrtte clinicaraed (| B)
nortclinical 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
considerationgnd 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 copiesand a CDrequired)

A. ldentification details:

*|EC Code No.( To be filled by the Bioethics cgll
Study/Protocol No. (For drug/device trialany otheyto be filled by PI):

Type of project: Intramural [ ] Extramural [ ] Drug trial/devise [ ] Independent [ ]
MD/DM/MCh/PhD/SRF Project [ ] Collabaative [ ] Other [ ]

Status of review New [ ] Revised [ ]

Proposal Title: éééééeééecéeééeéeéeceééeeéecké

D~
D~
D~
D~
D~
D~
D~
D~
D~
D~
D~
D~
D~
D~
D~
D~
D~
D~

eeeeééeeeceééeecececeé

B. Investigator details:

Name, Designation | Departmental Tel Signature
& Qualifications Nos. & Email ID

**P|/Guide

1. Co-Pl/Co-Guide

/Collaborators

2.

**4. Student

**One page recent, signed and dated curriculum vitae of the investigators indicating qualifications and relevant
experience fonew or investigator outside SGPGbr 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) Governmentc Centralc Statec Institutionalc
b) Private c

3. International: Governnentc Privatec UN Agenciesc

4. Industry: Nationalc Multinationalc

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:Epidemiologicakc Basic Sciences Behavioralc
Clinical ¢ Interventional Single Centre Multicentrec
2. No. of participants: SGPGI Total (if muttentre)
Patient*
Control*

3. Duration of study:

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

*Please mention sample size calculataom source of controh 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

Drugsc Devicesc Vaccinesc Radiopharmaceutical
Recombinant DNA/Gene therapy Stem cellc (need BARC approval)

(need DBT GEAC approval
Indian Systems of Medicines/ Alternate systems of Medicine

Any Otherc Nonec

(NASCRT reggtration and approval)

2. Is it approved and marketed
In Indiac UK & Europec USAc Other Countries, Specify__ |
3. Does itinvolve a change in use, dosage, route of administration? Yesc Noc
fyes whet her DCGI 6s/ Any ot her Regul atory A
Yesc Noc
If yes, copy of permission attached. c Yes Noc
4. Is it an Investigational New Drug? Yesc Noc
If yes
a.lnvestigatordés Brochure encl oYescd Noc
b. Preclinical studies data available (If yes, provide summary) Yesc Noc
c. Clinical studies data available (If yes, providersnary) Yesc Noc
d. Clinical studyis Phaselc Phasellc Phaselllc Phase IVc NA c
If phase I-IIl will the drug/device be provided free? cYes Noc
If phase IV will the drug/device be provided at cost less than cYes Noc
Hospital pharmacy?
e. DCGlI 6s permission obtained Yesc Noc
If yes, copy of letter enclosed c YesNoc
f. Registered with Clinical Trial Registiylndia Yesc Noc
g. If yes copy of certificate enclosed c Yes Noc
5. Data monitoring
a. Isthere a plan for reporting of adverse events? Yesc Noc
If yes, reporting will be done to Sponsoic IECc
b. Is there a plan for interim analysis of data? c YesNoc
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6. Provision for travel/treatment due to injury out of study Yesc Noc

If yes, by Sponsoc Investigatorc Insurance Company Any Otherc

F. Details of participant of study:

1. Will subjects from both sexes beecruited: Yes|[ | No|[ ]
2. Inclusion/exclusion criteria given: Yes|[ | No|[ ]

3. Type of subjects: Volunteers [ ] Patients [ ]
4. Vulnerable subjects Yes | ] No|[ ]

(if Yestick the appropriate boxes)

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

llliterate [ ] Handicapped [ ] Terminally ill[ ] Seriouslyfill]
Mentally challenged [ ] Economically & socially backward [ ]  Any other [ ]

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

(if Yestick the appropriate boxes)

Captives [ ] Ingtitutionalized [ ] Employees [ ] Students [ ]
Nurses/Dependent [ ] Staff [ ] Armed Forces [ ] Any Other [ ]

G. Privacy and confidentiality:

1. Study Involves Direct Identifiers Pt. identified by name/Cno.) c
Indirect Identifiers/Coded (Pt. identified after break of code) ¢
Completely Anonymised /Delinked (Pt. cannot identified) c
2. Confidential handling of data by staff Yes c Noc
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H

IEC, SGPGI

. Detail of sample collection (If no sample being collected, move to next section i.e. |):

A

1.

4.

B

1.

If

. Regarding sample collection

Collection of organs or body fluids or blood. Ifyes, pease specifyres c

Type:
Amount each time ml Total ml

No. of time in 2 week

Collection of fetal tissue or abortus. If yes, jgase specify Yes c

Noc

Noc

Use of preexisting/stored/left over samples. If yes, lpase specifyyes c

Noc

Proper disposal of material Yes c
. Special situation
Will any sample collected from the patients be sent abroad? Yes c

yes, give details and address of collaborators

Noc

Noc

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

b.
2.

SO, reasons

Has necessary clearance been obtained Yes c
Collection for banking/future research Yes ¢

Noc
Noc
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I. Participant Information Document (PID) and Consent Form:

IEC, SGPGI

1. Consent *Written c Oral c Audio-Visual C
Patient Information documents and consent form attached : (Tick the included elemen|
Understandable language c Alternatives to participation c
Statement that study involves research c¢ Confidentiality of records c
Sponsor of study c Contact information Cc
Purpose and procedures c Statement that consent is voluntary
Risks & discomforts c Right to withdrav c
Benefits c Benefits if any on future c
Consent for future use of material biological
Free supply of drug till it is not marketed in country if necessary
Compensation for study related injury
Translation of Participant Infornian Document (PID) in local Language
2. If healthy volunteers, PID for them Yesc Noc
3. If participant is child, PID for parent Yesc Noc
4. PID and Assent Form for child 818 yrs Yesc Noc
5. Consent formin Englishc Local Languages

(For participant/healthy volunteer/parent/legal guardian)
6. Who will obtain consent?PI-Co-PIc  Nurse/Counslorc

Research Staft Any Otherc

*I' f written consent is not obtained, ¢
J. Will any advertising be done for recruitment of Subjects? Yesc Noc

(Posters, flyers, brochure, websitei$ so attach a copy
K. For archival of record by Bioethics cell for moreYesc Noc Not applicablec

than 5 years required

I f yes, for how many yearsééeéeéeeéeéeéeéeé
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L. Risk and benefits:

1. Is there physical/social/psychological risk/discomfort? Yesc Noc
If yes, Minimal or no risk C
More than minimum risk c
High risk c

2. Isthere benefit a) to the subject? cY&oc

Direct c Indirect Cc

b) to the society Yesc Noc

3. Do you think that the risk is in commensurate with the benefits to be accrued
subjects/community/country? Yesc Noc
4. Please identify theethical issues involved in your study

M. Do you have conflict of interest? Yesc Noc
(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 measuregtistical analysis and whether it is of national significance with

rationale (Attach sheet with maximum 500 words € é é é é e .
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Signature of PI

Name Date
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AN2-V1/SGSOP 03/V1

Consent of Head of the Pl O&6s Depart

D~

Date: éééeée

I have revi ewed t he project Nnéeeééeeééeeée
eéeéeéeéeéeéeéé Principal Investigator from myegpartmentl endorse the
project and have 06 mborconbijeaton by &thids committee.s u b mi ssi o

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

D~
D~
D~
D~
D~
(¢}
(¢}
(¢}

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

Research Committee/Departmentommittee/Doctoral Committee/Scientific Committee
Approval

Research committee/departmentommittee/doctoral committee/scientific committee

approval

The project teictéle @ é enNéccbéccbéé é ¢ 6 € é 0 wi t h

accompanying documents listed above was reviewed by the Research committee/de
committee/ doct or al commi ttee/ scientific comry
committee has granted approval on the scientificeadrf the project. The proposal may n

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

,,,,,,,,,,

eeééeéééééeeéesignature of HRe&rch*ConSnitee) /& tinachay

of doctoral committee or scientific committee

,,,,,,,,,,

Name: écdeéeé. . eéeeceé. ée.

D

Date: ééeééeéeecéee. . e.

*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/devicetrials

The PI slould also attach a copy ofinutes ofi Research committee/ depar
/[ doctor al commi ttee/ scientific committeeo
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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 princigl 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. 1 confirm that | will initiate the study only after obtaining all regulatory clearances.

2. | 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. | confirm that the CdPl and other members of the study team have been informed about their
obligations and are qualified to meet them.

4. | 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 accuraterad 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. | will inform the IEC and the sponsors of any unexpected or seddusrse event at the

earliest and definitely within seven days of its occurrence.
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7. 1 will maintain confidentiality of the identity of all participating subjects and assure security
and confidentiality of study data.

8. | and my colleagues will comply with staory obligations, requirements and guidelines
applicable to such clinical studies.

9. Iwillinform IEC if there is change in funding agency/status.

10.1 will inform IEC of the date of starting the study within 2 weeks of initiation of the trial and
submit anoal progress repts and final report to Memberregretary, IEC within 4 weeks of

the due date.

Signature of Pl

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: éeéeéeeéeééceéeceéeceéecté

Name of PI:

Conflict of Interest

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

[ ]I have folbwing conflict of interest:

Signature of Pl

Name Date
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ANG6-V1/SGSOP 03/V1

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

Name:

Date of Birth (dd/mmlyy):

Sex:Male[] Female[ ]

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

(Include institution name)

Professional Mailing Address:

Study Sited Address:

(Include institution name)

Telephone (Office):

Mobile Number:

Telephore (Residence):

E-Mail:

Academic Qualifications (Most current qualification first):

Degree/Certificate

Year

Institution, Country

(Most current position first):

Current and Previous 3 Relevant Positions Including Academic Appointments

Month and Year

Title

Institution/Company,

Country

Brief Summary of Relevant Clinical Research Experience:

Signature:

Date:

*Signed and datedurriculumvitae of the investigators indicating qualifications and relevant experiencevioor investigato
outside SGPGlor of thestudent (MD/MS/DM/MCh/PhD) who has submitted thesis/project

Management of Protocol Submissions

Page64



Effective date: 20ct-2011 SGSOP G/V1 IEC, SGPGI

AN7-V1/SGSOP 03/V1

Guidelines for Devising a Participant / Legally Acceptablésuardian
Information Document (PID) in English

Guideline for preparation of the participant information document

While submitting your project report to the Institutional Ethics Committee, ensure tha
have included participant information document and an informed consent form that is p
as per the guidelines for GE&FDCO 2001, IE& i GCP, ICMR ethical guidelines 2006, and 1
Declaration of Helsinki. The document is important because it enables the participants
an informed choice. It also has got to be unique because no two research projects are
The participant information 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 fornkEnglish and Hindi (other

languags if required)

Font: Arial

Size: 12

All the consent forms must have Version No, Date, Page tie footer

IS ETIEN

Separate participant information document and consent form forpatient/patient

quardian (when patient not able to give cosent)/ivolunteer/parents of children

(minor) and information document and assent form forchildren (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 nmition Document should contain
information under the headings given below, and preferably in the order specified. It should be
written in simple, nostechnical terms and be easily understood by a lay person. Use short words,
sentences and paragraphs.

1. Study Title

Is the title seHexplanatory 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/trigbtatety.
AYou ar eitebtetake gart in a nesearch/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 frien@gives 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 backgroundnd aim of the study should be given here

4. Why have | been chosen?
You should explain how and why the patigntunteerwas chosen and how many other
patients will be studied.

5. Do | have to take part?
You should explain that taking part in the researi/fis entirely voluntaryStates:
Al't i s up to you to decide whether or not tc
given this information sheet to keep and be asked to sign a consent form. If you decide to
take part you are still free twithdraw at any time and without giving a reason. This will not
affect the standard of care you receive. o

6. What will happen to me if | take part?
You should say how long the patient will be involved in the research/trial, how long the
research/trial will st (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 use@ment and if
travel expenses are available. What exactly will happen e.g. blood teais, xnterviews
etc.? Whenever possible you should draw a simple flow chart or plan indicating what will
happen at each visit. li¢h?aSet dawn eleatlyhwbat yowa t i e n |
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/imaethods you intend to uStates:
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, whic ha information about the individuali.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 redude 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 nooyr 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 adversglaffect the results.

Cross-over Trial: In a crossover 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 bodfpleeyou start the new treatment.

7. What do | 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 rgular 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 rympliance.

8. What is the drug or procedure that isbeing 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 daith(2o 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 @p&ons
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 iye 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 wi || clearly wunderstand (e. g. 0dam
Oabmdrimies of |liver testsodé rather than oOr ai
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 haomah unborn child if the patient were pregnant or
became pregnant during the stuSitates
Al ot i's possible that i f the treat ment i's gi
child. Pregnant women must not therefore take part in this study, neteld 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 coriivacgyring 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 lifesurance 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 pan 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 gming 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 stad 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 attentBtates:
AWe hope that both (all) the treat meeadt s wi |
The information we get from this study may help us to treat future patients with (name of
condition) bettero.

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 thiStates:
ASometi mes during the course of a research |
about the treatment/drug that is being studied. If this happens, your research/trial doctor will
tell you about it and dcuss 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. O

14.What happens when the research/trial study stos?
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 tsthghis is the case the
reasons should be explained to the patient.

15.What if something goes wrong?
You should inform patients how compits will be handled and whatddresgs may be
available. Is there a procedure in place? You will need to distindgpgishieen 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 study be kept confidential?
You wi || need to obtain the patientods per mi
records and to the information collected about them in the course of the study. You should
explain that all information collected abdbem will be kept strictly confidentiabtates:
Al f you consent to take ©part i n the resear
inspected by the company sponsoring (and/or the company organizing) the research/trial for
purposes of analyzing the rétsu 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, wil/| not be disclosed outside

AALl I i nf or makout you dwing lthe eaunseeal 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 ca

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 whethee has to pay for drugs/testege doctor condustg 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 participarggardingthe 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 patientantact address for further information. This can be your name
or that of another doctor/nurse involved in the stidiyme of the Pl Address, Telephone
Numbers and Name of the Member Secretary of Ethics Committeend address with
telephone numbers.

Remenber 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 tegned consent form.

Signature of PI

Name Date

**Please see AP6/V1: pag@17, Guideline to prepare Patient Information Documentstody

with only sample collection ando intervention
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AN8-V1/SGSOP 03/V1

Consent Form(English)

Study Title
Study Number
Subjectds Full Name
Date of Birth/Age
Address

1. | confirm that | have read and understood the information document dated for
the above study and have had the opportunity to ask questions.

OR | have been explained the nature of the study by the Investigator and had tharofyport
to ask questions.

2. | understand that my participation in the study is voluntary and that | am free to withdraw at
any time, without giving any reason and without my medical care or legal rights being
affected.

3. | understand that the sponsor of theiclio a | trial/ project, ot hers
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 irelation to it, even if | withdraw from the trial. However, | understand
that my Identity will not be revealed in any information released to third parties or published.

4. | agree not to restrict the use of any data or results that arise from this stuidiggranch a
use is only for scientific purpose(s).

5. | permit the use of stored sample (tissue/blood) for future resééesti.] No [ ]

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

Signature (or Thumb impression) of the Subject/Legally Acceptable Seyedive:
Signatoryds Name

Signature of the Investigator Date
Study I nvestigatordés Name _
Signature othe Witness Date

Name of the Witnhess

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

Signature (or Thumb impression) of the Subject/Legatigeptable Representative:
Date
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AN9-V1/SGSOP 03/V1

(3T & & for@a & forw Ahttp://www.google.com/transliterated & foich T TEAT of Thd §)

ufasmef & fore Faar g3

1. 3egga MNYF
FT 3T T eI Mh TP 3TH 3 & A AT §2 Ife a1, O 3T Th
fafcs gt v MiFeT AT Fhd & |

2. fAF0T Igee

3R GHASATAT AT fof AT B Teh 31TT/ MY TLIETOT H HET ofd & forw whgr
ST @ ¥, Rrafef@a ue seer

3T &l Th AETTA / MY GUGTOT A AT o & forw A>T fpar o7 -1 & | 589
g 3TUdh ToIU Ig THASAT & & H Ig 0TI FA) fhar a1 @I & 3R 398 o=
oot fErer & | PUIT T IUAT TAT ARG 5T AT B U TAT A
{=BIgaR 3ua 33, afiaar qur e Rifscas & g gt & | 3R AT F B
STAGRT THS F e 3T & AT 3R AMRT a7 & ad10 | 3T U1 AT ABTId?
T FIAT B U¢ 3R TATT HT 37T 34T H HIT AT TTed & Dl el |

3. ETIA BT 35T AT §7?
gsafE 3R JCTTT & 3T A FAFBRT T AT F TeT ol AT |

4. A FTH YA $ forw ol gaAT TAT $?
SN &l AT fepar ST & |

5. &A1 SHA HI AT ofT Fifgw?

BUAT T HEM Bl AT b IFHAU / TRETOT H HWT ofd & GO e T Tosehdn
% | 3mu FFafef@a Rare &1 sEddATT R Thd §: -

"gg 3T W fFHT & AT 3T B HIeT AT Aifew Hr A | Il 3T HT S 1 el
FA & Al 3T P 30 9 Y@ & forw v gaar o fear soen 3R e dwafa
HH TR SEAIER ¥ & orw el Srwen | IfE 3ma & H1er o &1 e frar R
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o RpEr off FHT O PRUT aug HOT F o & T TaaH & | 3§ PHRUT 1T &
gollsl # s OGF =gl Tgan |”

6. AJ AT AN AR I 3H AT F AT oar § ?

T P Ig IATT AIfer Hr gfadmef & fhaa @org & forw g & Hr o § 3R
Ig 37eTT fopdar AT T | z ORr Ig Y garer a1em 1 HEN A feaer ar 3R
fepaer et & forw gdieror & forw reudrer & 3mar @19 | 37T ufaHeh & Ig off
gare & 38 FEUArer # T fafse & remar 3mar ghn 3R 39 gare f e
ST BT @Y R &I B19m 2 3T PN @ Ig off aaTT Y 3H T W W aR Pl
Y ST AT B |30 Ufadmelt 1 I ot aare fr s w2 fHEAey ael |
gfaameft & ¢ for@ar I8 Qf9T & 38 7 JaYE! sRde AT aifew | 31T
UfaHTel @ 3T & A Tge@ & IR H JTIRI ST |

7. A FAT HIAT §?

FIT HETTT H AT o Sfaed Aol W TRAY dRE &1 Wb USIM? AT HEN &t I o
Iamw Hr 3 MR FH PSS Graur a¥dar gl | 3T ufayreh o a5 o aqmw &
FIT g AT P dE IMET AT Hhdl &2 FIT I Woldhe A AT of Fhdl &7 FIT I8
3UAT I I AT of HBAT &2 FIT 3 ITh &f & T difeu? AT I Y garw &
3T MHTA B AT W T HIAT T | Hef A [IfHa §T F car o &b I H
gdIT 3R 38 J o F JHA & IR H IdTT |

8. &ar a1 uferar &1 gdigror fopar ST /I & ?

3T &Y gar ar ufskar ar Fagw &1 v gferm faror A wfew | 3T @ 3a%
foera & IR & FARRY AT ART | 31T B gar H GAE 3R W T H A &
I} F AN e Tifer | afy AdF B car & gderon F anfdre frar srar € A
IY JCYTA P ATADPRY Pl Th UGl U ST IS ST 1T |

9. fAg a1 3UAR & v 31X fAaweT Far &2
Rifsrcahra aer / gdieror & forw Q9 3T TJg IdIT A 3TH IUAR & AT hiA

T fpeu suTey & |
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10. 3H T HIAT A & FAT GEAHT §?

fepelt oft 8 gar a1 ufehar & forw 3T ufqHEl Bl SHh THT GOIHT BT FHST ST
TIRT | Ife I 37 ar fopely ol 3= ofeyor & NfZT & Y 3¢ 379Tel IR o 31T A
oo 31T ar aarar @feT | 3T ¢ 3% 37T J1H IR W J9T a1 IfRe arfe
gfe & fepelt o murceprelieT AT & 3MT & HUD A Heb | A1 TEIANATT T HEN Bl
T AT F AR dAT for@ax a1 arfew | forady off a3 gar & forw 3rema
AT & G H QM DB TAT FAeAT AT |

1. 3T YA HIIT ol & FFATAT NT@A 3R JeharaT Far €7

HEIAA & Ugel IT 3P AR Afeell Il THAAT & ST & df g9 W Jhard &l
hdl &, 39 37T &Y 3T Al H Id=r B9m:

"gg THT & foF 3R U etadt Afker o 3uaR & forw fr Jrar € O e a=
P FHAT Qe | saforT Tl AR B 5@ T F T AF o Tk, S
3IRT e & R AT BT B FHHAT § Iog o ST JCTTT H AT TG ol
TifeT | foF ARAET B TyaEdr & GHEET § OF HEN BT g Th THTaEAT
QI&T0T & folT Fel ST Jbdr & | IfG 9T & & a 3o 39 JCTTT & oI T
THTR THTAAGUS BT sUMT T afen| ey o 3iRT & afe gar goar & f6 ag
M g AT &, A 38 XA FeduE Bl AT IAT AT | THEGEAT F A B
qraere & &Y |

3T TTTHTIN Y Teh SUYh ATl et g1l fHaa qeul & EhIo] T glel &l 3T
€ | gdieTor F T o & forT IEdd g A Ugel 1A BUT & A1 H Sd AT
TifeT foF 3P HNEY 3ahr Rifercar far o vanfera & e |

YR Ig TUY IdTET @en fop 31egaa & R 3T &l Ot ey ey & &3
AN P UES T AN ATCH & | 3T 37 FAT HLIN, T SHDT SATADKT Pl FAT DT,
3P IE Sh Bl oI el & aI?

12. ETA H AT oA b GHTAT AT AT &2
T gfaHTel Bl FCTTT H AT ol T 3HD SAN H TEIh 9?7 Ig TAE ®T A
HEl ST AT | T AGcAYUl & JETTA & ar # Ufaddnl & qeraees Ter adrl
aifew | afcd 38 3@ 9T F st AIfRT:
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"gH 3MAT & fo QAT (THY) IUIR & Ut HAee TR | BT, TS IMRE e &
Hbdl, SH JECTTT ¥ U AR &H AT F AN T FoITel F o forw Fige
frer TapdT & |0

13. T WM e PI$ dAS ATAPRT SUASH B ATl &2

afe qEU / TdEoT & G HfAR® PR 3Ueey & 1 ¥ 3T 3H aRX H
Ufaamely & gard | 3T HFT Aqe STAATT P hd &:

"HHT HHT Th AU TRANSAT / THETT & SR Sl / GaT & IR H a5
SITAGRRT 3T & STl & | 379 IfE AT BT & ar 3uds fAfchcde 3aer sHb
IR & Tariar 3R 3T & GIY TET B R FAT 3T 3T CTTT H HET AT AR
I@AT Iled & a1 a8 | I 31T arad o &1 HFeT b1 hHAT P & o 3T
Riftrcas 3% gaTer A IR @S & Hr cFgEAT FRI | I 3T g A S
@A &7 AT o €, A TP Th 3UsSes  HedAfd B W eTdleR e & forw
el ST bdl & | TP Mdl, 3 SR WH gla W 3usr RAifercas 3mud fka
forT 31egaa @ aud o & [T &g HahdT § | 98 S BRI Bl AU adqrest AR
STl ST T T cIIEAT HYar |

14. FIT AT & ST JCTIA /MY G&T0T ¢ B ATAT &2

3mq ufddrelt B Jg AT H 3CTIT TATH B & I 3T &dT ¥ STl &l qruan
fop &1 2 3T TE M IATC BT ZHAT FE U bl W gar &1 AW | IR HwH
3T fg A d¢ @ AT § A 3T SHAT HROT UfAHEN B gargey |

15. T BN IR $S Ield & AT §?
o arg Rrerad FIT &, 3dd Ud a1 &2 3Mudr Raerad & hr ufesar 6
STAGRT ST &af |

16. &GT HAY 39 JCITA H HET ol B MYAT I@I SATTI?

AT &l JETIT & SR Afshed Rapfs T ¥ & forw Mo & 3gaAfa oar &0
B9 | 31TT Pl TAE AT AT fF 39h IR & Ths G AT B H3s I
IMUAT I@T AT | gar M/ adaror TRfSd SudT & forw ue et & gaa e
%:
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"I T MY F AT o A el & & af Teror & forw 3y AfSwa

Repis /7aRoTaAT 1 frdwer JT URNTST hue gRT RRAT ST FhaT & | Te Huar 3R
e 3R gRT 3reaTa g do1 & fRar o7 ToT & A A9 3@ ¢'ma & forw
fepar STar ¥ | MU A & 3eudre/fFefad AR gererer & g gerdr J6

fepar Srwam ¢

"gH AU / GHETT b RIS 3T & IR H U DR H3ls d MU 1@
ST | PS5 W AERRT & S 3T / [Fafaw R gIenener & ael Srweft, a
3k 3W Tz UpT a7 AR uar ger fear srem |"

17. 3A€TIA /7 MY q&0T & GROMA FHT T BIM?

AT @ QI & FJEUTA / GASTOT & GROMA &1 TS IATAT BN Bl 319 SHPT AT
BIATT| 37T &Y T Y ST PN Y 3P gl pdl off RaE / uopee & a9
P SR |

18. 3 NETTA H Pl IAfAT & @ & 3R 39 gdigor & forr 99 &l &
3TAIAT?

U UIAHTIN B TE ATTDPRT ST o1l hT PlT 37 T T & 3R 57 3Aeqqa &
forT el & 9o 31 @ & | MU Jgl adrar aifew fr RAiftecas o ufasmeh &
SWHTA T G & JAT 3R a1 o 33 fdre & 3¢ gap forr aa fRar s w1 §
& TG | 1T gfdsmat B JE FArd F 38 JeIIT H A gla av 3aH A
ST 3 gar & faw 9F siear & gl dar ghar |

19. T CYTA AT MY T gar gdigToT G sl & d1g T SUAY I
3H SAHAGRI Bl HUAT 3T T T3 H fHST HY |

20. 39 YIS & GAfAR&ror fraa fear & 2
AT g Iy & gHH GATANETOT A7 gATacilehed SAR HEATT T Afdehar/3mar
afafa & frar & aur 3regaa & i geAfa § § |
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