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1. Introduction

The Gokhsle Institute of Politics and Economics, Pune, was established in 1930
by the Servants of India Socicty. It is the oldest research and training institute in
Ecortomics in the country. It is dedicated to research into the socio-economic

dimensions of Indian society.

Eesearch in human subjects is now guided by principles laid down by commiltces
at Maticnal and International levels. It is essential (o follow Good Clinical Practices
(GCP) adopted internationally. The Indian Council of Medical Research (ICME) in
2017 has issued Nations! Ethical Guidelines for Biomedical and Health Ressarch
involving Human Participants. All these principles are put into practice through

formulation of an Institutional Bthics Committee (TEC).

L. Authority under which IFC is constituted:

Authoritics of Gokhale Institate of P'olitics and Economics constituled the
Institutional Ethies Committee under the National Ethical Guidelines for Biomedical
and Health Research lnvolving Human Parlicipants 2017, in order to ensure that
Health and Allied Institutes shall condust research on human subjects, using research
methodology that meets international and local regulations, ethical standards and is

cansiztent with principles of GCP.

3. Objectives of GIPE Institutional Ethics Committes

Research in public health, social and behavioral sciences is expanding rapidly
and human participation and/ or use of previous data i such stodies is largely
inevitable. Adhersnce to research ethics is an integral part of scientific endeavors.
In view of this, the ohjectives of the GIPE Instituticnal Ethics Commitice are as
forllows:

A, To review and scrutinize research proposals involving buman participants
B. To provide cthical clearance o research proposals or ongoing research
projects

C. To protecl individual participants rights



D. Ta ensure privacy and confidentiality of participants” data

E. To provide puidelines or suggestions to researchers in case of ethical

violation of human participants

F. To ensure that an independent, competent and consistent ethical review

mechanism, in an objective manner, is put in place for all health and
biomedical research proposals dealt by the committee in accordance with
Mational regulations, Indian Council of Medical Research (ICMR)
guidelines for Biomedical Research on Human Participants and Good

Clinical Practices.

4. Applicable Regulations and Guidelines:

Ethical Guidelines for Biomedical Research on Human Participants by
ICMR, New Delhi 2017,

International Conference on Harmonization (ICH) Good Clinical Practice
((GCP) Guidelines

Good Clinical Practices Guidelines issued by the Central Drug Standard
Control Organization (CDSCO), Directorate General of Health Services,
Government of India.

ICMR (Guidelines for preparing Standard Operating Procedures (SOP) for

Institutional Bthics Commitiee for [Tuman Research.

5. Preparing and amendment of Standard Operating Procedures (SOPs)-

The current SOP is valid for a period of three years from the effective date,
and it will be reviewed, discussed and revised every three vearly or earlier,

as and when required for effective functioning of the TEC,

Any member ol the IEC, facully members, or investigators can make a
request for revision or amendment to remove inconsistency/discrepancy in

the existing SOPs. If 1EC members agree to the request, the

Chairperson/Co-Chairpersan  in consultation  with  the 0
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Secretary/Co-Seerctary  will appoint the SOP team. This tesm will
revise/formulate the SOB. Tf TEC members do not agree to the reguest, no

further action will be taken.

The Chairperson/Co-Chairperson of the IEC will appoint a team (o
formulate the SOF, which will congist of Member Secretary/Co-Seerctary
and |-2 TEC members. The SOP preparation team would draft a SOF, get it
reviewed and approved by all the TEC members, All IEC members will
review (he SOF and the final wersion will be forwarded 1o the
Chatrperson/Co-Chairperson for review and approval. Once approved, a

revised version of SOP will be distributed. A copy of newly formulated

I e ———— s T E

e il

——

S0Ps along wilh the copy of the old version will be archived.
The Previous version of the SOP is valid (il the effective date of the next
version. Approved SOPs will be implemented from the effective date,

The Fooler Information of the SOP should include:

L Page Numbering (format page x)
. SOP Version Number {1,2,3....) dated (dd/mmiyyvy)
. Amendment Number and Date { Amendment 1,23 . Dated

dd/mmfyvyy ). if any
. The word 'CONFIDENTIAL'

6. Role of TEC:
L IEC will review all research proposals invelving human participants (o be

conducted at the Gokhale Institute of Politics and Economics to cvaluate the
possible risks to the subjects and expected benetits.

L To assess the adequacy of documentation for ensuring privacy, confidentiality
of the subjects and ensure justice to the subjects,

& [EC will e¢nsure the protection of subject’s rights, safety, dignity and
wellbeing,

g IEC provides s multidisciplinary forum for the analysis and discossion of
goidelines, regulatory laws and cardinal principles of rescarch ethics viz,
autonamy, beneficence, non-malieasance and justice and cnsurcs that these are

adhered to in planning, conducting and reporting of proposed research,



management of the collected data through the Committee’s advisory, educational,
policy development, and service functions.

& To ensure that the research projects carried out are sound in design, have
statistical validity and are conducted according to the Indian Council of Medical
Research and International council on Harmonization/Good Clinical Practice

guidelines,

7. Responsihilities of TEC members:
The GIPE-IEC will review proposals related 1o human participants in the field of

public health, behavioral and other social sciences,

The IEC will uphold principles of Beneficence and Nonmaleficence, Fidelity and
Responsibility, Integrity, Justice, Respect for People's Rights and Dignity. In domg
so, the goals of the research will not override the overall well-being of the actual or

potential participants.

The TEC will look into planning, conduction, and reporting of the research
protocaols. The committee shall look into aspects of informed consent procedures,

risk-benefit ratio, ethicality of methods in order to safeguard all involved

participants.

It will not only review proposals before the start of the study but also monitor the

approved studies through follow up procedures like annual reports, final reports, etc.

The duties of every member of the GIPE-IEC are outlined in the table below and
have been aligned with the ICMR National Ethical Guidelines 2017.




Members of EC Role and Responsibilities
Chairpérson Conduct GIPE-IEC meetings and be responsihle Tor independent and

efficient functioning of the GIPE-IEC

* Ensure actrve partcipation of members (parhicularly non-afTiliated, nen
medical! non- technical) in discussions and deliberations of GIPE-IEC

* Ratify minutes of the previous meetings

* In casc of anticipated absence of Chairperson at a planned mecting! or
recluse due to conflict of interest, the Chairperson should make surc that
nominated commillee member as Acting Chairperson is present or the
membeors present may clect an Acting Chairperson on the day of the meeting
mn gase of absence of nomines, The Acting Chairperson should be a
non-member of the GIPE and will have all the powers of the Chairperson Tor
that mesting/proposal. * Seek CO1 declaration from members and ensure
quarnm and fair decision making, * Handle complaints apuinst researchens,
IEC members, conflict of interest isswes, sod requests for use of 1EC data,
ete. Decisiona need to be ratified by the GIPE-IEC for confirmation in this

regard,

Member secretary

* Drganize a system for receiving, prepating, circulating, and mairtaining
svery proposal received for review
* Schedule GIPE-TEC meetings, prepare the agenda and minttes

* Maintain GIPE-IBEC documentation, communication and archiving
* Take efforls for truining of GIPE-IEC afficers and GIPE-TEC members

* Update SOPs s and when reqlired
* Ensure edherence of GIPE-IEC functioning to the SOPs

* Ensure completenses of documentation at the time of receipt and timely
imclusian in agenda for EC review.

* Evaluate the need for expedited review! exemption from review or full
rEVIew.

* Evitluate the need te oblain prior scientlfic review, nvite independent

congultants! experts, patient or community representatives.




Basic Medical
Seientist

* Scientific and ethical review with special emphasis on the intervention,
benefit risk analysis, research desipn, methodology and statistics, continuing
review process, serious adverse events (SAE), protecol deviation, progress
and completion report with elinical problems or paramedical issues, * For
clinical trials, pharmacologists review the drug safety and

pharmacodynamics.

Clinictan/

* Scientific review of protocols including review of the intervention,
benefit-risk analysis, research design, methodology, sample size, site of study
and statistics

* Ongoing review of the protocol

* Review medical care, facility and appropriateness of the principal
investigator, provision for medical care, management and compensation,

* Thorough review of protocol, investigator's brochure (if applicable) and all

other protocol details and submitted documents.

Legal Expert

* Ethical review of the proposal, informed consent document along with
wranslations, Moll, Clinical Trial Agreement (CTA), regulatory approval,
insurance document, other site/ ficld approvals, researcher’s undertaking,
protocol specilic other permissions, permissions for adolescent/ children
research and any other matters of human rights violation.

* Interpret and inform GIPE-IEC members about new regulations il any

* Pointing out any legal vinlations in research

Social Scientist
frepresentalive
of NGOV
Philosopher!
ethicist/

theologian

* Ethical review of the proposal, informed consent document along with the
translations.

* Assess impact oh community involvement, socio-culwral context, religious
or philosophical context, if any
* Serve as @ patient/participant/ socictal / community representative and bring

in ethical and societal concerns.
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lay person

* Ethical review of the proposal, informed consent document along with
Lranslation(s).

* Evaluate benefits and risks from the participant’s perspective and opine
whether henefits justify the risks.

* Serve as a patient/participant/ community representative and bring in ethical
and socictal concerns.

* Assess on societal and ethical aspects if any,

8. Composition

[n accordance with the ICMR National Ethical Guidelines and New Drugs und Clinical Trials

Rules 2019, the committee shall constitute of experts from the following categaries:

1.

S

ol

Chairperson / Co-Chairperson

Basic medical scientist

Clinician

Legal Expert

Social Scientist /representative of NGO/Philosopherfethicisttheologian
Lay person from the community

Member Secretary / Co-Secrctary

A member other than the above representation can be co-opted if necessary

The committee will have at least 7 members and at least one member will be a female. The

medical scientist and clinician should have recognised medical qualification, expertise and

training. The Chairperson will not be affiliated to GIPE and the member sccrctary will be
affiliated to GIPE, At least 50% of the members will not be affiliated with GI1PE,

a, Membership requirement

Every member of GIPE-IEC must:

L
2.

Provide an updated curriculum vitae

Provide full name, gualilications, designation, and organizational title for access in public

domain,

3,
4,

2

Agree lo undergo training or update their skills during their tenure

Declare Conflict of Interest, il applicable, at the appropriale time

10
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. ¥ Agree to mamtain confidentizlity and professional ethics of all the research project related

imformation

h. Membership appointment

. All appointments, including member, member-secretsry and independent consultants, will

be made by the Chairperson, GIPE. The Chairperson, GIPE shall inform the EC and (General Body

of the GIP'E about the appointments at their scheduled mestings.

2, In the absence or conflict of interest of the Chairperson or member-secretary, the

concerned individual will nominate another member of the Ethics Commitiee as the acting

Chairperson or acting member-scoretary.

3, The committee will be appointed for a period of 3 years. After 3 years, at least 50% of the

members must be replaced.

4. A member can be replaced in the event of resignation, removal, or death.

S The Chairperson, GIPE, shall suggest the nominee for Chairperson GIPE-IEC and Member
Secretary GIPE-TEC in case they recluse to attend a particular meeting's; or evaluate a
particular proposal subhmitted to the GIFE-IEC on the ground of conflict of inlerest! any
other valid ground.

¢. Honorarium / Consultancy to the Members/ Invited Experts ete:
1. An honarariom of Rs. 2000 (Rupees Two Thousands) and Ra.500 as conveyance allowance for
attending the meeting in-person will be paid to each of the [EC members or the experts who attend the
meating,
Z. If there is any change in the honorarium, then itwill be recorded in the minotes of the meeting in
which it is changed.
3. I'ransport of Rs.504/- (Rupees Five Hundred only) may be provided to the IEC members for

attending the meetings, if required.

d. Cluorm
The quorum requirements will be as follows:
19 A minimum of five members excluding their Chamrperson and member secretary (or their
nomines) must be present.

2) Minimum one non-affiliated member will be part of the quorum

3) The quorum should inchude ot least cnd medical scientist, one ¢linician, o

11
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social scientist, and one lay person,

4) No decision can be made in absence of the guorum.

. Training

The TEC members shall be encouraged to keep abreast of all national end international
developments in ethics through orientation courses on related topics by its own members or regular
fraining organized by constitoted or professional body{ies), so that they become aware of their role
and responsibilitics.

All mew members will be trained on the Standard Operating Procedures of the Ethics Committee
by Member Secretary/Co-Secretary, The new member will be given training and a copy of
Schedule Y, ICMR Guidelines on Biomedical Rescarch on Human Participants, Good Clinical
Practices- ICH and Indian guidelines. Any change in the regulatory requirements shall be brought
to their attention.

They should be aware of local, social and cultural normes, as this is the most important socisl
control mechanise.

All the IEC members shall be perindically trained on Regulatory requirements, Ethics and Good
Clinical Practices.

[EC may arpanize Clinical Rescarch and Ethics related training programs for the IEC members or
for the faculty or students of the constiment units of Gokhale Institute of Politics and Lconomics or
may provide financial assistance for conduct of such programs.

[EC may provide linancial assistance to the IEC members or other external faculty who would take

such training from a professional body {ies),

[\ Independent Consultants

Independent consultants or experls can be invited by Lhe Chairperson of the 1EC for their
opinion in case of selected research proposals that the committee does nol have particular
expertise in. Such independent consuliants or experts can give their specialized opinions but

do not become a part of the decision-making procedure of the GIPE-IEC,

g. Resignation, remaoval, and reconstitution

Any member who wishes Lo resign may submit a written letier to the Chairperson,

GIPE-TTC at lzast 30 days prior 1o the next scheduled meeting. A member will be considered

12
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for termination {rom his! her duties in case of:

1.  Repular defaulter

2. Inability to be part of meetings on any grounds

3. Failure to attend meetings without prior notice for more than three consecutive times

GIPE chairperson will replace the resigned/ removed member with a new member of the
game category. Wew appointments can be made in  consultation with the member-secretary
and! or Chairperson of GIPE-IEC.

h. Conflict of Interest

A member will declare their contlict of interest, if any, in writing to the Chairperson of

* the TEC, at least two weeks before the meeting. The conflict iz declared in the application
form, Members will not take part in the decision making process of research proposals in
which they are Pl or co-P1, The Chairperson, GIPE, shall suggest the nominee for
Chairperson GIPE-IEC and Member Secretary GIPE-IEC in case they recluse to attend a
particular meeting/s; or evaluate a particular proposal submitted to the GIPE-IEC on the
ground of conflict of interest. Members (including Chairperson  GIPE-IEC and Member
Secretary, GIPE-1EC) shall recluse for the proposal for which they have declared conflict ol
interest. In such cases, acting Chairperson, and/or acting Member Secretary nominated by the
Chairperson GIPE shall act as Acting-Chairperson and Acting Member secretary for those

proposals.

9. Application Procedure

a. Pocumentation

For n proposal to be considered for review, the following documents most be
submilled to the 15C, at least | month before the next scheduled meeting, All
submissions will be made as a soft copy on email.
1} Cover letter to the membér-secretary

2) Duly filled Application form to GIPE-IEC {(Annexure I)

3) Updated curriculum vitae of Pl and Co-Pl

4) List of ongoing research projects and published and presented papers, books, ete.
af PI and Ca-PI

5) Complete research protocol (details given in next section)
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6) Application form for Exemption from review (if applicable; Annexure [1)

T) Informed consent form to be given to participant or consenting authority (if
applicable)

8) Participant information sheet (if applicable, refer Annexure 111) 9) Statement of
conflict of interests (il applicable)

10} Undertaking by PI and Co-P1 (Annexure 1V)

11) Receipt of Paymeni

12) Any ather relevant documents

b. Research Protocol
The research protocol should include the following:
All farms to be uploaded (o the link in PDF format/Word Format.

1. Title page with signatures of all investigators

2, Brief summary of the project

3. Background and rationale of study

4, Research ohjective and aims

5 Detailed description of method: sample, design, phases of study (if any),

data collection procedures and participant recruitment methods, tools and scales to
be used, procedure of study, data analysis plan, details of invasive procedure (if
any)

6. Complete intervention plan and relevant ethical considerations (il any)

7. Adequale permission of using copyrighted matenial’ scales/ tools/ tests/
experiments, ctc.

8. Estimated duration and timeline of project

9. Justification of method used, used of experimental conditions, plan to
withdraw study/ intervention for any particular participant

10.  DBenefit-risk assessment

1. A statement on storage and maintenance of data collected

12, Plan to maintain the privacy and confidentiality of the study participants

13, Ethical considerations and safepuards for protection of participants

14



¢. Submission of Research Proposal

The research proposal for approval by the committee shall be submitted to the
Secretariat Office at the following address:

Institutional Ethics Committee Olffice

Gaolkhale Institute of Politics and Economics

Pune-411004

Phone No- 02025650287, Ext - 204

Email ID- gipeiec

1. The administrative staff will be provided by Gokhale Institute of Politics and
FEconomics.

2, The list of documents to be submitted for [EC review and approval is attached as
Annexure I to IV

3. The documents shall be submitted a minimum two weeks prior to the scheduled
[EC meeting.

4, A Clinical Trial Agreement (CTA) should be a tri-party document, signed by the
Principal Investigator (P1), the Head of the Institute and the Sponsor. 1T a draft of the CTA
is submitted for TEC review, the executed copy of the same shall be notified to the IEC.

A Prior to submission to the TEC, all the research projects should have received

approval from the Scientific Review/Advisory Commitiee.

d. Payment

As GIPE-IEC is exclusively for institutional research submissions from GIPE researchers,

the IEC will not be charging any fees for submission of research proposals.

e. Communicating the Decision

The communication of the decision, duly signed by the Chairperson and member

secretary, will include:

1. Wame and address of the [EC

15
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Name and designation of the applicant

Title of the study along with the unique reference number

Name of details of members present during the said review meeting
Stalement of decision reached

Complete application and protocol as received (rom the applicant

-

Suggestions! modifications asked for by the commilice (if applicable)
Clear reasen for rejection (il applicable)

Validity of the TEC clearance

-

=

f. Follow-up procedures

The following procedures for follow up will be implementad:

L
2

For all projects, yearly updates will be submitted to the committee {Annexure V),
A reminder will be sent to those who fail to send the yearly update report. [ the
update report is not received for 3 months after the reminder, the clearance
provided will be revoked with immediate effect,

Any change in PI or Co-Pl must be communicated to the 1EC

- Any deviation from the protocol should be re~-submitted for approval to the IEC

with adequate justifications (Annexure V1)

8. Record kesping

The following documents will be kept and filed by the [EC:

I, Curriculum vitae of all GIPE-IEC members and independent consultants
2. Standard Operating Procedure of the IEC

3
4

. Copy of all study protocols, application docoments, decision letter, and  progress

Invitation, acceptance, and appointment letters of members of the IEC

reports

Copy of correspondence with all members, researchers and regulatory bodies
Minutes of all meetings signed by the Chairperson and Member Secretary,
National and international guidelines followed by the IEC

h. Validily ol approval

A clearance provided to a proposal will be valid for a period of 5 vears. After 5 vears, the

16

18



approval will lapse. The researcher can make o fresh application in order to seek
approval for the study.

In case of specific research that involves intervention, clinical trials the approval can be
for a shorter duration for two years. The IFC can set a requirement of timely reports for

the continuntion of the approval.

10, Review Procedure

The general rules for review meetings of GIPE-IEC will be as follows:

L.

i Decision-making

1.

The meetings for review of proposals will be held once every 2 months. A calendar of
meeting dates will be released in January every year/ beginning of every academic year.
In case there are no proposals or any other re-submissions, the meeting can be canceled
by the member-secretary through written notification to all members and the chairperson.
Additional meetings can be scheduled as per the workload,

The proposals should be sent to members at least | week in advance by the
member-scerclary.

Fvery proposal will be allotted a unique reference number by the member secretary for
all future comespondence,

Decisions will depend on consensus between members, If needed, voting will be
employed.

The Principal Investigator (PI) will be invited to make a presentation before the
committee in case of expedited and full committee review, In case of exempted review, if
need be, the PI can be asked for clarifications throngh wrillen communication or a brief
presentation by the principal investigator. If the PI is unavailable, the co-I'l ean do the
needful, If there is no P1, or co-Pl, the proposal will be considered in the next meeting or
whenever the P[ is next available.

Independent consultants can be invited when required but they will not be part of the
final decision-making process.

Proceedings of every meeting will be minuted.

Meetings can be conducted in onling/ offiine mode, depending on the convenience of all

the members,

17
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them into three categories: exemption from review, expedited review and full committee
review,
All eligible proposals will be discussed by the committee hefors arriving at a consensus.

Decisions can be to approve, revise, or reject the proposal,

B MECRD

Decisions can be made only when the quorum is met,

3. Decisions can be made by the members only, Independent consultants/ experts can only
give an opinion on the relevant subject-matier.

6. If the GIPE-IEC is unable to reach a consensus or majority, the final decision will be

made by the Chairperson.

b, Classification of Risk
Proposals will be classified into exemption from review, expedited review and

full committee review on the basis of the risk involved. The risk will be evaluated by the

member-secretary on the basis of the following eriteria;

Kind of Risk

Less than

miinimal risk

Description

Examples

Probability off  harm  or
discomfort  anticipated in the
research  is NIL  or not

expected.

Meta analysis, re-analysis of
eaisting datasets; hasic
surveys where data is kept
strictly anonymous and
non-identifiable; survey data
collection on non sensitive

topics

Minimal risk

The probability and magnitude
of harm or discomfort
anticipated in the rescarch are
nod greater than those
prdinarily encountered in daily
lifee or duving the performance
of routine physical and
osychological examinations or

tests and that confidentiality 15

Personal interviews; group
aclivilies; non-interventionz!
studies; non-invasive imaging
in healthy subjects; participant
observation; experimental
design with non-sensitive
Llapics and non volnerabic

Oronps.

18
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adequately protected,

Medium risk

The probability and magnitude
of harm or discomfort
anticipated in the research risks
are more than minimal risk, but

not significantly greater,

Research on healthy children
and adolescents;
interventional studies, minimal
invasive techniques; studies
that may cause physical or
psychological harm and
distress; surveys on
controversial/ sensitive topics;
research involving use of

personal/ identifiable data

High risk

The probability of harm or
discomfort is serious,
prolanged and/or permanent
or there is significant
uncertainty about the nature
or likelihood of adverse

evienls.

Studies with highly vulnerable
groups like victims,
handicapped children or adults
: studies on eriminals or
prisoncrs, studies on very
sensilive topics like
pornography, suicide;
bereavement and grief studies;
manipulation of TV in
experiments; interventional or

clinical trials

c. Type of Review
There are 3 types of review: 1) Exempted review, 2) Expedited review, 3) Full
committee review.
1) Exempled Review
Proposals that fall under ‘less than minimal® risk will be exempted [rom review, Exempl
reviews are carried out independently by the chairperson. Researchers who wish to apply

for exempted review will submit an additional form (Annexure IT) for the same.

19
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will be sent for appropriate review.
2) Expedited Review
Proposals presenting ‘less than minimal risk’ or ‘minimal risk’ can be presented for an
expedited review to Chairperson and member-secretary or a sub committee. Proposals

that may qualify for expedited review include:

a. Research in emergency situation

b. Research on disaster management

¢. Nationally relevant proposals

d. Research projects that may be time bound and need to be launched immediately

e. Revised proposal previously approved through full review by the GIPE-IEC

Additional meetings can be called in between the 2 months for expedited reviews, if

deemed necessary by the member-secretary and/ or chairperson.

3) Full Committee Review
All other proposals that present “minimal risk®, “medium risk”, or “high risk” will be
put through full committee review by all members. Proposals that have already begun
their work and are classified as “less than minimal risk™ or “minimal risk” will
mandatorily go ahead for full committee review. “Medium risk” or “high risk”
proposals that have already begun their work, will not be accepted for review by the
[EC.

20
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11. Annexure

I. Application form to GIPE-IEC (Part A: Investigators’ Information, Part B: Research

Information and Part C: Participant Related Information Form)
II. Application form for Exemption from review
[1I. Contents of participant information sheet (PIS)
IV. Undertakings to be submitted by PI and Co-PI
V. Study Completion/ Final Report Format
VI. Yearly Update to GIPE-IEC Format
VIIL. Changes in Ongoing Project Format
VIII. Invitation letter to a member (For Office Use)
IX. Acceptance letter from a member (For Office Use)
X. Appointment letter to a member (For Office Use)
X1. Sample approval letter from GIPE-IEC (For Office Use)
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Annexure I

Application form to GIPE-IEC (Part A: Basic Information, Part B: Research Information

and Part C: Participant Related Information Form)

Part A: Basic Information

Title of the study

Name of Principal Investigator

Institute of PI/Affiliation of PI

Date of submission

Type of review requested

e Exempted review (if yes, submit Annexure IT)
e Expedited review

e Full commitiee review

Duration of the study (in

months)

Funding for the study

e Self-funded
e [nstitution funded

e [Funding agency (if yes, specify):

Tick all documents that

have been attached

e Cover letter to the member-secretary

e Duly filled Application form to GIPE-IEC (Annexure I)




e Updated curriculum vitae of Pl and Co-PI

e List of ongoing research projects and published papers in the
last 5 years of Pl and Co-PI

® Complete research protocol (details given in next

section) ® Application form for Exemption from review (if

applicable) ® Informed cansent form to be given to

participant or consenting authority (if applicable)

® Participant information sheet (if applicable, refer

Annexure [IT) » Statement of conflict of interests (if

applicable)

¢ Undertaking by PI and Co-PI (Annexure 1V)

® Receipt of Payment

® Any other document (specify):

Has any work on the

project started already?

e Yes

e N

Details of Rescarchers (Add more rows below if more researchers are part of the proposal)

Name Designation Department Address and Conflict of
and el Interest
Qualification Institution address
Principal * Yes
Investigator e No
Co-Investigator | ® Yes

24
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e No
Co-Investigator 2 e Yes
e No
Co-Investigator 3 e Yes
e No
Co-Investigator 4 e Yes
e No
Part B: Research Information
Type of study ® Survey
design (Tick all e Personal interviews
applicable) e Participant observation
e Group discussions
e Experiments
—
,-'F'{ﬁ-; 1IN
l'_,r"_:} :.-"'_': 4 _;:\_ ._l"hl""'-u.;r \
ST AN
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® Single-case designs/ Small n design

e Case study

e (Juast experimental

e Longitudinal

® Psychological scale development study
e Intervention study

e Meta-analysis

® Use of secondary data

e Clinical trial

o Other (specify):

Estimated sample size

(if applicable)

Site for data
collection (Tick all

applicable)

e Unline mode

o Institute laboratory

® Data collection in community

& Classrooms/ colleges/ schools/ similar educational site

® At workplace

® Other (specify):

Language in which
study will he
conducted (if
applicable)

Dissemination of
findings/ study (Tick
all applicable)

e Scientific article

e Book publication

® Report submission to government or private authority
e No dissemination

® Other (specify)

Storage of identifier
data if individual data

T

e Coded (linkage file is maintained with a Participant 1D and
personal information which is not included in the main
data file)

26
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involved e De-identified (identifiers of individual are completely destroyed)
e Completely anonymous (personal information and identifiers are
never collected)
e Identifiable (all identifiers of participants are retained)
e Mot applicable to present study
e Other (specily):
Benelit Risk Ratio

Anticipated physical/
social/ psychological/
economic risk to the

participants

e Yes

e No

Categorize level of risk

® [ess than minimal risk
e Minimal risk
e Medium risk

e High risk

Describe risk

management strategy

What are the potential benefits from the study? (Tick all applicahle)

Yes, direct benefit Yes, indirect benefit No benefit
For the participant o o @
For the society/ community ® ® ®
For scientific progress . ] e

27
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Explain all benefits that have been marked as “yes” (direct or indirect):

28
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Part C: Participant Related Information

Type of participants in the study

e Healthy Volunteers
e Vulnerable/ Special groups
e Other (specify):

If Vulnerable groups,
specify type of vulnerable/
special group

e Children under 18 years
e Elderly
e Differently abled (Mental/ Physical)

e Terminally ill/ People with specific illness or disease

e Refugees/ Migrants/ Homeless

e Economically and socially disadvantaged
e Armed forces/ any frontline workers

e Specilic caste

e Other (specify):

Incentive provided to

e Mo incenlives

participants e Monetary (provide details):
e Non-monetary (provide details):
Type of consent e Self-consent (signed)

e Self-consent (verbal)
e Scif-consent (online)
e Parental/ guardian consent (explain procedure):

® School consent (explain procedure):

Principal Investigator
Name:

Designation:

Institute:

Date:

Sign:

29
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Annexure 11

Application form for Exemption from review

Title of the study:

Principal Investigator (Name, designation and affiliation):

Choose reasons why exempted review is requested:
® Use of secondary/ previously existing data
e Study of harmless/ non sensitive issues
® No physical/ psychological/ social/ economic harm
e Any other reason (please specify):
Principal Investigator
Name:
Designation:
Institute:

Date:
Sign:

Decision and signature of member-secretary with date:

30
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Annexure III
Contents of participant information sheet (PIS)
Before a participant begins the study, a participant information sheet must be provided to
them or the parent/ guardian. The following information must be provided to them in the
language they can understand (English or the local language). The language should be
lucid and simple. A copy of the participant information sheet should be attached along
with the application form.
1. Title of the project
2. Aims and objectives
3. Brief description of what is expected of them
4. Expected duration of the research
5. Potential benefits to the participants/ society/ scientific community
6. Potential risks of the study to the participant
7. Voluntary participation and freedom to drop from the study without any penalty
or cost
8. Policy for maintenance of data and records
9. Contact details of the principal investigator
10. Statement (in case of any experimental manipulation/ deception/ interventions,

etc) that the study will not have any adverse impact on the participants
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The Principal Investigators and Co-Principal Investigators agree to the following:

Annexure 1V

Undertakings o be submitted by PTand Ca-Pl

1# We declare that the information provided in this application is complete

and correct

¥ We declare that all involved investigators have approved the research

proposal! documents that have been submitted.

I/ We declare that the same/ similar research protocol has not been submitted
to another ethics commitiee/ institutional review board or simifar committee
simultancously or previously. 1F it has been previously reviewed or rejected

by another such carmmittee, the documents kave been duly attacked,

I/ We conlirm that the study will be conducted in accordance with the ICMR.
Matienal Ethical Guidelines for Biomedical and Health Research Invelving
Human Participaniz and Drugs and Cosmetics Act 1940 and its Rules 1945 as
amended from time to time, New drogs and Clinical Trial Rules 2019 GOP

guidelines and other applicable regulations and guidelines,

I/ We will comply with the policies and guidelines of the ingtitute where this

study will be conducted.

[/ We will ensure that ali personnel conducting the study will be qualified

ond trained and will adhere to the research protocol,

[/ We agree to submit yearly reporls, completion/ final report, amendment

reports as and when applicable.

17 We wiil provide any additional information asked for by the GIPE-IEC

with regards 1o the project or investigator(s),

—_— =

[/ We will ensure that all data and records are mamtained accurately,

32
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o I/ We will ensure privacy, confidentiality, and safety of all participants in the study.

@ I/ We will obtain any additional government/ institutional approvals, as

required, before conducting the study.

o I/ We declare that no prior work has happened as part of this proposal. If work

has started, it has taken place in the exact same manner as stated in the

proposal.
Name Designation Department | Signature with date
and and
. ; Institution
Qualification R
Principal
Investigator
Co-Investigator

1

Co-Investigator
2

33
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Co-Investigator

3

Co-Investigator

4

...............
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Study Completion/ Final Report Format

Annexure V

35

Title of the study

Principal Investigator (Name,

designation and affiliation)

Unique Reference number

Date of IEC approval (DD/MM/YYYY)

IEC approval valid upto (DD/MM/YYYY)

Was the study completed?

® Yes, it has been completed

e No, it was prematurely terminated

Date of completion of project
(DD/MM/YYYY)

Provide a summary of findings
(attach additional page if required)

or

Provide reason for premature termination
of study

35
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Were there any deviations from the

original proposal?

® No
® Yes (give details):

Describe plan for publication

Principal Investigator
Name:

Designation:

Institute:

Date:

Sign:

36
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Annexure VI

rdate to GIPE-IEC Format

37

Title of the study

Principal Investigator (Name,

designation and affiliation)

Unique Reference number

Date of IEC approval (DD/MM/YYYY)

IEC approval valid upto (DD/MM/YYYY)

Period of report

From

(DD/MM/IYYYY)

To

(DD/MM/YYYY)

Description of completed work (since
last update/ since approval, whichever

is later)

Description of pending work

37
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Have there been any ethical concerns so

far?

e No
e Yes (give details)

Give details of data collection

(if there is data collection involved)

*Sample vefers  to  individual
participants,  observations, personal

interviews, groups discussion, elc

e Total sample expected:

e Total sample collected:

e Total sample pending:

Giive details of studies/ phases completed

(if project has multiple phases/ studies)

e Total studies planned:

e Total studies completed:

e Total studies: pending:

Have there been any publications/

presentations/ conferences regarding this

e No
e Yes (give details)

38
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project so far?

Principal Investigator
Name:

Designation:

Institute:

Date:

Sign:

39
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Annexure VII

Amendments in Ongoing Project Format

40

Title of the study

Principal Investigator (Name, designation

and affiliation)

Unique Reference number

Date of IEC approval (DD/MM/YYYY)

[EC approval valid upto (DD/MM/YY YY)

Impact on benefit and risk ratio?

e No
e Yes (give details)

Type of review requested for amendment

e Exempted review (if original review was exempted)

e Expedited review (No alteration in risk to participants)
® Full review (There is an alteration in risk to
participants)




Brief details of Amendments (should be supplemented with a complete protocol):

41

Sr No

Existing Provision

Proposed Amendment

Reason/ Justification

Section of

protocol

41
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Principal Investigator
Designation:
[nstitute:

Name:
Date
Sigh:
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Annexure VIII

Invitation letter to a member (For Office Use)

Reference number:;

Date:

From,

Chairperson,

Giokhale Institute of Politics and Economics.

To,

[Name]
[Designation]
[Institute]

Dear

]

Based on vour expertise in the field of , | am pleased to invite you to be a

of Gokhale Institute of Politics and Economics’s Institutional Ethics Committee

(GIPE-IEC) fora period of 3 years. I request you to kindly confirm your willingness to be a

member at the earliest.

With Regards,

Chairperson,

Gokhale Institute of Politics and Economics

43
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Annexure IX
Acceptance letter from a member (For Office Use)

Date:

From,

To,
Chairperson,

Ciokhale Institute of Politics and Economics

Subject: Consent to be a member of GIPE-IEC (letter dated: , ref number: )

Dear Sir/ Madam,

With reference to your letter, I am willing to becomea  of GIPE-IEC. I will
regularly attend meetings for review and give my opinions regarding ethical aspects in an
unbiased manner,

[ agree to making my name, qualifications, designation, and organizational title public as

a member of GIPE-IEC.

I agree to declare conflict of interest and not participate in quorum in such

cases. | agree to keep all research related information completely confidential.

Thank you.

Yours sincerely,

|[Name]
[Designation]
[Institute]
Enclosed:

1) A copy of updated curriculum vitae

44
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Annexure X
Appointment letter to a member (For Office Use)

APPOINTMENT ORDER

| am pleased to appoint you as the Chairperson/ Member Secretary/ Member of the Gokhale
Institute of Politics and Beonomics’s Institutional Ethics Committee (GIPE-IEC) as a

expert following the receipt of your acceptance letter. The appointment shall be effective from

for a period of 3 years or till further notice provided the following conditions are satisfied:

1. You should be willing to publicize your name, qualifications, designation, and
organizational title,

2. You declare conflict of interest and not participate in quorum in such cases

3. You consent to sign eonfidentiality agreement between you & the GIPE-IEC with

regards to all rescarch-related information,

Further, the renewal of your appointment will be by agreement between you and GIPE-IEC &
one month notice on either side will be necessary prior to resignation/ termination of
appointment. Terms & conditions regarding the resignation procedure, disqualification
procedures, replacement procedures, ete. may be found in the Standard Operating Procedures

of Gokhale Institule of Politics and Eeonomies’s Institutional Ethics Committes (GIPE-IEC).

You will be paid a sum of INR/......../- per sitting as Honorarium for your services rendered
towards attending the Gokhale Institute of Politics and Economics’s Institutional Ethics
Commitiee (GIPE-TEC),

We sincerely hope your association with Gokhale Institute of Politics and Economics’s
Institutional Ethics Committee (GIPE-1EC) will be scientifically productive and beneficial to

the Association & the community al large.

45




AT o1

46

Annexure X1

Sample approval letter from GIPE-IEC (For Office Use)

Date:

To: [Name of Principal Investigator]
[Institute of Principal Investigator]

Unique Reference Number of Protacol:

Project Title: [Project Title]

Naotice of Institutional Ethics Committee Review
This is to state that the above-mentioned protocol has been reviewed by the Gokhale Institute
of Politics and Economics’s Institutional Ethics Committee (GIPE-IEC). The members of the

committee who were present during the review of the said protocol as follows:

I. [Full name, affiliation, and designation in the commitiee]

2
3,
4
5

The protocol was exempted from review/ subjected to full review/ subjected to expedited review.
The research involved less than minimal/ minimal/ medium/ high risk because [state brief reason,
refer to lable of classification of risks]. The GIPE-IEC deems the study as ethical and fit to be
conducted on human participants/ does not deem the study as ethical and fit to be conducted on
human participants/ suggests modifications for the study, after which the protocol can be re
submitted. The following modifications are being suggested for the following reasons/ The

protacol was deemed not ethical for the following reasons (if applicable):

46
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The review clearance will expire on [DD/MM/YYYY]. If your project continues beyond this

date, you will be required to re-submit the research protocol to the committee for a fresh review.

Your responsibility as a principal investigator also include:
1. Submit yearly update of project progress (refer Annexure VI)
2. Submit final/ completion report (refer Annexure V) when the project is completed or
unduly terminated
3. Submit an amendment report (refer Annexure VII) if a deviation is being made from the
research protocol.
4. Inform the GIPE-IEC about change in investigator(s).
If you have any questions regarding your research protocol or the review process, you may

contact the Gokhale Institute of Politics and Economics’s Institutional Ethics Committee
(GIPE-IEC) on [email].

With Best Regards,

Member Secretary
Gokhale Institute of Politics and Economies’s Institutional Ethics Committee (GIPE-IEC)
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Document Name

Standard Operating Procedures

Institutional Ethics Committee

Document Version No

Version No. 01 (One) dated 18/01/2023

Prepared By

No of Pages 48 |
Date Created 17/01/2023
Date of Implementation 18/01/2023

Designation : Research Officer /Medical
Officer

Name : Vishal Gaikwad / Dr. Kaustubh
Bondre

Signatures:

Reviewed By

Approved By

Designation ;: Member Secretary
Name : Prof. Anjali Radkar

Signature :

Designation : Chairperson
Name : Prof. Prakash Doke

Signature
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Golkhale Institute of Politics and Economics
(Deemed to be University)
Pune =411 (4

Institutional Ethics Committee

,S{:; MNime Oualifications Affiliation Role in the IEC
MDD, DN, | Bharati Vidvapeeth University, .
L | PRl Boke. lppry Medical College Chanpraon
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Kulkarn: ]
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Minutes of the meeting held on 25th July 2023 for approval

5 messages

GIPE Ethics Committee <gipeiec@gipeacin® Mon, Aug 21, 2023 at 1:58 PM
Ta: Prakash Doke <prakash.doke@gmail.com=, Sharad Deshpande <sharad.u nipune@gmall cam>, Medha
Deshpande <deshpande.madha@gmail.com=, angejp@unipune.ac.in, Kaustubh Bondre

<kaustubh bondre@gipe.ac.in=, SUNIL BEDEKAR <advocatebedekan@gmaill.com=, Anjall Radkar

<anjall radkar@gipe.ac.in>, Shaillesh Deshpande <preshade2002@gmail.com>, vaishall deshpanda
<vaishalideshpanda@hotmall.com:=

Dear Members,

Trust that you are well.

Kindly find the attached minutes of the mesting held on 25th July 2023.
Request you to review and editfapprove.

Thanks and regards
Savita

HL‘[ Minutes_25 July 2023.docx
11K

Shailesh Deshpande <proshade2002&gmall.com= Tue, Aug 22, 2023 at 10:51 AM
To: GIPE Ethics Committee <pipeiec@gipe.ac.in>

Ce: Prakash Doke <prakash.doke@gmail.cams, Sharad Deshpande <sharad unipune@gmail.com=,
Medha Deshpande <dashpande.medha@amail.cam=, angejp@unipune.ac.in, Kaustubh Bondre

<kausiubh bondre@gipe.ac.in>, SUNIL BEDEKAR <adveocalebedekar@gmall com=, Anjali Radkar
<anjall.radkar@gipe.ac.in>, vaisheli deshpande <yvaishalideshpande@hotmall.com=

Dear Madam,

Thanks for sharing the MoM,

You may add a paragraph regarding the discussion on the second research proposal (anemia and TFA
supplementation’).

Rest looks good 1o me,

Best regards,

- Shailesh.

On Maon, 21 Aug 2023 at 13:58, GIFE Ethics Cemmittee <gipeieci@gipe.ac.in= wrate:
Dear Members,

Trust that you are well,
Kindly find the altached minutes of the meeting held on 25th July 2023
| Request you to review and edit/approve.

Thanks and regards
| Savita
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valshall deshpande <vaishalideshpande@hotmall com> ey Alg 3 ausa et 2,:_,223

Toi GIPE Ethics Comimities <g peiec@gino.ac.in> Prakash Doke =<prakash. doke@gmail.coms=, Sharad
Beshpande <sharad unipune@agmail.cem=, Medha Deshpande <deshpande medha@omall .com=,
"angejo@unipune.ac.in’ <angejp@unipune.ac.in>, Kaustubh Bondre =kaustubh.bondre@gipe, ac.in>,
SUNIL BEDEKAR <advocatebedekan@gmail. com=, Anjall Radxar <a njali.radkar@alpe.ac.in=, Shailesh
Peshpande <proshade?002:Mgmall com>

hCRA ara fine with me.
Waizhal Deshpande

Gt Dutlock far Android

=8 = - = e —

Fram: GIPE Ethies Committee <gipelec@agipe.ac.in>

Sent: Menday, August 21, 2023 1:58:59 PM

To: Prakazh Doke <prakash, doke@gmail.comi; Sharad Deshpande

<sharad unipune@gmall coms; Medha Deshpande <des hpande.medha@gmail coms;
angejp@unipune.ac.in <angejp@unipune.ac.in>; Kaustubh Bondre

<kaustubh bondre@gipe.ac.ine; SUNIL BEDEKAR <advocatebadeka rigrgmail.coms; Anjali
Radkar <anjaliradkar@gipe.ac.In=; Shailash Deshpande <proshade2002@amail.coms; vaishali
deshpahde <vaishalideshpande@hatmall com:

Subject: Minutes of the meeting held on 25th July 2023 for approval

Daar Membears,

Trust that you are weil.

Kindly find the altached minutes of the meeting held on 25th July 2023,
Hegquest you to review and edifapprove.

Thank=s and regards
Savita

SUNIL BEDEKAR -advocalanedekar@gmail com= Tua, Aug 22, 2023 al 4:47 2
Ta: GIFE Ethics Commiftes <gipeiec@aipe ac.in>

Confirming the Mobt,

On Maon. 21 Aug, 2023, 1:58 pm GIPE Etkics Commitlee, “gipsiecfhgipe.ac n> wrote:
Cear Membears,

Trust that yau are well,
' Kindly find the altached minutes of the mesting held o 25th July 2023,
Requast you to review and editfapprove,

Thanks and regards
Savita

Kaustubh Bondre <kaustubh bondre@aipe.ac.in: Wed, Aug 23, 2023 at 12:117 PM
Ta GIPE Elhics Committes <g pelec@gipe. acin=

Mol zre fine with ma.

Cin Maon, Aug 21, 2023 al 13:588 GIPE Ethics Committes =Ripeiescdgipe ac.in> wrota:



Dear Members,
| Trust that you are well.

Kindly find the attached minutes of the meeting held on 25th July 2023.

' Request you to review and edit/approve.

Thanks and regards
Savita
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Standard Operating Procedures

Gokhale Institute of Politics and Economics

1.0 Introduclion:

Research in human subjects is now guided by principles laid down by commiltess at
National and International levels. Tt s essential to follow Good Clinical Practices (GCT')
adopted internationally. The Indinn Council o f Medical Research (ICMR) has also issued
ethical guidelines for research on human subjects. All these principles are put into
practice through formulation of an Institutional Ethics Committee (IEC).

1.1 Authority under which TEC is constituted:

Authorities of Gokhale Institute of Politics and Economics constituted the Institutional
Fthics Commitiee in order to ensure that Henlth and Allied Institutes shall conduoct
research on human subjects, using research methodology that meets international and

local regulations, ethical standards and s consistent with principles of GCP,

2.0 Purpose:

The purpose of this SOP is to contribute to the effective functioning of the Institutional
Fithics Committee (IEC) al Gokhale Institute of Politics and Economics, Pune, India, So
that an independent competent and congistent ethical review mechanism, in an ahjective
manner, is put in place for all health and biomedical research proposals dealt by the
commitiee in accordance with National regulations, Indian Council of Medical Research
(1CMR) guidelines for Biomedical Research on Human Participants and Good Clinical

Practices.

A0 Scope:

o 1EC will review all research proposals mvalving human participants to be conducted ot
the Gakhale lnstitute of Politics and Economics to evaluale the possible rigks to the
subjects and expected benehits,

 To assess the adequacy of documentation for cnsuring privacy, confidentiality of the

subjects and ensure justice to the subjects. M
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* 1EC will ensere the protection of subject’s rights, safely und wellbeing,

» [EC provides a multidiseiplinary farum for the analvsia end discussion of puidelines,
regulitory laws and cardinal princiales of ressarch ethics vie autonomy, hencficencs,
nofemilfessance and justice und ensures thar these are adhered to in planoing,
conducting and reporting of proposed research through the Committee’s advisory,
ediecittional, policy develapment, and ssrvice functions,

* To ensure that the research projects carried out are sound in design, heve statistical
valility ard are conducted acenrding 1o the Indinn Couacil of Medical Rescareh and
Internatiomal conneil on Hanmonization/Good Clinical Practice guidelings,

Preparing and amendment of Standard Operating Procedures (SOPs)-

The cument SOP & valid for period of thres years from the effective date, and it will be
reviewed, discussed and rovised every three yearly or eatlier as and when reguired for
effective functioning of the TEC..

Any member of the IEC, fieully members, or investigators can make a request for revision
ar amendment fo reiove inconsistency / discrepancy i the existing S0Ps. IFTEC members
agree to the request, the Chairporson in: consultation with Member Secretary will appaing
SO team, This team will revise / formmlate the SOP, T TEC members do ot agree to the

reques!, oo further sction wiil be takers

The Chairpersan of the VEC will appoint a team o Tormulate the SOP, which will congist of
iember secretary and 1-3 IEC members. SOP preparation team would draft o SOT, get il
rewiewed and approved by ll the TEC members, Al TEC members will review the SO and
the final version will be forwarded to the Chairperson for review and approval. Once
approved, revised version of SOF will be distiibuted, Copy of current SOPs ulony wilh the
eapy of the okl version will be archived.

The Previows version of the SOP iz valid Gl the eifective date of next vorsion,

Approved SOPs will be implemented from the cffective date,

The Footer Inforeaation of the SOP should include:

* Page Numbering (format page x)
® S0P Version Mumber (1,2.3. ) dated {ddimmimdyyvy)

SUP Version 2, Dated 20 june 2018, Confldestiz] Page 5



« Amendment Number and Date ( Amendment 1, 2.3 ... .Dated dd/mmm/yyyy ) if any
» The word ‘CONFIDENTIAL’

4.0 Responsibilities of TEC:

1. To safeguard the dignity, rights, safety and well-being of all actusl and potential
research participants.

2. To ensure that the research projects carried out are sound in design, have statistical
validity and are conducted according to the Indian Council of Medical Research and
International Conference on Harmonization/Good Clinical Practice guidelines,

1. To cnsure that universal ethical values and international scientific standards are
expressed in terms of local community values and customs,

4. To assist in the development and the education of a research communily responsive (o
local health care requirements and to allot appropriate funds for the same,

5. 1EC would conduct Periodic self-assessments and corrective and preventive actions (as

required) would be implemented,

Applicable Regulations and Guidelines:

o FEthical Guidelines for Biomedical Research on Human Participants by ICMRE, New
Delhi 2017.

o International Council on Harmonization (ICH) Harmonized Tripartite Guidelines for
Good Clinical Practices

o Good Clinical Practices Guidelines 1ssued by the Central Drug Standard Control
Organization (CDSCO), Directorate General of Health Services, Government of India,

o ICMR Guidelines for preparing Standard Operating Procedures (SOP) for Institutional
Ethics Commiltee for Human Research.

6.0 Composition of IEC:

The composition of the TEC will be multidisciplinary and multi-sartorial. It shall be
compatible with the requirements of Sehedule Y and ils amendments, ICH GCP guidelines
and ICMR guidelines to ensure its independsnce and competence. The composition may be

as Tollows:

e
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i Chatrperson . . I

2 Basic medical scientists ]-2

3 | Clinicians ' T
4 Legal expert - 1-2

Socizl scientist/ representalive of non-

LA

e
i

[

governmental voluntzry ageney

i Lay person/community representative 1-2

7 Member Secretary - I

A member other than the above representation

can be co-opted if necessary

The Chairperson shall be preferably from the health field bur should not helong to the
mstitution Gokhale Institute of Politics and Economics.

The Member Secretary shall be fiom Gokhale Tnstitute of Politics and Economics for

administrative convenience.

IEC shall include at least ene member whose primary area of mterest or specialization is

non-scientific and at least one member who is independent of the institute.

The members representing medical scientists and clinicians should have post praduate

dualification and adequate experience in their respective fizlds,

IEC shall have appropriate gender representation.

The IEC members from the institution from where the research project is submitted for
review and approval will be congidered ag internal members, The other IEC members will

be considered external members.

Ad hoc substitutions for regular IEC members are permitied to fulfil the regulatory
requirements ofquorum il the regular member from that ficld is not available for the meeting,

This will be documented in the minutes.
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The Ad hoc member shall have an equal standing as of other members in the committee.

Committee may have a list of pre-identificd members from different specializations,

The current member list is attached as an Annexure L.

7.0 Terms of Reference:

7.1 Membership Requirements:

A member of the TEC will have tenure of three years. The members will be continued and

there will be no limit on the number of times the membership is extended,

o All members shall sign the ‘Confidentiality Agreement’ and the ‘Agreement for

Declaration of Conflict of Interest”.

7.2 Appointments:
Institute authorities had appointed the [EC members at the inception of the [EC from
varied backgrounds as per the regulatory and ICMR guidelines,
Institute authorities or ils nominee will appoint the new TEC members as and when
required.
The newly appointed member shall give his'her acceptance by signing the ‘Consent
Letter'.

7.3 Replacement, Resignation and Removal Procedure:

« [fa member completes his ar her tenore or does not wish Lo continue and opes to
leave before the completion of histher tenure or dies during the tenure, the Secretary,
in consultation with the Chairperson and the Committee members shall appoint a new
memmber with a similar background in his or her place.

o The member shall commiznicate his or her resignation preferably in writing to the IEC,
s [f 4 member is found to be unable to discharpe his or her responsibilities or unable to
attend at least seventy five per cent of the meetings in any one calendar year, he or she

will cease to be 8 member.

7.4 Honorarium / Consultancy to the Members/ Invited Experts etc:
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= An honorarum of Rs. 1000 {Rupees One Thousand enly) will be paid 1o each of the
IEC member or the experts who attend the meeting.

* [fthere s any change in the honorarium then it will be recorded in the minutes of the
mecting in which it is changed.

* Transpart may be provided to the IEC members for attending the mectings, if required.

8.0 Training:

The TEC members shall be encouraged to keep abreast of all national and international
developments m ethics through orientation courses on related topica by its own members
or regular taming organized by constituted or professionsl budy(ics), so that they

become aware of their role and responsibilities.

All new members will be wained on the Standard Operating Procedures of the Fihics
Committee by Member Secretary, The new member will be given training and a copy of
Scheduie Y, ICMR Guidelines on Biomedical Research on Human Participants, Good
Clinical  Practices- ICH and Indian guidelines. Any change in the regulatory
requirements shall be Srought to their attention.

They should be aware of local, social and cultural norms, as this is the most important

social control mechanisim,

All the 1EC members shall be periodically trained en Regulalory requirements, Ethics

and Good Clinical Practices.

TEC may arganize Clinical Rescarch and Hihics related training programs for the [EC
members or for the fseulty or students of the constituent units of Gokhale Institute of
Politics and Economics or may provide financinl assistance for conduct of such

programs,

IEC may provide financial assistance to the IEC members or other external faculty of

who would take such training from a professional body (ies).

9.0 Funcilions:

9.1 Primary Funclions of TEC:
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» Reviewing the project proposals and other relevam documents submitted for review
and approval.

« Maintaining records of the activitics such as Agenda, minutes of the meeting ete,

s Adhering to the applicable regnlatory requirements.

s Complying with the ICMR and GCP guidelines.

» Keep updated on regnlations and guidelines for the review of Research studies,

o Beview progress reparts and Monitoring of the sites to which TEC accords approval

9.2 Responsibilities of the Chairperson:

s The Chairperson will head the Commiltee, preside over its meetings and conduct the
meetings according to the ICMR apd GCP guidelines.

» If be/she is ynable to attend the meeting, he will nominate an TRC member to preside
over the meeting and conduct it, In case of long absence of the chairman, the
Chairman in consultation with member gecretary nominate sliernate member for
performing his functions during his absence.

o Chuirperson is the concluding suthority in IEC voting or final decisions, he/she will
sign the minutes.

o 1 Member Secretary his a conflict of interest a8 a Principal Investigator, in any
research project then documents communicating TEC decisions like approval letter

shall be signed by the Chairperson.

9.3 Respounsibilities of the Member Secretary:
Meinber Secretary is responsible for all the administrative work of the committee. In
consultation with the Chairperson, Member Seeretary shall discharge the following

funetions-

» Receive all correspondence related to research proposals.

e Check the new proposal documents for their completeness.

s Convene the meetings in consultation with the Chaperson.

e Preparing and communicating the agenda for the mestings,

« Forward the proposals! matters far review (o the [EC membars.

s Invite the Principal Investigator for the scheduled meeting whenever necessary,

» Decide and mvite the experts for the meeting whenever required.

SOF Version 2. Dated 20 June 2018, Confidential
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» Prepare minutes of the meeting and place the minutes of the previous meeting for the
confirmatien by the 1EC members in the current meeting.

= Respond (o the queries or provide clarifications to the observations submitted o the
[EC by the Investigators,

» Take 'Confidentislity agreement’ (Annexure 1) and ‘Agreement for the Declaration
of the Conflict of Interest’ fram the IEC members.

= He/ She will train the IEC members on the Standard Operating Procedures of the Ethics
Committee,

» To ensure that complaints and concerns of study subjects are addressed and managed
appropriately,

* Member Secretary is the custodian of all the documents pertaining to the [EC.

9.4 Responsibilities of the 1EC Members:

s Attending meetings on a regular basis.

» Maintaining stricl confidentiality regarding protocol information, reviews and
decisions and all matters diseussed at committes meetings.

e Disclosing conflict of interests, respecting each other’s views and the deliberative
PrOCEss.

* Deciding independently if the design and conduct of proposed studics will protest
participants® safety, rights and welfare,

= Will evaluate the possible risks to the study participants with proper justifications,
expecled benefit and adequacy of documentation for ensaring privacy, confidentiality
and justice.

» Remaining impartial and objective when reviewing protocols Serving as main
reviewears for research in their arcas of expertise.

» Kesping up-to-date with national and international research ethics and regulatory
guidelines.

* Taking part in research ethica-related continuing education.

* To carry out work delegated by Chairperson and Member Secretary

9.5 Role of Expert Advisors:

e ————————————————
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e The IEC will maintain a list of Expert Advisors in various specialties, who may be
mvited to attend the meeting and advise the Commiltes on a subject related to their
specialty and thus help the Commuittee in making the decision,

e Thewr opinion or advice will be recorded, but they will not take part in the decision

making process.

9.6 Site Monitoring by 1EC:

It is responsibility of the TEC to monitor the sites to which they have accorded approvals
for the conduct of the study. A commiltee appointed by the Chairperson shall conduct
the monitoring, if required.
The committze shall submit the monitorimg report to the secretariat within 14 days,
In the next IEC meeting, the findings of the monitoring will be discussed in detail
The PT may be called for the meeting to seek clarification when the monitoring report
15 to be discussed.
Appropriate action shall be decided by the committee, which may include;

o Conumuation of the praject with or withoul changes

o Recommendation for additional training
Recommendation for recruiting additional members in the study team
suspension of the study

Any other

o Upportunities for improvement are identified and appropriate actions are

o o @

initiated
* The secretariat will convey the decision to the Principal Investigator (PT) within 14
days of the meeting

9.7 Policy to Monitor or Prevent the Conflict of Interest:

A set of conditions in which professional judgment concerning a primary interest like
patient's welfare or the validity of research tends to be or appears to be unduly influenced
by a secondary interest hike non-financial (personal, academic or political) or financial

gain s termed as Conflict of Tnterest (COI),

A conflicting interest of an Ethics Committee member generally includes the following:

SOP Version 2, Dated 20 June 2018, Confidential
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» Participation in a study where Cthics Committee member is Listed as an investigator or
is a member of the research team at the same institution or at other site where the same
stuchy shall be conducted

 Financial interest where the Ethics Committee member holds significant egquity or
stock options, receives or expects to receive compensation with a value that may he
affected by the outcome of the study, has an ownership interest (including patent,
trademark or copyright interest) in the drug, product or technology that is the subjeet
ofthe research, or receives a significant amount annually as a salary, consulting meome

or other compensation from the sponsor.

» Non-financial {personal, academic or political) interest that he or she beheves conflicts

with the member’s ability to review a project objectively.

.

Procedure for handling an 1EC member’s conflicting interest:

o Mo TEC member shall parlicipate in the review, comment or approval of the projects
in which he/she has a conflict of inferest.

» All the IEC members shall sign the agreement of ‘Declaration of the Conflict of
Interest” (Annexure 111} at the time of jpining the committee.

¢ The member who has a conflict of interest shall declare the same n the bepinning of
mesting in writing to the Chairman of the [EC.

¢ The member who discloses a conflict of interest may attend the presentation dong by
the investigator team, bul shall not participate in the deliberative discussion ar vote on
the protocaol,

= This shall be documented in the minutes of the meeting.

¢ This policy applies to all research proposals reviewed by the Committee, incinding
initial and continuing reviews where approval for the study or other study related

documents are accorded.

e
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10,0 Operating Procedures:
10.1Submission of Research Proposal:

The research proposal for approval by the commitlee shall be submitted to the
Secretariat Office at the following address:

Institutional Ethics Committee Office
Gokhale Institute of Politics and Economics
Pune-411004

Plione No- 02025650287, Ext - 204

Email ID- gipeicc@gipe.ac.in

e The administrative staff will be provided by Gokhale Institute of Politics and
Economics.

o The list of documents to he submitted for IEC review and approval is attached as
Annexure IV

« The documents shall be submitted minimum two weeks prior to the scheduled 1EC
meeting.

« A Clinical Trial Agreement (CTA) should be a tri-party document, signed by the
Principal Investigator (P1), the Head of the Institute and the Sponsor. TF drafi of the
CTA is submitted for IEC review, the executed copy of the same shall be notified to
the IEC,

e Prior to submission to the IEC, all the research projects should have received approval

from the Scientific Review/Advisory Committee.

10.2 Processing of Proposal:
All the documents submitted to the TEC shall be acknowledged by the Member Secretary.,

The Member Secretary shall assign a unique number to each proposal and check it for
its campleteness. 1f any critical item is missing, the Member Secretary shall mform the
P1 and request for it in writing. 1T it is done on phone, fax or e-mail, the same shall be

documented.

The Member Secretary shall make copies of the relevant documents and circulate them

to the members alang with a covering lelter,
N =
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INthe Member Secretary is an investigatar for any project, then any other IEC member
meheding the Chatperson will scknowledis the receipt of documents submitted w IEC
for that project,

10.3 Frequency of Meetings:
Secretary in consultation with the Chairperson shall convene the meeting in the
following conditions;
s Has at least two projects for discussion
* IBLC [ee of Rs, 200000 will be charged for an urgent meeting for a single project,
if required.

10.4 Review Procedure:

The primary task of the IEC is review of research proposals and their supporting documents
with apecial attention given to the Informed Consent process, decymentation, and the
suitability and feasibility of the protocol. IEC will take into account the reguirements of
applicable laws and regulations,

The Member Seeretary shall convene the meeting o the Committes in consuliation with
the Chaimerson

A, IFa proposald documents require urgent revicw, a special meeting may be convencd
m cotsultation with the Chairperson.

b. The meeting shall be scheduled after ascertaining the availability of the members tor
the proper quorim,

c. The quornm shall congist of at least 7 members who shall nelnde at least one
independear member, one non-medical person, member from legal community and
one lady.

. A member can play more than one rale in the Ethics Commitice depending upon his
expertise, but during the meeting he/ she can play only one role at a time,

e. The Meniber Secretary shall maintain the attendance log of sach meeting,

[ The Member Scerctary shall inform the Pls, whose proposal 15 being discusscd, of the
date, tirne and the venue ol the meeting and reguest them to be available for prirect
presentation and for clarification, if any,

g The Chairperson shall preside over the meeting and conduct the proceedings, 1Fhe/she

i% unable to attend, hefshe shall nominate any other member to act oo his behalf,

%
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b, Only thase mambers, who attend the meeting and take part in the deliberstions, shall
vale un the proposal,

i. 1M a member is not able (o attend the meeting for some genuing reason and remains
ahsent for the meeting with the prior consent of the Chairperson, the wrillen
commentaobservations communicated by him should be eonsidersd for discossion.

j. Plor his / her representative shall make a presentation of the study to the [EC

le, TEC shall discuss the study in detail. Informed Consent Document, assént form (as
applicablz} and translutions are reviewed for approprisieness of language, sccuracy
and completenesy of information, [BC will also review it for implications of its
contents, safety, compensetion ol research  participant and  other  cthical
considerations.

L Deeisions reparding a project submitted to the 1EC will be taken by consensus or by
voting if required. The open voting system will be followed and all members shall
have equal voting rights. More than 50% votes are requied to approve & project. In
case of an equal number of vates (u tie), the Chairpeson will cast the deciding vole,
1T an IBC member is the principal investigatar for o parliculur veseurch project, he/she
will not vote for that project.

m, The decision on each proposal shall be minuted, including all the dissents regarding
rejection of propoesal,

n, The Chairperson shall approve the minutes of the mesting and letters to the respective
principal investigators shall be issued by the Seoretary, In case the Secretary i part of
the Principal lovestigator's team, the letters shall be issued by the Chairporson,

o. Decisions regurding the rescarch proposal shall be communicated to the PLin writing
within 10working days afler the meeting,

p. Approval for the research projects will be given for the period of one year and it will
be renewed on subrmassion of vearly study progress report,

IEC will review the project in detail:-Suitability of the wvestigators’ qualifications and
experience for the proposed study,

« Rights and responsibility of subject are docomented. Subject’s confidentiality and
privacy is protected.

=  The appropriatencss of the study design in relation t the alyjectives of the shady.

= Recmitment stmtcgics
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*  The statistical methodology (including sample size calcnlation),

* The justification of predictable risks and inconveniences weighed against the

anticipated benefits for the research participants and the concerred communitics.
* Subject’s participation and withdrawal from the trial is voluntary.

s The adequacy of provisions made for monitoring and suditing the conduct of the

research

¢ The manner in which the results of the research will be reported and published.

Any plans to withdraw or withhold standard therapies for the purpose of the

research, and the justification for such action.

« Contract and budget for indemnity, compensation ete,

L4, 1 Documentation of Minutes:
Minutes shall be documented with enough detail to reconstruet ils decisions at a later
date, additionally, comprehensive minutes show concern for participants® rights,

safety and well-being, The minutes may include the following:

» Meeting logistics: dale, fime of start and venue,

» Review and approval of minutes of previous meeting.

® The minutes will ilentily all members attending the meeting

* The minutes will reflect when an ad hoc member substitutes for a regular memhber
and for whom the ad hoc is substituting,

* The minutes will document when & member is rescued fram discussion and voting
due to a conflict of nterest.

« The minutes will reffect the apenda of the mecting

o The minuies will include 4 summary of the discuszsion of the projecls mentioned in
the agenda and the resolations,

= The minutes will include the discussion on the other relevant points which were not
mcluded in the agenda.

« The minutes will include a summary of expediled spprovals given by the 1EC since

last [EC mecting.

e — e —————————————————
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» Minntes will be made available to the regutatory personnel during inspection of IEC
or the site.

| 10.5 Expedited Approval:

16

The Chairpersan in consullation with Member Seeretary or another member nominated
by him‘her may apprave a proposal withoul holding n formal meeting only under

followmg conditions:

|. The proposal nvelves little or no risk to the participants. Minimal risk would be
defined as one which may be anticipated as harm or discomfort not greater than that
encountered in routine daily life activitics of general population or during the
performunce of routine physical or psychological examinations or lests,

2, The proposal involves minar modifications Lo & proposal already reviewed within
proceedings, and concerns either an administrative matter or a change that does not
affect the safety of the participant.

3. The protocol reviewed in an earlier meeting has been considered approvable with
suggested amendments, and has now been amended accordingly,

4. Research involving ehinical materinls (data, documents, records, or specimens) that
have been colleeted for non-research (clinical) purposes.

A subcommittee may be appointed by the Chairperson for expedited approval. This

subcommittee shall submil its report to the chairperson who would take the final

decision.

All proposals considered for expedited approval will be presented in subscquent full

TEC meeting for ratifying the decision,

Appeal on Rejection:
1. If the proposal is rejected by the IEC, the PI may appeal for reconsideration within
12 weeks after providing the justification of such reconsideration,
2. If major modifications are required in the study documents, the PImay place a fresh
proposal to TEC within 12 weeks.

1.7 On-going Review:

SOP Version 2. Dated 20 June 2018, Confidential

The Committes shall review the progress of the approved research projeces at regular

intervals.
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For all projects, a study status seport showld be submitted every six months,

1 L0 Institutional Fthics Committee Tee:
a, IF an urgent meeting of TEC is called for, Rs. 20,000/-(Rupees Twenty Thousand
anty) will be charged.
b. A fee of Rs. 50004~ (Rupees Five Thousand only) will be charged for review of
Amended projects.
¢. Fee waiver may be considered for in honse, non-sponsored projects.
The TEC fee should be paid by Cheque /Demand Draft in favour of *‘Gokhlale Institute

of Politics and Economics'

124 Responsibilities of the Principal Investigator (P1):

The Principal Investipator or Co-investigator of a new research project is required m
attend the TEC meeting wherein hisfhor project is being reviewed, to answer any
uerics pertaming to the project.
The committes expects the following from the PI after his / her vesearch proposal is
approved,;

1. The PI should initiate the project, only alter written approval fom IEC and from
regulatory authoritics (if applicable).

2, The PI should submit the study status report as per the 1EC recommendation,

3. To inform the [EC of stidy completion or discontinuation with reasons.
4. To submit justification for approval w restart studies discontinued carlier by the IEC
and not t restert ot before such approval has been aecarded.
3. To submit the final gludy report, on its completionfelosure or termination,
6. To mform ahout sny changes in the protocol and for patient inlormation informed
cansent.
7. The P1 should ensure that the sponsor registers the stedy in *Clinical Trizl Registry
India’, a5 applicable
13.0 Record keeping and Archival :
The Member Secretary will supervise the day-to-day activities and will maintaic the
comespondence pertaining to lhe TEC, The office will maintain all the records

partaining to the functioning of the IEC such as;

m
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e The current list of the TEC members and their CVs, consent documents, Confidentiality
Agreement, Declaration of the Conflict of Interest, GCP and other relevani training
certificates elc,

o The current version of the SOP

o The agenda and minutes of the [EC meetings.

o Reference documents that are regularly required by the TEC for its deliberations-
Declarations of ITelsinki, Schedule Y and its Amendments, ICMR Bioethical Guidelines
on Human Participants, GCP puidelines etc.

o Correspondence between the IEC and the PT /study team and other relevant recaords will
be retained for a mimimum period of five years after complétion / termination of the study
or 0o communication from the PI for three consecutive years about study status.

» Correspondence between the JEC and the regulatory bodies will be retained for a
minimum period of five years after completion / termination of the study or no
communication from the PI for three consecutive years about study status.

o  The copies returned by the ITEC members will be destroyed periodically.

o  The torn pages may be given to an external agency for shredding and the same will be
documented.

All the documents and communications of [EC should be labelled, filed and archived in a

sccure place,

Only persons, wha are authorized by the IEC Chairperson, will have access.

14.0 Revision History:
This SOP 15 an SOP Version 2 dated 20 June 2018
This SOP is effective from 20 June 2018 1ts duration is three years from the effective
date or till the next amendment, whichever is earlier.
The SOP of the IEC may be made available to any member from Gokhale Institute of

Politics and Economics upon a written/oral request for the same to the [EC.

SOP Version 2. Dated 20 June 2018, Confidential
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Annexure 1

Institutional Ethics Committec Members as on 20 June 2018:

Sr.

i Name Qualifications Affiliation Role in the IEC
0.
| Chairperson
2 Basic Scientist
3 Clinician

|
4 Social Scientist
5 Social Scientist
6 Legal Expert
i Legal Expert
8 Lay Person
Member

2 Secretary

R R -Eu e e e e ——
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Annexure I

Appointment Letter
Date:
To,
Dear,
1 am pleased to appoinl you as - of the Institutional Ethics Committee
(EC) at Gokhale Institute of Politics and Economics, Punew.e.f, for a term

of three year / months provided following conditions of appointment are met.
I. You should be willing to publicize your full name, profession and affiliation,

2. You are willing to record all reimbursement for work and expenses, if any, within or
related (o an IEC and make it available to the public upon request,

3. You consent to sign confidentiality agreement between you and the IEC regarding meeting
deliberations, applications, information on research participants, and related matters.

The renewal of your appointment will be by consensus and | month notice on either side
will be necessary prior to resignation/ lermination of appointment. Terms and Conditions
regarding the resignation procedure, disqualification procedures, replacement procedures
ete. may be found in the Standard Operating Procedures (SOPs) of IEC.,

¥ou will be paid Honorarium for your services rendered and as per the SOP.

Signature

Director

Guokhale Institute of Palitics and Economics, Pune

Annexure I11

SOP Version 2. Dated 20 June 2018, Confidential
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Date;

To,

The Member
Institutional Ethics Commitiee
Gaokhale Institute of Politics and Economics

CONFIDENTIALITY AGREEMENT

The Institutional Ethics Committee (TEC), Gokhale Institute of Politics and Economics is

honoured to have you as a member of the Committee.

The IEC receives from investigators, clinical rescarch documents for review and approval,
As an esteemed member of the IEC, these documents will be shared with you. The
documents and the discussions that occur during the meetings are highly confidential. You

are requested to comply with this code of confidence of the IEC.

If you agree to the foregoing, kindly indicate your acceptance thereof by signing this
document,

Yours sincercly,

Member Secretary

Institutional Ethics Committee

Agreed and Accepted

Name:

Title:

Signature: Date:

Annexure IV

Date:
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To,

The Member

Institutional Ethics Commiltlee

Golkhale Institute of Politics and Economics

Agreement for declaration of Conflict of Interest

The Institutional Ethics Committee (IEC), Gokhale Institute of Politics and Fconomics is

honoured (o have you as a member of the Committee.

The IEC receives from investigators, clinical rescarch documents for review and approval.
The professional judgment concerning a primary interest like participant’s welfare or the
validity of rescarch tends to be or appears to be unduly influenced by a secondary interest
like non-financial (personal, academic or political) or financial gain is termed as Conflict of
Interest (COT).

You are requested to declare the conflict of interest if any in the projects submitted to you
for review. This conflict of interest shall be declared in writing to the chairman of the 1EC
before the review of the project.  You are requested to comply with this code of Conflict of
Interest of the IEC.,

If you sgree to the foregoing, kindly indicate your acceptance thercof by signing this

document. A copy of the same will be given to you for your records.
Yours sincerely,

Member Secretary
Institutional Ethics Committee
Agreed and Accepted

Name:

Title:

Signature: Date:

SOP Version Z. Dated 20 June 2018, Confidential
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Annexure V

List of documents to be submitted for IEC review and approval is as follows:

Sr. No.

Documents

|

A covering letter addressed Lo the Chairperson

2 Protocol or Study Plan
a) Synopsis b) Full version
3 Data collection tools
4 Participant Information Sheet and Informed consent form in English and
vernacular language,
e including updates, if any
e back translations, if any
» translation certificates, if applicable
5 Permission from competent Regulatory Authority, il applicable.
i CV of the Principal Investigator (P1)
7 Details of the research grant to support the project/ Investigator’s Agreement

with the Sponsor (Clinical Trials Agreement - Draft/Executive)

Documents should be submitted both in hard and soft copy.

SOP Version 2. Dated 20 June 2018. Confidential
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Annexure V]

(Format for Approval of Ethics Commiitee)

To,

Dir.

Dear Dr.

The Gokhale Institule of Politics and Economics Institutional Ethics Commitlee reviewed

and discussed your application to conduct the clinical trial entitled “..." on..... {(Date).
The following documents were reviewed:
a. Trial Pratocol (including protocol amendments), dated __Version

no. (8)

b. Patient Information Sheet and Informed Consent Form (including updates if in any)

in English and/ or vernacular language.

¢. Proposed methods for patient accrual including advertisement (s) ete.
Proposed to be used for the purpose.

d. Principal Investigator's current CV,

e. Investigator's Agreement with the Sponsor.

f. Investigator’s Undertaking (Appendix VII).

The following members of the ethics committee were present at the meeting held on (date,

time, and place)

Chatrman of the Ethics Committee

Member Secretary of the Ethics Committee

Mame of each member with designation

We approve the trial to be conducted in its presented form.

i —

S0P Version 2. Dated 20 June 2018. Confidential Page 27
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The Institutional Ethies Commitiee expects i be informed about the progress ol the study,

informed vonsent and asks W b

any changes in the protocal tud patient iformation

provided o copy of the linal report

Yours sincerely, o

Institutional Ethics Committes

Gokhale Institute of Poalines anid Fennumics
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7.1.10: The Institution has a prescribed code of conduct for students, teachers,
administrators and other staff and conducts periodic programmes in this regard.

https://gipe.ac.in/governance/planning-monitoring-board/



