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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to explain the process for writing,
reviewing, distributing and amending SOPs of the Institutional Ethics Committee for
Intervention Studies (IEC-IS), JIPMER. The SOP provides clear, unambiguous instructions so
that the related activities of the committee are conducted in accordance with Indian regulations

and relevant, national and international ethical guidelines.
2. Scope

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

the IEC-IS, JIPMER and is applicable only to JIPMER.
3. Responsibility

It is the responsibility of the Chairperson of the IEC-IS to appoint SOP team to formulate new
SOP or to revise existing SOP. The SOP team shall do this by following the standard procedures,
format and coding system that is used while drafting or editing any SOP of the IEC. Head of the
Institute (Director) is responsible for implementing this SOP. The responsibilities of various
stake holders of IEC-IS namely secretariat, members, member secretary and chairperson is given

below.
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3.1 Responsibilities of Chairperson of the IEC

1 appoint one or more SOBams consisting of the memksecretary and two or more members of IEC
with thorough understanding of ethical review process
1 approve the SOPs, sign and date the approved SOPs

3.2 Responsibilities of SOP team

1 assess the request(s) for SOP/s revision in consultation with the Secretariat, Member Secretary and
Chairperson

proposenew / modified SOP/s as needed

draft the SOP/s in consultation with tl&C-IS members and involved administrative staff
review the draft SOP

submit the draft for approval to Chairperson

= =4 4 A

3.3 Responsibilities of Secretariat of the IEC:

Assist chairperson to constitute SOP Team

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

Ensure that allEC-IS members and involved administrative staff have access to SOPs
Ensure that allEC-IS members and involved staff work according to current SOP version
Maintain an ugto-date distribution list for each SOP distributed tolth&-1S members.
Maintain a register to record the names of investigators to whom SOP<@loeitéid
Maintain a file of all current SOPs and the list of SOPs

Maintain a file of all past SOPs of the IEC
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3.4 Responsibilities of IEC members and involved administrative staff

1 Sign and date the approved SOP when they receive it and maintain a file of all SOPs received

4. Detailed instructions

4.1 Identify the need for new or amendment of current SOP

Any member ofIEC-IS or Secretariat who would feel the requirement of a revision or notices an
inconsistency/ discrepancy/ has any suggestions on how to improve the existing SOPs or requests to
design an entirely new SOP can put forth his/ her requestitipgmo thelEC-IS Chairperson either as

an email/ letter/ verbal request in a meeting. The chairperson will inform dEEES members about

this request at a regular ftlbard IEC meeting. If théEC-IS members agree to the request, an
appropria¢ SOP team(s) will be appointed by the chairperson and designated the task to proceed with the
revision process/ formulation process of the SOP. If the IEC members do not agree, no further action will
be talen. The Chairperson will inforihe member of th&EC-IS or Secretariat who made the request for
modification of the SOP.
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4.2 List of relevant procedures to be carried out by SOP writing team

1 Write all the procedures ¢EC-IS that are to be standardized in the form of an SOP

1 Organize, divide andame each process
4.3 Write and review a new SOP

When the need for a new SOP has been identified and agreed upon, a draft will be written by one or more
designated members of the SOP team, appointed by the chairperson. Each SOP should be given a numbe
and a title that is sekxplanatory and easily understood. A unique code number (JIHX, where x is the
number of the SOP) with the format SOP aa/Vx will be assigned to each SOP item by the Secretariat.
flaao wi |-digit iumberaassigned specificalyo each acti vity based SOF
of the SOP and dAxo will be a number of the ver
Each SOP will be prepared according to standard template of SOP 01/V1. Each page of SOP will bear a
heade with effective date (aa/bb/cccc) i.e. the date of approval of the SOP by the chairperson. The SOP
number will be on the right hand corner with the title of the SOP while the footer will bear the page
number as page p of g (total) pages. The logo ofrteetution/ Hospital will be put in the header. The

draft SOP written by one or more members of the SOP team will be reviewed by the remaining members
of the SOP team. After incorporating the suggestions put forth by the SOP team members; a copy of the

revised draft SOP will be sent to memisercretary to circulate it to all the IEC members.
4.4 Write and review a revised SOP

1 If a SOP supersedes a previous version, the previous SOP version will be indicated in Document

History Form (JIHX/SOP01/V1) algnwith description of the main change/s.
4.5 Prepare and submit final draft

SOP team will submit reviewed SOPIEC-IS members who will review it at a meeting.
The suggestions that are agreed upon bylH®&IS members present at the meeting will be
discussed and incorporated in the revised draft SOP and it will be finalized.

1 SOP team would stand automatically dissolved ¢BCEIS takes final decision on SOP.

4.6 Approve the new / revised SOP

1 The final version will be presented to the Chaigp@rfor review and approval.
1 The authors, reviewers and chairperson will sign and date the SOP on the first page of the SOP

document. This date of approval will be declared as the effective date from which the SOP will be
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implemented. The front page wittontain signature of Dean Research and Director of the
Institution as having accepted the document.

4.8 Implement, distribute and file SOPs

1 The approved SOP will be implemented from the effective date.

1 The Member Secretary will discuss the approved SOP with the administrative staff and instruct
them to implement it accordingly.

1 The approved SOP will be distributed to tB€-1S members and g will be maintained.

1 One hard copy of complete original set of current version of SOP will be filed in the SOP Master
file, by IEC Secretariat in the IEC office.

1 Following distribution of revised version, dEC-IS members will be requested to destitheir
earlier wversion. Only one copy of wearlier ve
| EC6 by I EC Secretariat in |IEC office.

1 ThelEC-IS members and secretariat will review SOPs at least once in every 3 years.

Note: All the standard operating procedures have been mdaleting,Forum for Ethics Review
Committees in India (FERCI) SOP MODElas obtained from http://ferci.org/wp
content/uploads/2014/07¢Preparatiorof-StandareOperatingProceduregor-Institutionat
EthicsCommittee2.pdf accessed on SHay 2019 with a few modifications to suilEC-IS,
JIPMER
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe the terms of reference for
constitution, selection, roles and responsibilities of the Institutional Ethics Committee for
interventional studies (IEC-IS) and procedures for maintaining confidentiality of all activities

and documents.

2. Scope

This SOP applies to constitution of JIPMER IEC-IS, selection, roles and responsibilities of

members of JIPMER IEC-IS and maintenance of confidentiality of all activities and documents.

3. Responsibility

The selection of chairperson, member secretary and IEC-IS members will be done by the Head
of the Institution (Director). It is the responsibility of all [EC-IS members and secretariat to read,

understand, follow and respect this SOP.
4. Detailed Instructions for composition of the Institute Ethics Committee, Human studies

IEC will be established by Head of the Institution (Director). Chairperson and I[EC members can

suggest names of potential members but final decision will remain with the Director. IEC will be



multidisciplinary and multsectoral in composition. It will be composed of a minimum of 7 to a
maximum of 15 memberawith 50 % of the members being neffiliate (or as per latest CDSCO
requirements) Director will select anchominae the Chairpersam and Member Secretary. The [IEC will be
congituted by the Director in consultation with the Chairperson Director or a nominated administrator
(Dean)will invite the members to join ethics committee by sending the official request letter. Members
will confirm their accepance to the Diredor/Dean by providing al the required information for
membership. The Director will ersure that the IEC is established in accordance with the appicable laws
andregulationsof the state, country andin aaordancewith the value andprindples of communitiesthey
serve. Director will designae ard instruct Chairpersonof IEC-IS or his representative to conduwt the
regular procealings of IEC-IS for the institute. At regular intervals, Diredor will review the functioning
of IEC-IS.
The committee should include at least one member whose primary area of expedisscigntific area,
clinician and at least one member who is independent of the institution/ research site.
ThelEC-1S members will
1 be a combination of medical, nonedical, scientific and nescientific persons including lay
persons to represent thefdient points of view.
have different backgrounds to promote complete and adequate review of research.
have required qualifications as prescribed by applicable regulations and guidelines from time to
time.
have the expertise, time and commitment to perfairfunctions.
have representation that is varied in terms of gender, age and social background to safeguard the
interests and welfare of all sections of the community / society.

The IEC-IS may invite member(s) of specific patient groups or other special interest groups for IEC
meeting (if required, based on requirement of research area, e.g. HIV, genetic disorders, stem cell
research etc.) for eliciting their views. Such individuals wiNéo sign confidentiality agreement and
declare in writing, conflicts of interest, if any prior to attending the meeting. They will attend the meeting

in the capacity of O6Guest/ Observerdé and will n

5. The Composition oflEC-IS shdl be as follows:

Chairperson (noraffiliated to the institution)
Vice-Chairpersonr{on-affiliated to the institution, optional)

1
1
1 One Member Secretary (institutional)
1

OneAlternateMember Secretary (institutional, optional)
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One- two clinicians(more if necessary)

One ortwo persons from basic medical science (preferably a Clinical Pharmacologist, especially
if overseeing drug, device, vaccine, biologics atd more if necessgry

Onelegalexpert or retired judge

Onesocial scientisbr representative of nofgovernmental voluntary agency

6. Criteria for selection of members of IEC
A. Chairperson
1 must be from outside the institution
1 should be a person with high standing in society with minimeBry&ars of serving experience in

an ethics committee

B. Vice-Chairperson (optional)
I must be from outside the institution

1 have at the minimum-3 years of serving experience in an ethics catbei

C. Member-Secretary (andAlternate Member-Secretary [optional])
staff member of the institution
medical professional with a state medical council recognized postgraduate degree
should have domain specialty experience, clinical research and ethice#gewpersonal interest

and capacity, good communication skills

D. Members

Members will be selected in their personal capacities based on their qualification, experience in domain
field, interest, ethical and/or scientific knowledge angbertise, as well as on their commitment and
willingness to volunteer the necessary time and effort for the IEC. They should not have any known
record of professional misconduct. Medical scientists and clinicians should have recognized post
graduate qudiications. Conflict of interest should be avoided while making appointments, but where

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

7. Agreement regarding maintenance of Confidentiality

It is the responsibility of each IEC menmbeeviewing research project or attending IEC meetings, to
read, understand, accept and sign the agreement contained in the confidentiality Form.The staff of the
secretariat will sign confidentiality agreement which should be filed with the IEC.The ss&retill

obtain the signature of th&C-IS Chairperson on the Confidentiality form. The secretariat will email
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IEC-IS member softcopy of the Confidentiality Form for their records (duly signed and dated by them
andIEC-IS Chairperson) and acknowledgeetheceipt of agreement with their signature. The secretariat
will keep the original copies of the signed agreements in the IEC office in the file entitled
&Confidentiality Agreement filed for members and photocopies of the agreement in the individual

membe 6 s f il es.

8. Tenure of membership
The tenure ofEC-IS will be for a continuous period of 3 years from the date of appointment.

9. Appointment of new members

9.1 ThelEC-IS members will be appointed by the Head of the Institute.
9.2 New members wilbe appointed under the following circumstances:
1 when a regular member completes his/ her tenure.
1 if aregular member resigns before the tenure is completed.
91 if a regular member ceases to be a member for any reasoreggmation or retirement or
disqualification or death).

1 to fulfill the membership requirements as stated in this SOP.

9.3 New members will be identified by the Chairperson according to the engnifb requiremerafter
discussion in théEC-IS. The names of new members to be appointed may be suggestediBZi$e
members and the Chairperson to the Head of the Institute. The final decision regarding appointment of

members will be taken by the Head of the Institute.

10. Conditions to be fulfilled by a member after appointment
Members to be appointed on teC-IS will need to fulfill the following conditions:
1 Submita recent signed CV
1 Submit preferably, if available training certificates in Ethics and/ or GCP [if not available at time
of induction as member in the IEC, the member must submit these withimontls of
appointment]
Willing to publicize his/her full name, profession and affiliation.
Agreeing to sign the Confidentiality Agreement and maintain confidentiality regarding meetings,
deliberations, research proposals, information on research participdmtdaied matters.
1 Agreeing to read, understand, accept and follow the conflict of interest (Col) policy and sign the

Conflict of interest agreement/form.
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11. Resignation and Disqualification of Members

11.1. Resignation:

An IEC member may resign fromembership by submitting a letter of resignation to the Chairperson.
The member may or may not assign reasons for resignation. The resignation will become effective from

the day it is accepted by the Chairperson.
11.2. Disqualification for conduct unsuitable of an IEC member/ not attendindEC-1S meetings:

A. Disqualification for conduct unsuitable of anlEC-IS member:
A member may be disqualified from continuanctei€-IS decides by a threurth majority specifically
called for the purpose that the poesdéeredra®atCtSonduc

member.

1 The process will be initiated IflIEC-IS Chairperson or Membesecretary receives a
communicationin writing (provided bylEC-IS member or a member of the public) alleging

misconduct by a member.

1 The chairperson will satisfy himself/ herself that a prima facie case exists before initiating action.
If, in the opinion of the Chairperson, the matteofigrave significance where integrity EC-1S
could be questioned, the Chairperson may suspend the membership of the cole€rited
member till final decision is taken B¥EC-IS. During the period of suspension, the concerned
individual will not haveany rights, privileges or responsibilities of &C-1S member and will not

perform any duties dEC-IS member.

1 The Chairperson may call for a meeting of th€-1S specifically to discuss this issue or the
matter will be taken up for discussion durioge of the regulatEC-1S meetings. The meeting
convened will follow the general rules of quorum. The allegation will be discussed IBCGHE
meeting and the member alleged of misconduct will be provided adequate opportunity to defend

himself / herself.

1 The member would stand disqualified, if members present approve of disqualification by voting
(voting by 2/3rd of majority of members present in the meeting). The Chairperson will convey the
disqualification to the concerned member through a writtermoamcation.
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B. Disqualification for not attending IEC meetings:

A member may be disqualified frole8C-IS membership if the member fails to attend more than 3 regular
consecutive IEC meetings without prior intimation. The process conducted will Héasfo
1 The Member Secretary will inform Chairperson, in writing, if a member has not attended more
than three consecutive regular meetings of the IEC without prior intimation H6GhKS.
1 The Chairperson will initiate the process of review of membershguch a member by including
the matter in the agenda of the next reglH&-1S meeting.
1 A written communication will be sent to the concertE@-IS member informing him/ her that
the issue of disqualification would be discussed at the meeting mitermember to be present
at the meeting to put up his/ her case. Alternately, the conclEets member will be allowed
to state his/ her arguments regarding unauthorized absence in writing by a letter addressed to the
Chairperson
1 The matter will be idcussed and reviewed at #i€C-IS meeting. The concerned member will be
provided adequate opportunity to represent his/ her case. A written communication, if received
from the concerned member will be read and reviewed at the meeting.
1 The Chairperson or Memb&ecretary will inform thdEC-IS members about the cessation of
membership by a confidential written communication to other membdEsCaIS or at the next
meeting ofEC-IS.

12. Training of the IEC Members in Research Ethics

1 An individual selected as a new member of ItB€-1S will be required to attend one meeting as
an O00Observerd before belEIg i nducted as a memt

1 Member Secretary or alEC-IS member will provide introductory training in research Ethics,
GCP andSOPs to the new member.
A newly inducted member should submit certificate of training in 12 months.
All members including Chairperson and Member Secretary will be encouraged to receive
continued training by participating in a workshop, conference andtoaining program related
to research ethics, as a delegate, faculty, facilitator, etc.

1 IEC will conduct workshops on ethics in clinical research, GCP and SOPs from time to time to
impart training and update the IEC Members and Institutional facultyb@em

1 IEC may nominat@nd / or sponsor the expenses of (as applicandEC member or prospective
members for attending conference, continuing education session workshop and/ or training

program etc.
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13 Hierarchy
1 One Chairpersomnpne Vicechairperson(wherever applicablelone Member Secretary and one
AlternateMember Secretary (wherever applicable) appointed amongst the members.
The Chairperson will head the committee.
The Member Secretary and tiAdternate Member Secretary (whewer applicable) will be the
guardian of all documents in the possession of the committee.

1 OtherlEC-IS members will be regular committee members with equal ranking.

13.1 Functions of Chairperson

The Chairperson will
1 be responsible for conducting committee meetings, leading all discussions and deliberations
pertinent to the review of research proposals.
T preside over al/l el ections as wel |l as admini s
1 represent théEC-IS at various meetings and forums.
1 sign documents and communications relatel @ 1S functioning.
1 delegate his/ her responsibilities to Wiee-Chairperson in accordance withC-IS SOPs.
In case of anticipated absence of both ChairpersonVacetCharperson at a planned meeting, the
Chairperson will nominate a committee member as an Acting Chairperson or the members present may
elect the chairperson. The Acting Chairperson will have all the powers of the Chairperson for that

meeting.

13.1 Functionsof Vice-Chairperson

1 To act as Chair in the absence of Chairperson and to perform all functions of Chairperson.

13.2 Functions of the Member secretary
1 Receive research proposals
Organize an effective and efficient tracking procedure for each proposala@c
Prepare, maintain and distribute of study files
Schedule and organizEC-IS meetings
Prepare and maintain meeting agenda and minutes
Maintain IEC-1S documentation and to archive them

Sign documents and communications relateliE @ 1S functioning

= =/ =4 A4 A A -

Communicate with th&EC-IS members and applicants/ investigators

Pagell of 252



Notify Principal Investigator regardin&C-IS decisions related to submitted research proposal
Arrange for training of persael andlEC-IS members
Organize the preparations, review, revision and distribution of SOPs and guidelines

Provide necessary administrative supporti-IS related activities to the Chairperson

= =2 =4 A -

Provide updates on relevant and contemporary issues s ethihealth research as well as
relevant contemporary literature to the committee members

Receive ethics committee review processing fees and issue official receipts for the same
Delegate various responsibilities to appropriate and authorized individuals

Ensure adherence tEC-IS functioning as per SOPs

Prepare for audits and inspections

= =/ 4 -4 -

Prepare and make available for scrutiny by auditors/ inspectors annual reports/ annual financial
statements of thEEC-1S

13.3 Functions of the Alternate MembeiSecretary (vhenever appointed)
1 The Alternate Member Secretary will perform the same functions of Member Secretary in his/her

absence.

13.4 Functions of IEC members

1 Attend IEC-IS Meetings and participate in discussions and deliberations so that appropriate
decisions can be arrived at.

Review, discuss and consider research Proposals submitted for evaluation.

Monitor Serious Adverse Event reports and recommend appropriate action(s)

Review the progress reports and monitor ongoing studiagpaspriate

Do onsite visits wherever needed

Evaluate final reports and outcomes

Maintain confidentiality of the documents and deliberation&GFIS meetings

Declare any conflict of interest in writing to the Chairperson, if any, at each meeting

Participate in continuing education activities in biomedical ethics and research

=4 =4 4 A4 -4 A4 A5 A -

Provide information and documents related to training obtained in biomedical ethics and
biomedical research to thEC-IS secretariat

Provide an updated CV when requested for by Bt& decretariat

Carry out work delegated by Chairperson, Merdearetary and Alternate Membsgcretary

Assist Chairperson, Membsecretary and Alternate Memksgcretary in carrying oueC-1S

work as per SOPs
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1 Be updated on relevant laws and regulations

13.5Secretariat

The Secretariat will be composed of the scientific officer/s, the administrative Officer/s and other
administrative supporting staff. The Secretariat will support the Member Secretary and Alternate Member
Secretary (if applicable) in atheir functions. All the staff of the Secretariat will sign confidentiality
agreement which should be filed with tii€C-IS.

13.6 Types of projects reviewed by IEC

The IEC-IS will review scientific and ethical aspects of all types of research studidsuman
participantanvolving one or more intervention in the form of a drug or any similar substance, procedure,
modification of dose, dosage form or duration of treatment, any health interyvesponsored by
pharmaceutical companies, sponsored by Gowent of India / NGOs, studies in collaborations with
international organisations/universities, all dissertation projects (postgraduatetstdBn MS, DM,

MCh, PhD, MSc,MPH and any other course run by Institution as applicable), research projects of
undergraduate students carried out under guidance of teachers (e.g. Indian Council for Medical research
studentship,GJSTRAUS or any other) and investigator initiated research studies which are self funded /

funded by institutional funding bodies / Govt fundiagencies.

13.7 Quorum Requirements

1 The full board meeting will be held as scheduled provided there is quorum.

1 For thelEC-IS meeting, a quorum will consist of at least 5 members for regulatory clinical trials
with the following representation: ortgasic medical scientist (preferably one Pharmacologist),
one clinician, one legal expert, one social scientist/representatives-gbmermmental voluntary
agency/Philosopher/ethicist/theologian or a similar person, one Lay person from the community,
apat from Member Secretary and Chairperson as mandated by Schedule Y (latest version)
Without satisfying this condition, any decision taken by the committee shall remain null and void
In absence of the Chairpersafice-Chairperson will chair the meeting.

In absence of the Member Secretary, alternate member secretary will look after the functions of

member secretary in organizing the meeting.

13.8 Honorarium to the members
Reimbursement of travelling expense and /or reasonable honorarium for attending the IEC meetings will

be given to the external IEC members.
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13.9 Preparing an annual activity report of the IEC-IS for submission to the Head of the
Institute
The Member Secretary will make an annual report to brief the yearly activity report for submission to the
Head of the Institute with the following elements:
a) Number and dates of the IEC meetings of full board
b) Number and dates of expedited review and SAEmittee meetings, as applicable)
c) Number and type of proposals (Pharma/ Government sponsored/ Dissertations/ investigator
initiated) reviewed in a year
d) status of each study proposal whether completed / ongoing / terminated
e) number of approvals for fuboard review/ expedited review with decisions
f) brief details about workshops, training programmes and other activities undertaken by the IEC and
those attended K{£C-IS members

g) Miscellaneous activities, if any

14. Annexures

Annexure 1:AX01/JIHO2/V3 Working rules for the administrative staff IlfC-IS

Annexure 2AX02/JIH02/V3i Organizational flow chart dEC-1S

Annexure 3AX03/JIH02/V3i Confidentiality Agreement Form foEC-IS members
Annexure 4AX04/JIH02/V3i Confidentiality Agreement Form for staff tEC-1S secretariat
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Annexure 1: AX01/JIHO2/V3

Working rules for the administrative staff of IEC-IS

There will be administrative assistant who will help 1BC-1S Chairperson and Memb&ecretary/
alternate member secretary in executing functions ofEkeIS. Additional staff may be appointed and
duties can be assigned as and when required by the IEC. The eligibility criteria for new staff to be
appointed will be laid down depending on the requijgd profile. The need for appointment of
administrative staff, job profile, qualifications and office timing may be recommendetE®yS
members during regular IEC meeting and the same will be recorded in minutes. The administrative staff

will report to he Dean Researcand/or Member Secretary. The administrative staff will be appointed by

the Director.

Duties of administrative assistant

T

=4 =/ =4 A4 A -2

Correspondence witleC-1S members and external experts
Correspondence with the investigators

Preparing agenda and moites of thdEC-IS meetings

Answering queries of the investigators

Filing study related documents

Archiving and maintaining the study files, SOPs, all correspondences

Maintaining electronic database of tf#C-IS records

Duties of the attendants /helpers

)l
)l
)l
)l
T
T

Assisting the secretariat in arranging tR€-IS meetings

Dispatching sets of study document$BEQ-IS members and external experts
Receiving study related documents from and dispatd&@glS letters to investigators
Filing study related documents

Archiving and maintaining the study files

Assisting the Secretariat during the meetings
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Annexure 2: AX02/JIHO2/V3

Organizational flow chart of IEC, Human studies

After the Director, constitutes the IEC-IS, it will function in the following hierarchical order.

Chairperson
R7

Vice-chairperson
RZ
Member Secretary
R7

Alternate Member secretary
RZ

IEC-IS members
Ry

IEC secretariat staff
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Annexure 3: AX03/JIHO2/V3

Confidentiality Agreement Form for IEC Members

Il n recognition of the fact, t hat r,
his/her position onEC-ISand affliat i on) herein referred to as the

a member of th¢éEC-IS and have been asked to assess research studies involving research participants in
order to ensure that they are conducted in a humane and ethical manner, adhering to the highest standard
of care as per the national, and local regulations and institupofieies and guidelines and international

and national guidelines. The appointment of the undersigned as a memberlBC#%is based on
individual merits and not as representative of a home province, territory or community or as a delegate of
any or@nization. ThdEC-IS must meet the highest ethical standards in order to merit the trust and
confidence of the communities in the protection of the rights andbeelly of research participants and

the undersigned, as a member of tBE-IS, is expectedo meet the same high standards of ethical
behavior to carry out its mandate.

This agreement encompasses any information deemed Confidential provided to the Undersigned in
conjunction with the duties as a member of #€-IS. All Confidential informaibn (and any copies and

notes thereof) shall remain the sole property of MBE-IS. The undersigned agrees to hold all
confidential information in trust or confidence and agrees that it shall be used only for contemplated
purposes and shall not be usedday other purpose or disclosed to any third party. Written confidential
information provided for review shall not be copied or retained.

l, (name I&CH8 member) have read
and accept the aforemented conditions as explained in this Agreement.

Signature: Date:
Chairpersonds SDaenatur e:

[The original (signed and dated Agreement) will be kept on file in the custody of IEC. A copy of the same
will be given to the Undersigned.]

| acknowledge that | have received a copy of this agreement signed IBCH® Chairperson and me.

Signatue: Date
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Annexure 4: AX04/JIHO2/V3

Confidentiality Agreement Form for staff of IEC-IS secretariat

I n recognition of the fact, t hat I, _IEC-ISand
affiliation) herein drogf ehrarveed bteoe na sa ptphoalEQH Seand earss ia
have been asked to assess research studies involving research participants in order to ensure that they at
conducted in a humane and ethical manner, adhering to the highest standards of care astarahe

and local regulations and institutional policies and guidelines and international and national guidelines.
The appointment of the undersigned as a member dEMES is based on individual merits and not as
representative of a home provinoerritory or community or as a delegate of any organization. IHGe

IS must meet the highest ethical standards in order to merit the trust and confidence of the communities in
the protection of the rights and wéléing of research participants and thelensigned, as a member of

the IEC, is expected to meet the same high standards of ethical behavior to carry out its mandate.

This agreement encompasses any information deemed Confidential provided to the Undersigned in
conjunction with the duties as aember of thdEC-IS. All Confidential information (and any copies and

notes thereof) shall remain the sole property of MBE-IS. The undersigned agrees to hold all
confidential information in trust or confidence and agrees that it shall be used only for contemplated
purposes and shall not be used for any other purpose or disclosed to any third party. Written confidential
information provided for review shall not be copied or retained.

l, (namelEe€-IS member) have read and accept the aforementioned

conditions as explained in this Agreement.

Signature Date:
Chairpersontés Signature Dat

[The original (signed and dated Agreement) will be kept on file in the custody of the IEC. A soft copy of
the same will be sent by email to the Undersigned.]

| acknowledge that | have received a copy of this agreement signE€H§ Chairperson anthe.

Signature: Date:

*kk
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IEC for Intervention Studies, JIPMER SOP03/V4
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Effective Date: 25/05/2019
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1. Purpose

The purpose of this SOP is to define the process to identify and manage conflict of interest
among members of Institutional Ethics Committee for Interventional studies, JIPMER.

2. Scope

This SOP covers the policy related to identification, declaration and management of conflict of
interest and is applicable to all members of IEC-IS, JIPMER.

3. Responsibility

All IEC-IS members (regular and alternate) are responsible for understanding the definition of
conflict of interest (Col) and for self-identifying and disclosing the same.The Chairperson would
need to ensure that Col are identified, declared and managed by all members during initial and

continuing review of research studies.

4. Definitions and Mandate
4.1 Definition:

Conflict of interest

"A set of conditions in which professional judgment concerning a primary interest like patient’s
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welfare or the validity of research tentb be or appears to be unduifiuenced by a secondary interest
like nonfinancial (personal, academic or politicaty financial gain is termed as Conflict oiterest

(Col)". [http://www.icmr.nic.in/ethical_guidelines.pdf accessed on 27September201§

4.1.1Types of Col
A personal Col is said to exist when

there is immediate family relationship (spouse, parent or parent of a spouse, child or child of a
spouse, sibling or sibling of a spouse, or a dependeno resides with an IEC member or
consultant or who receives 50% or more support from an IEC menelgardiess of age) or other
cl ose per sonal relationshinp (Astepo rel-ati

investigators.

IEC member or his/her immediate family member serves as a contributor to the research project as a

collaborator, constdnt, research staff or financer.

research study is submitted by a departmental colleague/senior (may be regarded as a personal

conflicting interest if applicable)

A professional @l is said to exist when
U IEC memberor his/her immediate family membewssras trustee, director, manager, or scientific
advisor of the funding agency sponsoring the research.
U A financial Col forlEC-IS members and immediate family exists
0 IEC-IS member or the spouse or dependent of a member receives monetary benefitsgginioiudin

not limited to, salary or payments for other services (e.g., consulting fees or honoraria), equity

interests (e.g., stock, stock options, or any other ownership interests) and intellectual property rights

(e.g., patents, copyrights, product or segvbeing evaluated).
4.2 Definition: Mandate

G.S.R72(E). Registration of Ethics Committee. Ministry of Health and Family Welfare, Department of
Health notification dated g February 2013
[http://cdsco.nic.in/writereaddata/G.S.R%2072(E)%20dated%2008.02.2H& psised on 4
SeptembeR016]

2h.There should be no conflict of interest. The members shall voluntarily withdraw tirentthic
committee meeting while making a decision onagplication which evokesonflict of interest which
may be indicated in writing to the chairman prior to the review and be recorded so in the minutes. All
members shall sign a declaration on conflict of interest.
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2426 A"A member must wwvon thenECanhiie mgkingva dedmsidrr am application
which evokes a conflict of interest which should be indicated in writing to the chairperson prior to the
review and should be recorded so in the minutes. If one of the members has her/his own fmoposa
review, then the member shoul d njlindianEG@R available attat e
http://www.cdsco.nic.in/html/GCP1.html accessed ot022016]

5. Detailed Instructions

5.1Voluntary disclosure regarding Col by IEC member

The IEC member should determine whether he/she hat laefre reviewing research and declare all
certain or potential conflicts of interest prior to engaging in any review process. IEC members should
not participate in discussing or decision making on research proposals applications reviewed at any
level (exenpt, expedited, or fulboard) when they have conflicts of interest except to provide
information requested by thEC-IS.

a) If an IEC member has a Col for review outside a meeting (e.g., the expedited procedure/
amendments), he or she should notify thé Eecretariat and return the documents.

b) If an IEC member has a Col for a study for which he or she has been assigned as a reviewer, he
or she will inform the IEC secretariat so that the review-gssgned to other members.

c) If an IEC member has a Cadrfreview of research study at a meeting, he or she will inform the
chairperson and leave the meeting room while discussion of the study takes place. He/she may
stay in the meeting room only to answer questions about the research. This is applicable also f
IEC meetings at which discussion on serious adverse events, deviations/violations, amendments/
continuing review reports related to studies are discussed.

d) Recusal- IEC member who declares Col and leaves the meeting does not count towards the
qguorumfe t he vote. The member ds absemwsnatader t
abstention or an absence.

e) If an IEC member finds that he/she has a COI during the conduct of a research project approved
by IEC-IS, he/she shall report the conflictttee IEC-IS at the next IEC meeting.

U At the beginning of each meeting, tHeC-1S chairperson asks the members to disclose any
Col concerning any of the items on the agenda. During the me#f@gS member having
conflict discloses the existence of the conflict just before the review of the relevant item
begins.

U If the chairperson has a conflict of interest for a particular prajlers should be so declared
and handled |ike any other memberds conflic
for discussion on such a project.
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U When determination regarding existence of Col is uncertain, more information is gathered from
relevant sources and determination is donelBg-IS member with the help afhairperson /
member secretary or by chairperson / member secretary (as applicable)

U ThelEC-IS chairperson has the final authority to determine whether &n&@obeen managed
or eliminated appropriately for research participant protection.

U The IEC-IS shall not approve a research study proposal where a Col is not managed or
eliminated

1 Management of Col
In case of a ColEC-IS members
U will disclose the COl adiscussed above
U will not serve as reviewers
U will not participate in the discussion and decision making for the concerned study

1 IEC-IS Member Secretary and the Secretariat will record the points related to disclosure
and management of Col olEC-IS members in theminutes.

6.Annexure

Annexure 1AX01/JIH03/V4i Conflict of Interest Form/ Declaration ftE C-1S Members
Annexure 2AX02/JIHO3/V4T Flow chart ofIEC-IS
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Annexure 1: AX01/JIHO3/V4

Conflict of Interest Form/ Declaration for IEC-IS Members

| am aware of the policy of th#EC-IS regarding conflict of interesfCol) and that no
reviewer may participate in the review, comment or participate in decision making of any activity in
which he/she has actual/potential conflict of interest excepotadainformation as requested by the
IEC-IS.

| declare (actual or potential)@ relation to the proposal entitled

fi Osubmit tIECdS. The rasoferColisw t o t he

I will refrain from the review prcess and /or discussion at tB€-1S meeting / and also will

not take part in ongoing and periodic review and monitoring of this study.

SignaturelBC-1S Member Date

Chairpersonds__Signat ur e Date
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Annexure 2: JIHO3/V4

Flow chart of IEC-IS

Director appoints the Chairperson, Vice-Chairperson, Member-Secretary and Members of the IEC (Human
Studies), JIPMER, in accordance with ICMR Biomedical Guidelines for Research in Human Participants

Az

IEC (Human Studies), JIPMER registered with CDSCO and renewed every 3 years

V4

Member-Secretary calls for initial / resubmission proposals from PIs to be submitted by 5% of every month

\

Scrutiny of proposals by the [EC Member-Secretary and Secretariat by 8t of every month

Preparation of list of proposals & sending proposals to IEC Members for expedited Review and full committee
meeting by 10% of every month

Expedited review meeting will be held during 2" week of every month and decision letter will be sent to Pis within 7
working days

Full committee meeting will be held during the last week of every month and decision letter will be sent to PIs
within 14 working days

Submission of annual and completion reports by PI

N/

Continued monitoring of project including SAE analysis, site visit etc

7. Flow Chart
No. |Activity Responsibility
1 Determination of Conflict of Interest (Col) IEC-IS Member
2 Disclosure and management of Col IEC-IS Member

Ensuring declaration and management of

Col during review process IEC-IS Chairperson

IEC-IS Member Secretar

4 |Recording of Col in minutes dEC-IS meeting Secretariat

*k%
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1. Definition of Independent Consultant
An independent consultant is a subject expert in a specified field who gives advice, comments
and suggestions upon review of the study protocols. He/she has no affiliation to the investigators

proposing the research protocols.

2. Purpose
The purpose of this Standard Operating Procedure (SOP) is to describe procedures for selecting
and engaging expertise of medical professionals as ‘Independent Consultants’ (IC) to the

Institute Ethics Committee for interventional studies (IEC-1S), JIPMER.

3. Scope
This SOP covers the procedures for selecting, appointing ICs and getting their expert opinion for

the review process of IEC-IS, JIPMER. It also defines the responsibilities of IC.

4. Responsibility

It is the responsibility of the Chairperson/ Member Secretary/ IEC-IS member/s to nominate the
name of one or more 1C/s. The Chairperson is responsible for endorsing the choice of IC
nominated by IEC-IS Member Secretary/ IEC-IS member/s. The administrative procedures
regarding selection, confidentiality agreement and maintenance of list of ICs will be carried out

by IEC secretariat.



5. Detailed instructions

5.1 Recommendation of names of ICs and making a list of ICs for th&C-IS

Chairperson/ Member Secretali#C-1S members will nominate the names of ICs from different
specialties of Medicine.

Member Secretary in consultation with Chairperson will select a panel of IC(s) for the IEC.
Member Secretary will issue an appointment letter to the IC(s) after confirnamgatilingness

through telephonic/ electronic communication.

After receiving writtenacceptancdrom ICs, a list of speciality wise ICs will be maintained by the

secretariat in the IEC records. The details of each IC (Name, designation, affiliatitatt cetails and

updated curriculum vitae) will be maintained in the IEC records.

5.2 Consulting an IC during IEC review process

a) An IEC member/ Member Secretary/ Chairperson may suggest that the opinion be sought from

one or more IC(s) and may suggest laene of a particular IC(s) from the list of ICs maintained
by the IEC or from outside the roster; if during the review process of any given research study if it
is felt that the study involves procedures or information that is not within the area ofigellec

expertise of the IEC members.

b) The Member Secretary in consultation with Chairperson (or at full board meeting; as deemed

necessary) will decide identify and select the IC(s) outside the list to be invited based on area of
expertise, independence aanhilability.

Member Secretary on behalf of the IEC will invite IC(s) in writing to assist in the review of the
research study and provide his/ her independent opinion in writing. This may be done after
seeking concurrence and confirming availability @k tIC through telephonic/ electronic

communication.

5.3Communication with ICs

T

T

The Secretariat may request a copy of the updated curriculum vitae of the IC (those outside list)
for IEC records and future reference.

The Member Secretary will request IC to declare conflict of interest, if any, in writing and sign

confidentiality and onflict of interest agreements.
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1 The Secretariat will forward copies of the Confidentiality Agreement and Conflict of Interest
Agreement for careful readingnderstanding and signing.

1 The Member Secretary will provide explanations/ clarifications (teleighly or in writing) to
the IC(s) if any doubts or questions are raised. Any further explanations can be provided by the

Chairperson/ Legal expert/ IEC members.

5.4Reading, understanding and signing the Conflict of Interest document and Confidentiality

Agreement

The IC(s) will sign and date the Confidentiality and Conflict of Interest Agreement.
The Secretariat will obtain the signed Confidentiality Agreement @odflict of Interest
Agreement and forward it to Chairperson.

1 The Chairperson will sign and date the Confidentiality and Conflict of Interest Agreements. The
original copies of these agreements will be retained by the Secretariat and photocopiesewill be s
to IC(s).

5.5Review of research study proposal

1 The Secretariat will provide study protocol documents along with the Study Assessment Form for
IC(s) to the IC(s).

1 The IC(s) will be requested to complete and provide the Assessment Form (duly sigdatedhd
to the Secretariat within a stipulated period or by a stipulated date.

The assessment report provided by the IC(s) becomes a permanent part of the study file.
The assessment report will be reviewed by Member Secretary in the IEC meeting when the
concerned study is being discussed.

1 If deemed necessary, the Chairperson or Meraberetary may seek additional information or
clarifications from the IC in writing. Additional Information provided by the IC will be considered
as a part of the Assessm&gport.

1 If deemed necessary, the Chairperson or Meraberetary may invite the IC(s) to attend an IEC
meeting for providing additional information or clarifications that may be sought by IEC members
or Chairperson. However, the IC will not participatetime decision making process on the
research study.

1 If deemed necessary, IC may be reimbursed for expenses on travel, time spent, documents referred

to in library/ internet or any other incidental expenses, etc.
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5.6 Tenure of Services of IC

1 The roster of Cs maintained at the IEC office will be updated every 5 years or as redtore
appointed for a particular study, the services of IC get automatically terminated once the final
decision regarding the study is taken by the IEC. The IEC will documertetmination of the

services of IC by providing a letter thanking the IC for the services rendered.

5.7 Responsibilities of IC

1 If IC agrees to review a research proposal, he/she will comply with IEC requirements of signing
confidentiality and conflict of interest agreements.

1 IC will review the research study and complete the Assessment Form (duly signed and dated)
within a stipuated period or by a stipulated date.

1 IC will attend an IEC meeting for providing additional information or clarifications, if invited by
Member Secretary/ Chairperson. However, the IC will not participate in the decision making
process on the researchdsu

1 IC will remain available for telephonic and email communication till the review process of the

given research proposal is complete.

6. Annexures

Annexure 1: AX01/JIHO4/4- Confidentiality Agreement for an IC
Annexure 2: AX020IH04/V4- Conflict of Interest Agreement for an IC
Annexure 3: AX03JIH04/V4- Study Assessment Form for an IC
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Annexure 1: AX01/JIHO4/V4

Confidentiality Agreement for an IC

Confidentiality Agreement Form for an Independent Consultant

(Name and Designation) as a amember of Institutional Ethics Committéar Interventional Studies

(IEC-IS) understand that the copy / copies given to me by the |IEC isdamfedential. | shall use the

information only for the indicated purpose as described by the IEC and shall not duplicate, give or

distribute these documents to any person(s) without prior permission from the IEC. Upon signing this

form, | agree to take reanable measures and full responsibility to keep the information as confidential.

Signature of IC Date

Chairpersonds Bategnatur e
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Annexure 2AX02/JIH04/V 4
Conflict of Interest Agreement for an IC

Conflict of Interest Agreement Form for Independent Consultants

1 1 understand that it is the policy of the IEC that no reviewer may participate in the review, comment
or approve of any activity in which he/she hasoaflict of interest except to provide information as
requested by the IEC.

1 1 do not have any actual or potential conflict of interest in relation to the particular proposal submitted
for review by the IEC to me.

1 In the event that | develop any confliof interest in relation to the particular proposal during the
review process, | will declare it to IEC and refrain from reviewing it.

l, (name) have read and accept the

aforementioned terms and conditgoas explained in this Agreement.

Signature of IC Date

Chairpersonds Signbdteur e

| acknowledge that | have received a copy of this Agreement signed by the IEC Chairperson and me.

Signature Date
[The original (signed and datefigreement) will be kept on file in the custody of the IEC. A copy will be

given to you for your records]
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Annexure 3: AX03/JIH04/V4

Study Assessment Form for an IC
Protocol Number : Date (DD/MM/YY):
No. of Participants at the No. of Study
site: site(s):
Mark and comment on whatever items are applicable to the study.
Obijectives of the Study What should be improved?
1 clear | Unclear
Need for Human Participants Comments:
2 Yes No
Methodology: What should be improved?
3 clear unclear
Background Information and Data Comments:
4a | sufficient ‘insuﬁicient
Risks and Benefits Assessment Comments:
4b | acceptable |unacceptable
Inclusion Criteria Comments:
4c | appropriate linappropriate
Exclusion Criteria Comments:
4d | appropriate ‘inappropriate
Discontinuation and Withdrawal Criteria Comments:
4e | appropriate ‘inappropriate
5 Sufficient number of participants? Comments:
Yes ‘ No
6 Control Arms (placebo, if any) Comments:
Yes No
Are Qualifications and experience Comments:
7 of the Participating Investigators appropriate?
Yes No
Facilities and infrastructure garticipating Sites Comments:
8 Appropriate Inappropriate
Contribution to development of local capacity fesearci Comments:
and treatment
9 Yes ‘No
Availability of similar Study / Results: Comments:
10 | Yes ‘No
I ndependent consultantdés Signature with
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7. Flow Chart

No.

Activity

Responsibility

Recommendation of a name of one or mMas)

IEC Memb:g

Secretary or Chairperson

Member,

Selection and Appointment of IC(s)

Member Secretary in

consultation with Chairpers

Invitation to IC(s) on behalf of IEC

Chairperson/ Membe

Secretary

Co-ordination with IC(s) forfulfilling

administrative requirements

IEC Secretariat

Reading, understanding and signing the Confli
of Interest document and Confidentiality

agreement

IC, Chairperson

Maintenance of a speciaityise list/ roster of ICs

IEC Secretariat

Reviewing documents pertaining to research

Project

IC

*k*k
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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe procedures to be followed
by Institute Ethics Committee for Interventional Studies (IEC-IS), JIPMER and the Guest/
Observer visiting office of the IEC, JIPMER or attending [EC-IS, JIPMER full board meeting.
The SOP is needed to ensure adequate protection of confidentiality of information related to

research studies.

2. Scope

This SOP covers the procedures for allowing guest / observer to visit the office of the IEC-IS,

JIPMER and observe a meeting in progress.

3. Responsibility

e Member Secretary in consultation with Chairperson decides on allowing a guest / observer
to visit the IEC Office or to attend IEC-IS meeting.

e Guests/observers intending to attend IEC-IS meeting should read, understand, accept and
sign agreement contained in confidentiality form prior to visiting IEC-IS/ attending [EC-IS

meeting.



1 The Seretariat will ensure that the confidentialigrin is duly signed and dated by the guest or
observer folEC-1S / IEC-IS meeting and will file it in IEC records.

4. Detailed instructions

4.1 Receiving request from guest/observer to visit IEC or attéa@-IS meeting
1 On receiving a written or verbal request from a guest regarding visiting the IEC Office or to
observe anlEC-IS meeting, thelEC-IS member/Member Secretary/ Secretariat will obtain
permission from Chairperson.
1 The date and time of the visit to IEC or f&C-IS meeting will be informed to the guest/ observer
preferably in writing/email.
1 The request letter/email will be filed in IEC records by the secretariat.

4.2 Filling up of Confidentiality Agreement Form

1 Confidentiality Agreement FormAX 01/JIHO5/V4) will be provided to the guest attendee/
observer on the day of visit/ at the time of meeting.

1 The guest/ observer will read the form carefully before visit / or before commencement of the
meeting and follow it. He/she will fill up the details in the form

4.3 Ask questions, if any

1 If there are any doubts, the guest/observer will seek clarifications or additional information from
the Secretariat. The Member Secretary will provide explanations, additional information and / or
clarifications.

4.4 Signing & Confidentiality Agreement Form

1 The guest /observer will sign and date the document before a member of the Secretariat. He/she
will return the signed form to the Secretariat.

1 The Secretariat will obtain the signature of #ieC-IS Chairperson on the Cadentiality /
Agreement Form. The secretariat will provide guest or observelE©GfIS a copy of the
Confidentiality Agreement Form for their records (duly signed and dated by thenE@A&®
Chairperson) and acknowledge the receipt of agreement. Thet@exdrwill keep the original
copy of the signed agreements atifB€-ISof f i ce i n the files entitl
file for guests/ observers, Il ndependent Consu
secure cabinet with limitkand named access.

4.5 Keep the Agreement in mind
1 The guests /observer must implement the clauses of the signed Confidentiality Agreement Form
5. Annexures

Annexure 1: AX 01/JIHO5/V 4 - Confidentiality Agreement form for Guest/Observer to IEC AEC-
IS Meeting
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Annexure 1: AX 01/JIHO5/V3

Confidentiality Agreement for Guest/Observer to IEC IEC-IS Meeting

l, (name), understartheing

allowed to visit IEC office facility / attend tH&C-1S meeting on at as a Guest.

The venue of thelEC-IS meeting is . | may become aware of some

confidential information during my visit to IEC / duritige course of th&EC-IS meeting. Upon signing

this form, | ensure to take reasonable measures to keep the information as confidential.

Signature of the Guest: Date:

Signature of the ChairpersoleC-IS, JIPMER): Date:

l, (name) acknowledge that | have received

a copy of this Agreement signeg the IEC-Chairperson and me.

Signature of the Guest: Date:
6. Flow chart

No. | Activity Responsibility

1. Receiving request from guest/ observer IEC Secretariat/ Membg

Member Secretary

2. Allowing a guest/ observer Chairperson

3. Informing guest/ observer about visit/ meeg| IEC Secretariat

date and time

4. Read the text carefully antioroughly, sign th Guest/observer

confidentiality agreement

5. Filing of signed confidentiality form in IE IEC Secretariat

records
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1. Purpose
The purpose of this Standard Operating Procedure (SOP) is to describe how the Secretariat of the

Institutional Ethics Committee (IEC), JIPMER manages protocol and other document submission.

2. Scope
The scope of this SOP includes:
» Submission of Research Project and related documents for initial review of the protocol

» Resubmission of Protocols or Research Projects with corrections
» Submission of Protocol Amendment
Submissions of written communications related to continuing review of approved protocols

>
» Protocol completion/Termination o Protocol deviations/violation

v

SAE initial/ follow up/ final reports

A\

Submission of Protocol deviations, Protocol violations

3. Responsibility
It is the responsibility of the IEC Secretariat to receive, record and distribute the received
protocols and any other documents for review, act on the instructions given by the appropriate

member of the IEC-IS and ensure that the communication reaches the concerned recipient.

4. Detailed Instructions
4.1 Receive study protocols/ documents

Principal Investigator (PI) will submit a research proposal to the IEC office for review and
decision under any of the following sections within the specified time period:
» New Proposals for Initial Review

» Re-submission of Protocols with Corrections



U Amended Protocols and related documents

Submission of SAE (Ofsite) (As per the timelines stated JtH09/V4 for initial anddetailed reporting of SAE

Projects should be submitted on or befofeo a month for consideration of research proposal in that
monthly meeting of IEC. All other documents for consideration at the full board meeting (except those
related to participant safety, which may be submitted any time) must be submitted at leasts7ia h

advance of the meeting to be considered in hext meeting agenda.

4.2 Initial Review Application

Check for submission itemsthe Secretariat will check the hard and soft copfale following items:

a) Covering letter

b) two sets of research promis (1 original anénephotacopy) and a labelled CD containing the soft copy
c) Completely filled IEC Project Submission Application Form for Initial Review

d) The marked checklist

e) The document receipt form

1 Verification of the contents of Submitted Documents:

The Secretariat will:
Use the checklist to confirm whether all the ticked documents are there in the apphcatersure that the
application is complete in terms of required documents (if any essential document is not available an
explanation must be sought in writing for the IEC to review). All the following documents must bdila the

1) Project submission appliéanh form for initial review

2) Covering letter to Member Secretary/ Chairperson

3) Protocol

4) Amendments to protocol (if any)

5) Informed consent document (ICD) in English and Tamil OR Waiver of Consent form

6) Back translations of ICDs and Back translation cesies (if applicable)

7) Amendments to the ICD (if any)

8) Case Record Form

9) Recruitment procedures: advertisement, notices, letters to doctors (if applicable)

10) Patient instruction card, identity card, diary etc. (if applicable)

11) Investigator Brochure (if apiclble)

12) Regulatory permissions (DCGI approval, FDA marketing/manufacturing license for herbal drugs,

Health Ministry Screening Committee (HMSC) approval, Bhabha Atomic Research Centre
(BARC) approval) (if applicable)
Page37 of 252



13)I nvestigatords Undertaking to DCGI

14) Administrative sanction from the head of the Institution or Memorandum of Understanding in case
of studies involving collaboration with other institutions. (if applicable)

15)A copy of Administration sanction from the head of the Institution or Memorandum of
Understanding for sending the samples to laboratories outside the Institution. (if applicable)

16) Brief Curriculum Vitae of all the study team members

17) GCP training certificate (within 5 years) of principal investigatorins@stigator/s and study
coordinator/s. (if applicable)

18) Research Methodology training certificate (within 5 years) of principal investigater, co
investigator/s and study coordinatafifsapplicable)

19) List of ongoing research studies undertaken by principal investigator

200l nvestigatorés Brochure (as applicable for Dr

21) Agreement to comply with national and international ethical guidelines and GCP protocols

22) Details of Fuding agency / Sponsor and fund allocation

23) Clinical Trial Agreement between sponsors, investigators and head of the institution(s)

24) Insurance policy (it is preferable to have the policy and not only the insurance certificate) for study
participants indicamg conditions of coverage, date of commencement and date of expiry of
coverage of risk

25) Indemnity policy clearly indicating the conditions of coverage, date of commencement and date of
expiry of coverage of risk

26) Memorandum Of Understanding (MOU)for coltahtive studies (if applicable)

27) Ethics Committee clearance of other centers (if applicable)

28) Institutional Stem cell Research Committee approval (if applicable)

29) Documentation of clinical trial registration (if available)

30) Any additional document(s), asquired by IEC

1 Complete the submission procesShe Secretariat will:
U Complete the checklist of submission
U Stamp the receiving date on the first page/last page of the covering letter and initial it.
U Make a photocopy of the completed document receipt famd return the original copy of tham to

the applicant$or their records.

“ Keep the copies of the submitted documents with
U Number the project file as JIFZC/ SNo of proposayear (20..)
9 Dispatch and Store the received Document3:he Secretariat will

0 Prepare 2 sets of protocol package containing completed application form, protocol related

documents along witbhecklist ,send onget to thdEC-IS memler secretary and one set is kept in

IEC office for reference. The soft copy of the protocol packalgag with a copy ofProject
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Assessment Form for Initial Review sent in pen drive/CD/email to all the membefiter the last
day of submission is over, ensuring at |€agays forreview before the next meeting

o0 Store the appropriately labeled original protocol documinthe designated storage area in the
IEC office.

o If the IEC members prefer to receikiardcopies, these are santsealed envelopesong with a
copies of Project Assessment Form for Initial Review after the last day of sulmiss over,

ensuring ateast5 days for review before the next meeting.

4.3 Resubmission of Protocols with corrections and Amendments of protocol/ related documents

1

For resubmision of protocol the PI will submit one soft copy and one hard copy of the amended Protocol
and related documents.

The Secretariat will verify the completeness of the documents and confirm that the copy contains the
modifications highlighted with respect to the earpestocol submitted mentioning the justification for the
amendment.

The protocol related documents which do not require to be changed and are already submitted for the IEC
office during initial review are not required to be submitted again.

The Secretariawill present thdile to the Member Secretary

The Member Secretary will decidef a resubmitted protocol

)l
1

will follow all stepsof initial review
handle it as decided in the meeting (e.g. Carry out review by one or more member(s) selected by the
Chairgerson. The selected members are normally those who reviewed and recommendedidbs pr

version of that protochbr keep on full board agenda

4.4 Annual Continuing Reviews of Approved Protocols, Amended Protocols and related documents,

Study completion/ termination, SAE report, Protocol deviations

The IEC will receive one soft copy and one hard copy of the Continuing Review Report, Amended Protocols and

related documents, Study completion/ termination, SAE report, protocol deviations in the prescribed format as

given in the applicable SOPs.

5. Annexures

Annexure 1A: AX 01-A/JIHO6/V4 - Project submission application form for initial review for academic {non

regulatory) studies of students along with checklist of protocol submission

Annexure 1B : AX 01-B/JIHO6/V4 i Project submission applicatidorm for initial review for academic (nen

regulatory) studies of faculty along with checklist of protocol submission

Annexure 1C:AX 01-C/JIHO6/V4 - Project submission application form for initial review for drug trials and other

regulatory studies (Indiry sponsored studies).

Page39 of 252



Annexure 2:AX 02/JIH06/V4 - Document Receipt Form
Annexure 1A : AX 01-A/JIHO6/V3

Project submission application form for initial review for academic (nonregulatory) studies of

students along with checklist of protocol submission

JAWAHARLAL INSTITUTE OF POSTGRADUATE MEDICAL EDUCATION & RESEARCH,
PUDUCHERRY-605006

(Institute of National Importance under Govt. of India)

NEW COMBINED FORMAT FOR
SUBMITTING RESEARCH PROPOSAL FOR
CONSIDERATION BY POSTGRADUATE

RESEARCH MONITORING COMMITTEE (PGRMC),
INSTITUTIONAL ETHICS COMMITTEE FOR
INTERVENTION AND OBSERVATIONAL
COMMITTEE

Version 2.0 dated 28 October 2016
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JAWAHARLAL INSTITUTE OF POSTGRADUATE MEDICAL EDUCATION &

RESEARCH, PUDUCHERRY-605006

(An Institution of National Importance under the Ministry of Health & Family Welfare,

Govt. of India)

Format

FOR SUBMITTING PG DISSERTATION PROPOSAL FOR CONSIDERATION BY PG RESEARCH
MONITORING COMMITTEE

SECTION- 1

PART AT GENERAL INFORMATION

1. Title of the dissertation

2. Name of the candidate with mobile numbers and email ID
3. Name of the course studying

4. Year of admission

5. Month and year of appearing for final examination

6. Month and year of submitting dissertation

7. Name (s), Designation (s) & Addresses of the guide and co-guide (s) with mobile numbers and email ID

8. A. State whether it is intradepartmental or interdepartmental
B. If the study is interdepartmental

l. State the names of collaborating departments
1. State whether consent has been obtained from them

9. Total funds required for the study (in rupees)

10. Source of funding

PART B i TECHNICAL DETAILS
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Title of the dissertation

Introduction

A. Problem statement
B. Rationale

C. Novelty

D.

Expected outcome and application

Research question(s)

Research hypothesis (es), if any

Aim and objectives: Primary objective(s) & secondary objective(s)
Review of literature

Methodology

A. Study design
B. Study participants (human, animals or both)
a. Inclusion criteria
b. Exclusion criteria
c. Withdrawal criteria, if any
(trial-related therapy, follow-up and documentation are terminated prematurely as it is indicated
to ensure safety of the participants)
d. Rescue criteria, if applicable
(starting symptomatic therapy either to control symptoms of disease or to overcome lack of
adequate efficacy of the study drug or placebo)
e. Number of groups to be studied, identify groups with definition
C. Sampling
a. Sampling population
b. Samplesize calculation
c. Sampling technique
D. Randomization details (for interventional studies)- Intervention details with standardization techniques
(drugs / devices / invasive procedures / noninvasive procedures / others)

E. Study procedure

F. Data collection methods including settings and periodicity

G. If the clinical trial, whether registration with CTRI will be done

H. Are the drugs/devices to be used approved for these indications by Drug Controller General of India
(DCG-1)? (Enclose the approval letter for the drug/device from DCG-I for trial on humans or give
undertaking to get the approval from DCGI; For all drugs and devices submit documents showing
DCGI approval for the proposed indication of the study)

I. List of variables and their measurement methods with standardization techniques
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a. Independent variables

b. Outcome variables

c. Confounding and interacting variables

J. List variable wise statistical tests to be used for data analysis

8. List risks and benefits of the study

9. Relevant references

for the

(Minimum 10, Maximum 20) (in Vancouver style)

10. Enclosures

A. Brief CV of guide and co-guides

B. Data collection proforma

C. Questionnaires

D. Consent form (English version)

E. Other relevant papers

11. Undertaking for DCGI approval

12. Declarations by guide

A. Signature of the
(Name & Designation)

candidate Signature of the

(Name & Designation)

Signature (s) of the
(Name & Designation)

Signature of Head of the
of the
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(Name & Designation)

B. Signature(s) of the Co-guide from collaborating Signature(s) of Head(s) of the Collaborating
department (s) department (s)
(Name & Designation) (Name and Designation)
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SECTION 2

(For Institute Ethics Committee (IE€Human Studies)

Proforma to be submitted to the JIPMER Institute Ethics Committee  (Human _Studies) for
MD/MS/MSc/DM/M.Ch/Fellowship/MPH Students (for Thesis or Bsertation)

. Title of the project:
Name and department/address of thevestigator:
Name of Faculty (Guide/@yide) with designation & department:

Date of appreal byPGresearch monitoring committee

a > w N e

Ethical issues involved in the studgss than minimal risk/ minimal risk/ more than minimal risk to the study
subjects (fo guidance please consult ICMR guidelinas JIPMER websit¢hlong with the level of risk, the
risks should be discussed in detail]

Benefit of the study:
Details of Informed Consent Process (Who/When/How/Where):

Do you need exemption from obtaining émied Consent from study subjectd so give justifications.

© © N o

Whether Consent forms in English and in local language are encldffetie consent form in local language
is not applicable, appropriate explanations must be provided)

10. Documents attached

a. Waiver Application Form (Annexuig
Review Exemption Application Form (AnnexBje

c. Brief CV of investigatofincluding no. of projects with him/her)Needed for all Investigators for each
project separately

d. For studeAntuprojects, the guide should give a signed statement on a separate sheet with details of the
LINE 2SO0 LINRLRA&I T GKI {accéountability fobplafnda, ExechitiBraaniPayiviersed A f A
events occurring during the study. The data collected and records will be retained by me for a period
2T GKNBS 2SI Na¢O®

e. Ly@SadaAaalri2NDna o6 NBOKdAzNB

Advertisements if applicable

g. Others

-

11. Conflict of interest for any other investigator(s) (if yes, please explain in brief)

12. We, the undersigned, have read and understood this protocol and hereby agree to conduct the study in
accordance with this protocol and to comply with all requirements of the ICMRIgnad (2006)
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Signature of the Investigator: Date:

Signhature of th&suide Date:
Signature of the Head of the Department Date:
Signature of theCo Guides: Date:
Signature of the Heabf the Departmenbf Coe Guides: Date:

(Note: The proforma must be accompanied lojormed ConsentDocument (ICDin English and Tamil. Informe@onsent
Document should comprisBatient Information Sheeand the consent formThe investigator must provide information to

the subjects in @imple language, and it should address the subjects, in a dialogue foBtuglies involving children below 7

years should include parent / LAR consent form while studies involving children above 7 years and below 18 years of age
should include assent forin addition to parent / LAR consent foym
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INFORMED CONSENT DOCUMEDND)

Patient / Participant information sheet

INFORMATION FOR PARTICIPANTS OF THE STUDY

Instructions- This is the patient information sheet. It should address the participant of thiysDepending upon the nature
of the individual project, the details provided to the participant may vary. A separate consent form for the patient/tept gro
and control (drug/procedure or placebo) should be provided as applicable. While formulatinghthes, the investigator
must provide the following information as applicable isimple languagén English and Tamil which can be understood by
the participant. Do not copy & paste from the study protocol submitted to PGRMC

1) Title of theproject

2) Name of the investigator/guide

3) Purpose of this project/study

4) Procedure/methods of the study

5) Expected duration of the subject participation

6) The benefits to be expected from the research to the participant or to others and thetpaistresponsibiities
of the investigator

7) Any risks expected from the study to the participant

8) Maintenance of confidentiality of records

9) Provision of free treatment for research related injury

10) Reimbursement for participating in the study

11) Compensation to the participanfer foreseeable risks and unforeseeable risks related to research study leading
to disability or death.

12) Freedom to withdraw from the study at any time during the study period without the loss dfenefits that the
participant would otherwise be entitled

13) Possible current and future uses of the biological material to be generated from the research and if the material is
likely to be used for secondary purposes or would be shared with others, this should be mentioned

14) Possible current and future uses of thetal#o be generated from the research and if the data is likely to be used
for secondary purposes or would be shared with others, this should be mentioned

15) Address and mobile number of the Principal investigator (P1) an®ICiH any :

16) Address and mobile umber of the JIPMER IEC (Human Studies) with mobile number of the IEC Member
Secretary:.

Signature of the participant:
Signature of the investigator:
Place:

Date :
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CONSENT FORM

Title of the project

pu
pu
Z
&
)¢

t F NOAOALI yiQa yIYSY !

The details of the study have been provided to me in writing and explained to me in my own language. |
confirm that | have understood the above study and had the opportunity to ask questionselstenad that my
participation in the study is voluntary and that | am free to withdraw at any time, without giving any reason,
without the medical care that will normally be provided by the hospital beiffigcted. | agree not to restrict the
use of any d& or results that arise from this study provided such a use is only for scientific purpose(s). | have
been given an information sheet giving details of the stiRigk and benefit of this project has been explained to
me. | fully consent to participate ithe above study.

(I also consent / do not consent to use my stored biological samples for future scientific purposes: ¥a6/ No
applicable)

Signhature/thumb impression of the participant: Date:

Signature othe witness: Date:
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Name and address of the witness:

Signature of thenvestigator Date:
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CONENT FORNfor participants less than18 years of age)

Parent/Legally acceptable representative (LAR)

Title of the project

t F NOTAOALI yiQa yIYSY Address:

t F NBydk[!wQ & yIYSY

The details of the study have been provided to me in writing and explained to me in my own language. |
confirm that | have understood the above study and had the opportunity to ask questions. | understand that my
OK A f R kparticiddRaR #n the study isoluntary and that | am free to withdrawy child/wardat any time,
without giving any reason, without the medical care that will normally be provided by the hospital being affected.
| agree not to restrict the use of any data or results that arise froim $tudy provided such a use is only for
scientific purpose(s). | have been given an information sheet giving details of the Bigkyand benefit of this
project has been explained to me fully consent for the participation of my child/ward in the aleocstudy.

Assent of child/ward obtained (fqrarticipants 7 to 18 years of age)

6L Ffaz2 O2yaSyid k R2 y20 02yaSyid (2 dzaS Yeé OKAfRkgl
Yes/Nog if applicable)

Signature/ thumb impression ohé parent/ LAR: Date:

Signature of the witness: Date:
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Name and address of the witness:

Signature of thenvestigator Date:
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ASSENT FORM

(for children above 7 years and below 18 years of age)

Assent form to participate in a clinical research

t I NIAOALI yGQa yI YSY Dateof birth/Age:

R
t I NBydk[!'wQ & yIYSY Address:
Title of the project:

The details of the study have been provided to me in writing and explained to me in my own
language. | confirm that | have understood the above study and had the opportunity to ask questions. |
understand that my participation in the study is voluntary @hdt | am free to withdraw at any time, without
giving any reason, without the medical care that will normally be provided by the hospital being affected. | agree
not to restrict the use of any data or results that arise from this study provided suck &aosly for scientific
purpose(s). | understand that following completion of study as well as during publication of the results,
confidentiality of my identity will be maintained. | have been given an information sheet giving details of the
study.Risk ad benefit of this project has been explained to mé fully assent tgarticipate in the above study.

(I also assent / do not assent to use my stored biological samples for future scientific purposes: & é&s/No
applicable)

Signature of the child padipant : Date:
(If child knows to sign/Thumb impression)

Signature of the parent or guardian : Date:

Name and address of the witness

Signature of the withess : Date:
Signature of thénvestigator : Date:

(Assent form should be accompanied by patient / participant information sheet for children in a simple language
comprehensible to a child of¥8 years; Language used should be simpler for chiluréime age group 12 years
compared to children in the age group >182 years)
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CHECK LIST

(To be filled and duly signed by the principal investigator)

Title of the study:
Name of the Investigator:
Designation & Department:

S.No | Items Yes/No

1 Exacttitle as approved by JSAC / PGRMC/ UGRMC

2 Date of JSAC / PGRMC/ UGRMC approval mentioned in proper format (dd/mm/yyyy)

2 Source of funding mentioned

3 Adequate literature review with justification for the study mentioned

4 Detailed description about methodology (Study design, number of groups, sample size etc)

5 No mirror statement in Inclusion/Exclusion criteria
(Ex: Age <18 ininclusion & Age >18 in exclusion)

6a Permission from DCGf &pplicable)

6b DCGI approval for the mentioned indication in the study (for drugs, devices, cosmetics etc)

7 Adequate justification for exemption from obtaining informed consent giffeapplicable).

8 Informed Consent Documeirt both English and Tamdttached as per JIPMER SOP format.
Information to the participant/ parent/guardianin layman (simple) language.

10 Validated questionnaire both in Tamil and English attached
(if study involves interview/ questioning)

11 Signature of allinvestigators (Principal & @ovestigator) and Head of corresponding departme
obtained with date

12 Compensation mentioned as per JIPMER guidelines in consent form part 1

13 Confidentiality mentioned as per JIPMER guidelines in consent form part 1

1l4a | Separate consent form for subjects < 7 yrs attactileapplicable)

14b | Separate assent form for subjects > 7 yrs < 18 yrs atta@haplplicable)

15 Separate consent form for cases and controls attadfifegpplicable)

16 Ethical issues explained in detail widlvel of risk

17 No discrepancypetween tamil and English consent form

18a Declaration form from Guide (for all UG/PG/PhD/DM,MgEbjects) regarding overall responsibility f
the research

18b Declaration form from principal investigators / Guide stating that all procedures used in the stug
standard and professionally acceptable (for faculty projects / for all UG/PG/PhD/DN),M

Date: Signature of principal investigator

(It is mandatory to submit this form along with proforma)

Annexure-1l

Application form for requesting waiver of consent
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Principal I nvestigatorods name:
Department:

Title of project:

Names of canvestigators and Department/s:

Request for waiver of informed consent:

arwdE

[J Please tick the reason(s) for requesting waiver (Please refer the back of this annexure for criteria that
will be used by IEC to consider waiver of consent).
[l]Resea ch i nvolves O6not more than mini mal
[2] There is no direct contact between the researcher and participant
[3] Emergency situations as described in ICMR Guidelines
[4] Any other (please specify)
| Statement assuring that the rights of the participants are not violated :

 State the measures described in the Protocol for protecting confidentiality of data and privacy of
research participant :

Principal Il nvestigator 6s signat t
Final decision at full board meeting held on:
Wai ver granted: Yes ééeéé. Noééeée.

If not granted, reasons,

Signature of the Chairperson with Date:
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Annexure-2

REVIEW EXEMPTION APPLICATION FORM

1 Principal l nvestigator 6s Name

2 Department:

3 Title of Project:

4  Names of other participating staff and students:
5 Brief description of the project:

Please give a brief summary (approx. 300 words) of the nature of the proposal, including the
FAYak2o02SO0UuA@SakKelLRikKSasSa 2F (GKS LINeRe2SOidz
procedures/methods to be used in the project:

6 State reasons why exemptiorrém ethics review is requested?

Audits of educational practices

Research on microbes cultured in the laboratory

Research on immortalized cell lines

Research on cadavers or death certificates provided such research reveals no
identifying personal data

Analysis of data freely available in public domain

Any other

< <<

<<

(This should include justification for exemption e.g. study does not involve humacipants. If
exemption is being requested on the basis of low risk involved in the study please refer to the
backside of this annexure. )

Principal Il nvestigatordés signature:

Date
Forwarded by the Head of the deprtment:

Name: Signature:

Date

Recommendations by the IEC Member Secretary:
Exemption
Cannot be exempted

Reasons

Discussion at full board

Signature of the Member Secretary:
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Date

Final Decision:
Exemption
Cannot be exempted

Reasons

Discussion at full board

Signature of the Chairperson:

Date

Final Decision at Full Board meeting held on

Signature of the Chairperson:

Date

No research can be counted as low risk if it involves:

() Invasive physical procedures or potential for physical harm

(i) Procedures which might cause mental/emotional stress or distress, moral or cultural
offence

(iii) Personal or sensitive issues

(iv) Vulnerable groups

(v) Cross cultural research

(vi) Investigation of illegal behaviour(s)

(vii) Invasion of privacy

(viii) Collection of information that might be disadvantageous to the participant

(ix) Use of information already collected that is nit the public arena which mighibe
disadvantageous to the participant

(x) Use of information already collected which was collected emndagreement of
confidentiality

(xi) Participants who are unable to give informed consent

(xii) Conflict of interest e.g. the researcher is also the lecturer, teacher, treatpevider,
colleague or employer of the research participants, or there is any otherepow
relationship between the researcher and the research participants.

(xiii) Deception

(xiv) Audio or visual recording without consent

xv) 2 AGKK2Tt RAYy3a 0SySTAda FTNRBY aO2y (iNBf ¢ IANEdzZLIA

(xvi) Inducements

(xvii) Risks to the researcher

This list is not definitive but is intended to sensitize the researcher to the types of issues to be
considered. Low risk research would involve the same risk as might be encountered in normal
daily life.
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Please check that your application / summary has discussed:

Procedures for voluntary, informed consent

Privacy & confidentiality

Risk to participants

Needs of dependent persons

Conflict of interest

Permission for access to participants from other institutions or bodies
Inducements

= =4 -4 8 8 98 9

In some circumstances research which appears to meet low risk criteria may need to be
reviewed by the IEC. This might be because of requirements of:

1 The publisher of the research
1 An organisation which is providing funding resources, existing data, access tippais etc.
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SECTION 3

EOR INTRAMURAL RESEARCH RIINIMITTEE

BUDGET DETAILS

1. Title of the Project:
2. Total amount required:
3. Year wise brealp of the amount:
4. Budget requirement:
A. Consumable (Provide the list of items required with all relevant details)
B. Nonconsumable (Detailed justification required)
C. Travel (Not for attending conferenceYield work etc.
5. Justification for the budget :
6. For Faculty project:
A. No. of intramural grats received in last five years:
B. Enclose order copy of last intramural grant:
C. Enclose copy of UC, SOE and progress report of last intramural grant:
D. No. of extramural grants received in last five years:
E. Enclose order copy of last extramural grant:
F. Enclose cpy of UC, SOE and progress report of last extramural grant:
7. For projects where faculty as a guide:

A. Name of the Candidate:

Study course:

Year of the study:

No. of previous intramural grant received:

Enclose order copy of last intramural grant:

Year ofreceiving the last intramural grant:

Amount of recéving the last intramural grant

Enclose copy of UC, SOE and progress report of last intramural grant:

T ommoow
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Declaration:

A) l/we declare that the infrastructure necessary for carrying out the above meémésearch scheme are available with
me/us.

B) I/we agree to submit within, one month of termination of the scheme a final report on the work and an annual report within
one month of expiry of a year if the project goes for more than one year. Extehierpooject will be subject to approval of

the report by the expert committee.

C) The faculty members those who have not submitted the final reports in respect of earlier projects granted by the Institute
are not entitled for the Institute Grant indte till they submit the report.

Principal Investigato(Guide)

Co-Investigator (S)

Forwarded with remarks from Head of the Department
(in which The Rincipal Investigator is working)
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Annexure 1B : AX 01-B/JIHO6/V3 i Project submission application form for initial review for
academic (nonregulatory) studies of faculty along with checklist of protocol submission

JAWAHARLAL [INSTITUTE OF POSTGRADUATE MEDICAL EDUCATION & RESEARCH,
PUDUCHERRY -605006

(Institute of National Importanceunder Govt. of India)

NEW COMBINED FORMAT FOR SUBMITTING RESEARCH PROPOSAL FOR CONSIDERATION BY
JIPMER SCIENTIFIC ADVISORY COMMITTEE (JSAC), INSTITUTE ETHICS COMMITTEE
(HUMAN STUDIES) and INTRAMURAL RESEARCH FUND COMMITTEE

Version 2.0 dated 28 October 2016

SECTION i 1
(Eor JSAC)
PART A GENERAL INFORMATION

=

Title of the Project :

2.  Name, Designation & Address of the Principal
Investigator with mobile number, e-mail ID &
number of ongoing projects asPrincipal
Investigator

3. Name(s), Desgnation(s) & Addressges) of the Co-
Investigator(s) with mobile numbers & e-mail IDs

4. Durafionof study

5. A.If thestudy isingtitutional, state whetheritis
intracdepartmental or inter-departmental.

B. If the study is inter-departmental

0] State the namesof coll aborating
departments

(i) State whether consent has keen
obtained from them

6. A. If the study isinter-institutional, state whetherit
is national or international.

o

. State the name of coordinating institution
C. Statethenamesof coll aborainginstitutions.

D. Statewhether consent has beenobtained from
coll aborating institutions. Enclose copiesof thesame.
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E. State whetheryou have encloseda copy of

the original research protocol submitted by the coordinating
institution.

F. Statethe responsibilitiesof each callaborating
Institution

7. Details of foreign collaboration with supporting evidence
8. Details of foreign extramural funding with supporting evidence:
A. Details of source(s) of finding

B. Details of overall funding

C. Details of fundig to JIPMER with breakup
9. Details of Indian extramural funding with supportive evidence:
A. Details of source(s) of finding
B. Details of overall funding
C. Details of funding to JIPMER with breakup

PART BT TECHNICAL DETAIL

1. Titleof the prgect
2. Background

A. Rationale

B. Novelty

C. Expectedoutcame & application
3. Research question(s)

4. Research hypothesis (es), if any

5. Aim and objectives: Primary objective(s &
secondary objective(s)

6. Briefreview of literature

7. Study participants (humans,
animalsor bath)

8. Study design/ type

9. Forparicipants, mention

A. Inclusioncriteria

B. Exclusioncriteria

C. Withdrawal criteria, if anytifal-related therapy,
follow-up and documentation are terminated prematurely as it is
indicated to ensure safety of the participants

D. Rescue criteria, if applicable (starting symptomatic therapy
either to control symptoms of disease or to overcome lack of
adequate effiacy of the study drug or placebo)

10. Number of groypsto be studied, their namesand
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11.

12.

13.

14.

15

definitions
Sampling

Population

B.
C.

Sampling method

Sample size in each group and sample size
calculation method(s)

Rardomizationdetail s

Selection of participants

B.

Allocationto groups

Methods:
Intervention details with standardization

techniques(drugs/ devices/ invasive
procedures/ noninvasive procedures/ others)

Are the drugs/devices to be usedapproved for these
indications by Drug Controller General
of India (DCGI)? (Enclosetheapproval letter
from DCGI for trial on humans or give undertakingto
get the approval from DQGI; For all drugs and devices
submit documents showing DCGI approval for the
proposedndication of the study)

Areadl proceduresto be usedprofessonally
acceptable?

List of variables and their measurement methods
with standardizationtechniques

(i) Independentvariables
(i) Dependentvariables
(iii) Corfounding & interactingvariables

Datacollection methodsincluding setings &
periodicity

List variable-wise statistical tests to be used
for dataanalysis

Relevant referercesfor the project : (Maximum
20) (in Vancouver style, to be cited

sequentially in thetext of prgect)

m

.Enclosures
A.

Brief CV of all investigators

B. Datacallection proforma
C.
D. Copy of signed original protocol in multicentric :

Questionnaire(s) :

Studies
Copy of signed consent letter from coordinator
in multicentric studies
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F. Others

16. Undertakings (please retain what is applicable)

A. The principal investigator hereby gives undertaking to obtain requiredIxp@roval and submit its
copies to JSAC and IEC.

B. The principal investigator hereby gives undertaking to obtain HMSC approval and submit its copies to
JSAC and IEC.

C. The principal investigator hereby gives undertaking to follow official guidelines for exchange of human
biological material.

D. The principal investigator hereby gives undertaking to get the required MoU signed and submit s it
copies to JSAC and IEC.

A. Signatureof the Investigator Signature of Head of the Department
(Name, Designation, of the Investigator .
Department, Seal and (Name, Designation,
Date Department, Seal and
Datg
B. Signatureg(s) of the Co-Investigator(s) Signatureg(s) of Head(s) of the Department
(Name, Designation, of tweinvestigator(s)
Department, Seal and Date (Name, Designation, Department, Seal and Date)
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SECTION T 2
(For Institute Ethics Committee (IEC)-Human Studies)

Proforma to be submitted to the Institute Ethics Committee (Human Studies) for faculty projects

1. Title of the project:

2. Ethical issues involved in the study:
less than minimal risk / minimal risk / more than minimal risk to the study sulffectguidance
pleaseconsult ICMR guidelines for biomedical research in human participants, 28068IPMER
website)Along with level of risk, the risks should be written in detail. If you feel there will be no
risk, give justification]

3. Benefit of the study:

Details of Infomed Consent Process (Who/When/How/Where):

5. Do you need exemption from obtaining Informed Consent from study subjdttso give
justifications.

6. Whether Consent forms in English and in local language are encld#iett#® consent form in
local languages not applicable, appropriate explanations must be provided)

7. Documents attached
A. Waiver Application Form (Annexurg)

B. Review Exemption Application Form (Annexu?g

C. Brief CV of investigators (including no. of projects with him/her)Needed for all
Investigators for each project separately

H

D. lnvestigatorés brochure
E. Advertisements (if applicable)
F. Others

8. Conflict of interest for any other investigator(s) (if yes, please explain in brief)

9. We, the undersigned, have read and understood this protocol and hereby agree to conduct the study
in accordance with this protocol and to comply with all requirements of the ICMR guidelines

(2006)

Signature of the Investigators: Date:
Signature oflie Head of the Department Date:
Signature of the Gdnvestigators: Date:
Signature of the Heads of the Department of IGeestigators Date:

(Note: The proformanust be accompanied by Informed Consent Document (ICD) in English and Tamil.
Informed Consent Document should comprise Patient Information Sheet and the consent form. The
investigator must provide information to the subjects in a simple language, dmliid @ddress the
subjects, in a dialogue format. Studies involving children below 7 years should include parent / LAR
consent form while studies involving children above 7 years and below 18 years of age should include
assent form in addition to pareritAR consent form)

INFORMED CONSENT DOCUMENT (ICD)
Patient / Participant information sheet
INFORMATION FOR PARTICIPANTS OF THE STUDY

Instructions- This is the patient information sheet. It should address theiparit of this study. Depending upon the
nature of the individual project, the details provided to the participant may vary. A separate consent form for the
patient/test group and control (drug/procedure or placebo) should be provided as applicabldoridblbging this

sheet, the investigator must provide the following information as applicablsiinpde languagé English and Tamil

which can be understood by the participaDb 6ot copy & paste from the study protocol submitted to JSAC

1) Title of the project
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2) Name of the investigator/guide

3) Purpose of this project/study

4) Procedure/methods of the study

5) Expected duration of the subject participation

6) The benefits to be expected from the research to the participant or to others and -nel post

resposibilities of the investigator

7) Any risks expected from the study to the participant

8) Maintenance of confidentiality of records

9) Provision of free treatment for research related injury

10) Reimbursement for participating in the study

11) Compensation to the participants for foreseeable risks and unforeseeable risks related to research study
leading to disability or death.

12) Freedom to withdraw from the study at any time during the study pertbdwithe loss of benefits
that the participant would otherwise be entitled

13) Possible current and future uses of the biological material to be generated from the research and if the
material is likely to be used for secondary purposes or would be shatedtivers, this should be
mentioned

14) Possible current and future uses of the data to be generated from the research and if the data is likely to be
used for secondary purposes or would be shared with others, this should be mentioned

15) Address and mobile numbef the Principal investigator (P1) and @, if any :

16) Address and mobile number of JIPMER IEC (Human Studies) with mobile humber of IEC Member
Secretary:

Signature of the participant:
Signature of the investigator:

Place:
Date :
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CONSENT FORM

Title of the project:

Participantdéds name: Addr e

The details of the study have been provided to me in writing and explained to me in my own
language. | confirm that | have understood the above study and had the opportunity to ask questions. |
understand that my participation in the study is voluntarythat | am free to withdraw at any time,
without giving any reason, without the medical care that will normally be provided by the hospital being
affected. | agree not to restrict the use of any data or results that arise from this study providedesuch a us
is only for scientific purpose(s). | have been given an information sheet giving details of theRésidy.
and benefit of this project has been explained to méfully consent to participate in the above study.

(I also consent / do not consent to usg stored biological samples for future scientific purposes: Yes/
NoT if applicable)

Signature/thumb impression of the participant: Date:

Signature of the witness: Date:

Name and address of the witness:

Signature of the investigator: Date:
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CONSENT FORM (for participants less than18 years of age)

Parent/Legally acceptable representative (LAR)

Title of the project:
Participantds name: Address:

Parent/ LAR® s name:

The details of the study have been provided to me in writing and explained to me in my own
language. | confirm that | have understood the above studihad the opportunity to ask questions. |
understand that my child/wardés participation in th
child/ward at any time, without giving any reason, without the medical care that will nhormally be
provided ly the hospital being affected. | agree not to restrict the use of any data or results that arise from
this study provided such a use is only for scientific purpose(s). | have been given an information sheet
giving details of the studyRisk and benefit ofthis project has been explained to md. fully consent
for the participation of my child/ward in the above study.

Assent of child/ward obtained (fparticipants 7 to 18 years of age)

(1 al so consent / do not c o ngical samplds dor futwseesciemtific ¢ hi | d/ v
purposes: Yes/No if applicable)

Signature/ thumb impression of the parent/ LAR: Date:

Signature of the witness: Date:

Name andaddress of the witness:

Signature of the investigator: Date:
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ASSENT FORM

(for children above 7 years and below 18 years of age)

Assent form to participate in a clinical research

Child Participantdéds name: Date of birth/Age:
Parent/ LAR®G s name: Address:
Title of the project:

The details of the study have been provided to me in writing and explained to me in my
own language. | confirm that | have understood the above study and had the opportunity to ask questions.
| understand that my participation in the study is voluntary and that | am free to withdraw at any time,
without giving any reason, without the medicalectirat will normally be provided by the hospital being
affected. | agree not to restrict the use of any data or results that arise from this study provided such a use
is only for scientific purpose(s). | understand that following completion of study dsaweduring
publication of the results, confidentiality of my identity will be maintained. | have been given an
information sheet giving details of the stuésk and benefit of this project has been explained to me.
| fully assent to participate in ttabove study.

(I also assent / do not assent to use my stored biological samples for future scientific purposes: Yes/No
if applicable)

Signature of the child participant ; Date:
(If child knows to sign/Thumb impression)

Signature of the pareot guardian : Date:

Name and address of the witness

Signature of the withess : Date:

Signature of the Investigator : Date:

(Assent form should becaompanied by patient / participant information sheet for children in a simple

language comprehensible to a child e1& years; Language used should be simpler for children in the
age group T2 vyears compared to children in the age group -182 years)
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CHECK LIST
(To be filled and duly signed by the principal investigator)

Title of the study:

Name of the Investigator:
Designation & Department:

S.No | ltems Yes/No

1 Exact title as approved by JSAC / PGRMC/ UGRMC

2 Date of JSAC / PGRMC/ UGRM@pproval mentioned in proper format (dd/mm/yyyy)

2 Source of funding mentioned

3 Adequate literature review with justification for the study mentioned

4 Detailed description about methodology (Study design, number of groups, sample size etc)

5 No mirror statement in Inclusion/Exclusion criteria
(Ex: Age <18 ininclusion & Age >18 in exclusion)

6a Permission from DCGIif applicable).

6b DCGI approval for the mentioned indication in the study (for drugs, devices, cosmetics etc)

7 Adequate justification for exemption from obtaining informed consent difapplicable).

8 Informed Consent Documeint both English and Tamil attached as per JIPMER SOP format.
Information to the participant/ parent/guardian in layman (simple) language.

10 Validated questionnaire both in Tamil and English attached
(if study involves interview/ questioning)

11 Signature of allinvestigators (Principal & Cinvestigator) and Head of corresponding departn
obtained with date

12 Compensation mentioned as per JIPMER guidelines in consent form part 1

13 Confidentiality mentioned as per JIPMER guidelines in consent form part 1

14a | Separate consent form for subjects < 7 yrs atta@hagplicable)

14b | Separate assent form for subjects > 7 yrs < 18 yrs attéitlzguplicable)

15 Separate consent form for cases and controls attdittzgaplicable)

16 Ethical issues explained in detail wigvel of risk

17 No discrepancybetween tamil and English consent form

18a Declaration form from Guide (for all UG/PG/PhD/DM,MQinojects) regarding overall responsibili
for the research

18b Declaration form from principal investigators / Guide stating that all procedures used in the st
standard and professionally acceptable (for faculty projects / for all UG/PG/PhD/OW,M

Date: Signature of principal investigator

(It is mandatory to submit this form along with proforma)
Annexure-1

Application form for requesting waiver of consent

1. Principal Il nvestigatords name:

2. Department:
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3. Title of project:
4. Names of cénvestigators and Department/s:
5. Request for waiver of informed consent:

Please tick the reason(s) for requesting waiver (Please refer the back of this annexure for criteria
that will be used by IEC to consider waiver of consent).

[ 1] Research involves O6not more than mi

[2] There is no direct contact between the researcher and participant
[3] Emergency situations as described in ICMR Guidelines

[4] Any other (please specify)
Statement assuring that the rights of the participants are not violated :

State the measuretescribed in the Protocol for protecting confidentiality of data and privacy of
research participant :

Principal I nvestigator 6s signatur
Final decision at full board meeting held on:

Wai ver granted: Yes éééé. Noééééé.

If not granted, reasons,

Signature of the Chairperson with Date:
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Annexure2

REVIEW EXEMPTIOMPPLICATION FORM

1 Principal Il nvestigator 6s Name:

3 Department:

7  Title of Project:

8 Names of other participating staff and students:

9 Brief description of the project:
Please give a brief summary (approx. 300 words) of the nature of the
proposal, including the aims/objectives/hypotheses of the project,
rational e, participants6 description,
the projet:-
10 State reasons why exemption from ethics review is requested?
Audits of educational practices
Research on microbes cultured in the laboratory
Research on immortalized cell lines
Research on cadavers or death certificates provided such research
reveals no identifying personal data
Analysis of data freely available in public domain
Any other

(This should include justification for exemption e.g. study does not
involve humanparticipants. If exemption is being requested on the

basis of low risk involved in the study please refer to the backside of
this annexure. )

Principal l nvestigatordés signatur e:

Date
Forwarded by the Head ofthe department:

Name: Signature:

Date

Recommendations by the IEC Member Secretary:

Exemption
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Cannot be exempted

Reasons

Discussion at full board

Signature of the Member Secretary:

Date

Final Decision:
Exemption
Cannot be exempted

Reasons

Discussion at full board

Signature of the Chairperson:

Date

Final Decision at Full Board meeting held on

Signature of the Chairperson:

Date

No research can be counted as low risk if it involves:
(i) Invasive physical procedures or potential for physical harm

(i) Procedures which might cause mental/emotional stress or distress, moral or cultural
offence

(iii) Personal or sensitive issues

(iv) Vulnerable groups

(v) Cross cultural research

(vi) Investigation of illegal beaviour(s)

(vii) Invasion of privacy

(viii) Collection of information that might be disadvantageous to the participant

(ix) Use of information already collected that is not in the public arena which might be
disadvantageous to the participant

(x) Use of information alreadyollected which was collected under agreement of
confidentiality

(xi) Participants who are unable to give informed consent

(xii) Conflict of interest e.g. the researcher is also the lecturer, teacher, treatment
provider, colleague or employer of the research ppatits, or there is any other
power relationship between the researcher and the research participants.

(xiii) Deception

(xiv) Audio or visual recording without consent

xv)Wi t hhol ding benefits from Acontrol o groups

(xvi) Inducements

(xvii) Risks to the researcher

This list is not definitive but is intended to sensitize the researcher to the types of
issues to be considered. Low risk research would involve the same risk as might be
encountered in normal daily life.
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Please check that your pplication / summary has discussed:

Procedures for voluntary, informed consent

Privacy & confidentiality

Risk to participants

Needs of dependent persons

Conflict of interest

Permission for access to participants from other institutions or bodies
Inducements

N Y o O R

In some circumstances research which appears to meet low risk criteria may need to
be reviewed by the IEC. This might be because of requirements of:

| The publisher of the research

"I An organisation which is providing funding resources, existing data, access to
participants etc.
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SECTIONT 3

EOR INTRAMURAL RESEARCH FUND COMMITTEE
BUDGET DETAILS

1. Title of the Project:

2.

3.

Total amount required:

Yearwise breakup of the amount:

Budget requirement:

A.

B.

C.

Consumable (Provide the list of items required with all relevant details)
Non-consumable (Detailed justification required)

Travel (Not for attending conferencejield work etc.

Justification for the budg :

For Faculty project:

A.

B.

E.

F.

No. of intramural grants received in last five years:

Enclose order copy of last intramural grant:

Enclose copy of UC, SOE and progress report of last intramural grant:
No. of extramural grants received in last five years:

Enclos order copy of last extramural grant:

Enclose copy of UC, SOE and progress report of last extramural grant:

7. For projects where faculty as a guide:

A.

@

o O

m

Declaration:

Name of the Candidate:

Study course:

Year of the study:

No. of previous intramural grant received:
Enclose oder copy of last intramural grant:
Year of receiving the last intramural grant:
Amount of receiving the last intramural grant:

Enclose copy of UC, SOE and progress report of last intramural grant:
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A) l/we declare that the infrastructure necessary for carrying out the above mentioned research scheme
are available with me/us.

B) I/we agree to submit within, one month of termination of the scheme a final report on the work and an
annual report withirone month of expiry of a year if the project goes for more than one year. Extension

of the project will be subject to approval of the report by the expert committee.

C) The faculty members those who have not submitted the final reports in respectesf majticts

granted by the Institute, are not entitled for the Institute Grant in future till they submit the report.

Principal Investigator

Co-Investigator (S)

Forwarded with remarks from Head of the Department
(in which The principal Investagor is working)
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Annexure 1C: AX 01-C/JIH06/V3
Project submission application form for initial review for drug trials and other regulatory

studies (Industry sponsored studies).

SECTIONT 1

(For SCTRQC)

Proforma for Submission of Proposal to Sponsored Clinical Trial Research Committee, JIPMER,
Puducherry
1. Title (This should match the title registered with the CTRI and the DCGI wherever
applicable)
Name of the Investigator/ Principal Investigator:
Department/Division:
Designation:
State:

a s~ DN

a. The number of ongoing research projects as principal investigator
b. Source and amount of funds in each of his/her research project
6. Name of the Celnvestigator:
(Qualification, Designation & Department)

7. CV of each investigator
8. Is the study Intradepartmental/Interdepartmental:
If interdepartmental
a. State names of the collaborating departments:
b. Whether consent obtained from them:
If inter -institutional:
a. State the name of caprdinating institution:
b. State the name of the collaborating institution:
c. State whether consent obtained from the collaborating institutions (Enclose copies):
9. State whether you have enclosed a copy of the original researctofmcol submitted by the
co-ordinating institution:
10. Duration of Proposed Study.
11. Year of start of the study:

12. Year of Proposed Termination:
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14.
15.

16.
17.
18.

19.

20.
21.
22.
23.

24.
25.

. Is the study Inter-institutional (National/International):
Is the study Interventional:
Have the investigator(s) received any special training for carrying out this study or
intervention?
Investigators. (CV of each investigator) To assess their ability to carry the study.
Name, address and tel/fax/email of (gmary) sponsor with the name of contact person
Background information (Whatoés already known)
a. Drug(s), device(s) and/or biologics?
b. Pharmacology of the drug.
c. Is the drug already approved by the regulatory authorities and available inthe
market or are they new ones?
d. Who has prepared and/or is manufacturing them?
Who holds the patent or IND/IDE of the drug(s) or Device(s)?

- o

The results of previous trials.
g. Information on the medical condition in which the study drug will be used.
h. Treatment options available for the condition at present.
i. Whether the nondrug interventions to be used professionally accepted?
j-  The need for the present study
Objectives
a. Overall
b. Specific
The study design
Summary of methods
Methodology
The population studied: inclusion and exclusion criteria (explanation if vulnerable
populations included deliberately)
Sample size and sampling method
The detailed methods
a. How will the subjects be recruited.
b. How will the study / intervention be carried out.
c. What outcome will be measured and how.
d. Specify if procedure involves banking of biological samples, HIV testing, genetic

testing.

®

Plan of data analysig including by whom and how.
f. Please mention whethedata will be analysed to understand politically and socially

sensitive group differentials gender, caste, class, ethnicity, race.

26. Systems in place for reduction, management of anticipated (and unanticipated) risks,

discomfort, adverse events/toxicity andheir monitoring.
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a. Describe all possible risks and discomfort for subject/participant due to use of
intervention and/or interaction procedures/data collection methods proposed.

b. Risk reduction: Describe steps you have taken or propose to take to minimisech
risk, discomfort or for early recognition of side effects and their management.

c. Data and Safety Monitoring:

i. Define adverse events in the study

ii. How and to whom you propose to report them

iii. Describe rules for stopping the study due to adverse events.

iv. Describe Data and Safety Monitoring Plan of your project.

d. Does the project require appointment of a Data Safety Monitoring Board (DSMB)?
27. Privacy and Confidentiality:

a. Measures to provide privacy to subjects/participants while conducting study

b. What level of confidentiality promised

c. What are the likely consequences to the subject/participant in the event of violation

of confidentiality.

d. The types of identifiable information on subject/participant collected.

e. How will they be masked/removed

f.  How will this data be stored and its safe keeping ensured.
28. Benefits of the study:

a. Benefits to the subjects in the study.

b. Benefits, if any, to the society.

c. Risk/Benefit analysis to be presented.
29. Informed consent

a. Compliant with Schedule 6Y67?

b. Must be inthe local (Tamil) language translation and in English.

c. Describe the process:

i.  How, Where, When and By Whom the Informed Consent will be obtained.

i.  How will be video recorded.

iii. How much time the subject/participant will be given to consider
participation and decide.

iv.  Additional plans/needs for informed consent in case the study involves
special population such as minors, pregnant mothers, neonates, prisoners,
etc.

v. How you will assess that information is correctly understood by the
participant.

d. Content:
i A statement that consent is for a study/research/experiment,

i.  An explanation of the purpose of research and nature of procedure,
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ii.  All foreseeable risks/discomforts to participants due to research must be
enumerated.
iv.  Any benefits to be expected should be mentioned.
v. Alternative procedures or courses of treatment in case subject does not
want to participate,
vi.  The extent of confidentialty protection provided.
vii.  Explanation on provision of compensation for injury caused to participant
during the study.
vih Whom to contact to know more about
ix. A statement that participation is voluntary.
X. A statement that paticipant can withdraw consent and from the study at
any time without any facing any penalty.
xi.  The reimbursement of expenses and compensation provided to the trial
subjects for participation.
xii.  The posttrial benefits would be given to the trial subjects. Wiether the
investigational drug or device will be provided to the study

participants/subjects if it is found to be effective.

30. Compliance with requirements of regulatory authorities (copies)

a. DCGI approval.

b. CTRI registration

c. Permission for sending biologial materials out of the country. (DCGI and DGFT or
INI).

d. Copy of MOU on this.

e. HMSC for international collaborative trials.

f.  From other Government department(s).

31. Financial:

a. Type of funding - Contract/Grant, Subcontract, Gift/donation of drugs/devices

b. Source of funding: Government: Central/ State/ local / Intramural

c. Private Foundation: Indian / Foreign

d. Industry: Private / Public / Other

e. Other/ Unfunded / No funding required

f. Compensation to trial subjectsi give details.

g. Are the study participants, investigators and institution protected by insurance
coverage to cover litigation costs and compensation?

h. If yes, specify the amount and conditions of coverage.

Provide a copy of the Insurance document.

Budget Details (show fund allocation to various head manpower, material, etc. )
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S. BUDGET HEADS AMOUNT

No. (LAKH Rs)
1. Equipment

2. Equipment maintenance charges

3. Salaries

4, Hospital expenses (Investigation, hospital sta

charges etc)

5. Subject compensation ( transport, means etc)

6. Travel (investigator 6s
work etc)

7. Contingencies  (Xerox, stationary, postage
telephone, fax etc)

8. Consumables

9. Miscellaneous

10. Others

11. Insurance charges (for investigators

patients/volunteers)

TOTAL COST OF STUDY CONDUCT
12. Institutional over heads (25%)
GRAND TOTAL

32. Legali Copy of the draft CTA
a. Are the institutions and investigator s
33. Statement on Conflict of Interests- The financial and other interests of any of the
investigators and/or close relative(s), with the sponsor(s) and outcome of the study.
34. List of attachments:
a. Full proposal, with protocols/instruments for data collection and budget in detail.
b. Informed consent in local language (and English).
c. Copy of the aggreement signed by the Institute and the sponsor of the study (if
applicable)
d. Copies of all permissions obtained from regulatory authorities.
35. Principal Investigator's Certification:
a. | certify that the information provided in this application is complete and correct.
b. | accept ultimate responsibility for the conduct of this study, the ethical
performance of the project, and the protection of the rights and welfare of the

human subjects who are directly or indirectly involved in this project.
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c. | will comply with all policies and guidelines of JIPMER, Puducherry (Web link)
where this study will be conducted, as well as with all applicable laws regarding the
research.

d. I will ensure that personnel performing this study are qualified, appropriately
trained and will adhere to the provisions of the IEGJIPMER, Puducherry
approved protocol.

e. | will not modify this IEC certified protocol or any attached materials without first
obtaining approval for an amendment to the previously approved protocol.

36. Name and signatire of investigator with date.
37. Name and signature of the head of the department of the principal investigator with date.
38. Name and signature of all ceinvestigators with date.

39. Name and signature of the head of the department of each of the-twwestigator with date.
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Checklist for enclosures

(To be filled by the Investigator):

1) Research proposal Registration form

Enclosed Yes/No

2) Application for project proposal approval

Enclosed Yes/No

3) Budget details of the project proposal

Enclosed Yes/No

4) Short summary (synopsis) of research proposal

Enclosed Yes/No

5) Request letter from sponsor (if applicable)

Enclosed Yes/No

6) Ethics committee approval

Enclosed Yes/No

7) DCGI approval (if applicable)

Enclosed Yes/No

8) Institute sponsor agreement (ISA)

Enclosed Yes/No

9) HMSC permission (if applicable)

Enclosed Yes/No

10) Clinical Trial Insurance document copy

Enclosed Yes/No

11) Undertaking by the investigator :
This shall include all the details/ elements as mentione
in the Appendix VII of Schedule Y

Enclosed Yes/No

12) Informed consent documents (Patient information sheg
Informed consent form, etc) as per Appendix V of
ScheduleY

Enclosed Yes/No

13) Informed consent documents should mention th
ng:
NAME OF THE COMPANY>> will provide complete
medical care along with compensation for the injury or

deat ho

foll owi filn case of stu

Enclosed Yes/No

14) Principal Investigator's Certification

Enclosed Yes/No

15) Any other documents enclosed (give details)

Enclosed Yes/No

16) Signature of the investigators:

Yes/No

17) Signature ofall the coinvestigators:

Yes/No

18) Signature of Head of the Department of the

investigators:

Yes/No

19) Signature of Head of the Department of each of the €

investigators:

Yes/No

JIPMER, PUDUCHERRY

RESEARCH PROPOSAL REGISTRATION FORM
JIPMER, Puducherry

(To be filled by the Investigator)
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1. Project Title:

2. Name of the Investigator with designation :
3. Department /Division :

4. Name of Celnvestigators :

(Qualification, Designation & Department)

5. Sponsor 6s Name

(For Office use)

SCTRC NO: Date of receiving the proposal:

6. Comments/suggestions:

7. Legal opinion on liabilities:

8. Decision of the SCTRC: Approved/ Not Approved
9. Date decision taken by the SCTRC:

Signature of MemberSecretary, SCTRC

(To be filled after ISA is signed)

10. Ethics Committee approval No and date :

11. Date of submission of copy of ISA submitted tOffice of Dean (Research):
11. Year of start of the study :

12. Year of proposed termination of study :

13. Year actually finished:

14. Project completion report submission date:
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General instruction to investigators regarding filling up of the proforma and points to take note of:

1. The submission of proposal shall be in the enclosed format. No section shall be left blank or
filled My @O@ONOA.d or O6Not applicabl ed. I f a sect
filled with the reason why that section is not applicable.

2. Theol nf ormed Consent6 document should contain ir
regarding the facts of the trial, possible side reactions due to trails on them etc.

3. Videography of informed consent process must be done as per CDSCO guidelines and other
orders issued by the Government from time to time.
4. The investigator i sponsor agreement should include a clause that the sponsor takes
responsibility for providing insurance to cover compensation and the entire legal costs of
litigation related to the trial to investigators, institute, members of the Institute Ethics
Committee and other related committees as well as patients for not only trial related injury
but also for professional liability of the health care providers involved in managing the trial
patients and general liability of the institution in so far as the trial subjects are concerned
and shall also compensate any injury to the subjects arising out of the trial as defined by the
in the Drugs and Cosmetics (First Amendment ) Rules, 2013 and any ®equent
amendments including injury arising from violation of approved protocol, scientific
misconduct or negligence by the sponsor or his representative or the investigator or other
healthcare providers involved in the care of the trial participant.
5. Sponsor should ensure post trial benefit to the participants, wherever medically relevant, by
continuing to provide free of cost, and without interruption of treatment, the best drug
available at that point in time to all trial participants for up to 1 year.
6. The sponsor must agree to bear the medical and travel expenses related to the treating of
any trial related harm caused to trial participants including investigations performed and
treatment given in hospitals outside JIPMER for such purposes.
7. Thesereponsi bilities wundertaken by the trial spons
consent 0.
8. The informed consent document must mention the no compensation shall be provided in
case of norresponse or disease progression if no compensation is intended &diven.
9. In the declaration signed by the subject volunteering to participate in the trial there must be
the following statement i | wi || not hold the ir
responsible for any injury or adverse event occurring to me dueo participation in this
clinical trial and shall not file a | aw suit aga
10. Whenever biological samples are sent to another laboratory outside JIPMER on the

grounds that facilities for performing the desired tests are not available in JIPMER, an
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11.

12.

13.

14.

15.

16.

17.

18.

assurance must be provided by the laboratory and/ or sponsor that the biological saregl
submitted for testing will be used only for such tests as mentioned in the protocol and for no
other purpose and that such samples will not be retained but be discarded after the study is
over.

Institute overheads must be calculated as 25% of the owt project cost as worked out
before inclusion of institute overheads and must be added at the end to arrive at the total
project cost Institute overheads must not be less than at least Rs.50,60Q0/

No liability on the Institution shall reflect on any the Clinical Trial Agreement (Investigator

i Sponsor Agreement).

The jurisdiction of this above mentioned agreement must be in the court of Puducherry or
Chennai only.

Investigator, while submitting proposals, must suitably index and flag documents submét
for the easy access of appropriate documents by committee members.

The investigator while submitting the research proposal must understand that the drugs or
device under investigation must be administered or implanted respectively, as the case may
be, only by the investigator or ceinvestigator.

Accurate Tamil version of informed consent must be provided.

The sponsor must agree to pay the revised hospital charges in case hospital charges are
revised in the future in course of the trial.

The sponsor orthe investigator must agree to bear additional costs involved in archiving of
the trial related documents including the Clinical Trial Agreement with its annexures for
such period (currently 5 years from the date of completion of trial) and in such manneas is
required by the regulations in force from time to time governing the conduct of such trials

in case the archiving of such documents is outsourced by the institution in future.

SECTIONT 2

For Insti Ethi mmi IEC)-Human i

Proforma to be submitted to the Institute Ethics Committee (Human Studies) for faculty projects

10.
11.

Title of the project:
Ethical issues involved in the study:

lessthan minimal risk / minimal risk / more than minimal risk to the study sub{émtguidance
please consult ICMR guidelines for biomedical research in human participants] 2006PMER
website)/Along with level of risk, the risks should be writtendetail. If you feel there will be no
risk, give justification]
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12. Benefit of the study:

13. Details of Informed Consent Process (Who/When/How/Where):

14. Do you need exemption from obtaining Informed Consent from study subjdttso give
justifications.

15. WhetherConsent forms in English and in local language are encloggdfe consent form in
local language is not applicable, appropriate explanations must be provided)

16. Documents attached
G. Waiver Application Form (Annexuri)
H. Review Exemptiorpplication Form (Annexure)
I.  Brief CV of investigators (including no. of projects with him/her)Needed for all
Investigators for each project separately

J Investigatorb6s brochure
K. Advertisements (if applicable)
L. Others

17. Conflict of interest for any otherwestigator(s) (if yes, please explain in brief)

18. We, the undersigned, have read and understood this protocol and hereby agree to conduct the study
in accordance with this protocol and to comply with all requirements of the ICMR guidelines

(2006)

Signatue of the Investigators: Date:
Signature of the Head of the Department Date:
Signature of the Gdnvestigators: Date:
Signature of the Heads of the Department of I@eestigators Date:

(Note: The proformanust be accompanied by Informed Consent Document (ICD) in English and Tamil.
Informed Consent Document should comprise Patient Information Sheet and the consent form. The
investigator must provide information to the subjects in a simple language, dmlid sddress the
subjects, in a dialogue format. Studies involving children below 7 years should include parent / LAR
consent form while studies involving children above 7 years and below 18 years of age should include
assent form in addition to pareritAR consent form)

INFORMED CONSENT DOCUMENT (ICD)

Patient / Participant information sheet

INFORMATION FOR PARTICIPANTS OF THE STUDY

Instructions- This is the patient information sheet. It should address the participant of this study. Depending upon the
nature of the individual project, the details provided to the participant may vary. A separate consent form for the
patient/test grouand control (drug/procedure or placebo) should be provided as applicable. While formulating this
sheet, the investigator must provide the following information as applicablsiinpde languagén English and Tamil

which can be understood by the partisip ©o not copy & paste from the study protocol submitted to JSAC

1)
2)
3)
4)
5)
6)

7
8)

Title of the project
Name of the investigator/guide
Purpose of this project/study
Procedure/methods of the study
Expected duration of the subject participation
The benefits to be expected from the research to the participant or to others and Al post
responsibilities of the investigator
Any risks expected from the study to the participant
Maintenance of confidentiality of records
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9) Provision of free treatmefor research related injury

10) Reimbursement for participating in the study

11) Compensation to the participants for foreseeable risks and unforeseeable risks related to research study
leading to disability or death.

12) Freedom to withdraw from the study at amge during the study period without the loss of benefits
that the participant would otherwise be entitled

13) Possible current and future uses of the biological material to be generated from the research and if the
material is likely to be used for secondgyrposes or would be shared with others, this should be
mentioned

14) Possible current and future uses of the data to be generated from the research and if the data is likely to be
used for secondary purposes or would be shared with others, this should ioeedent

15) Address and mobile number of the Principal investigator (Pl) ar®Cd any :

16) Address and mobile number of the JIPMER IEC (Human Studies) with mobile number of the IEC
Member Secretary:

Signature of the participant:

Signature of the investigator:

Place:
Date :
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CONSENT FORM

Title of the project:

Participantdéds name: Addr e

The details of the study have been provided to me in writing and explained to me in my own
language. | confirm that | have understood the above study and had the opportunity to ask questions. |
understand that my participation in the study is voluntarythat | am free to withdraw at any time,
without giving any reason, without the medical care that will normally be provided by the hospital being
affected. | agree not to restrict the use of any data or results that arise from this study providedesuch a us
is only for scientific purpose(s). | have been given an information sheet giving details of theRésidy.
and benefit of this project has been explained to méfully consent to participate in the above study.

(I also consent / do not consent to use stored biological samples for future scientific purposes: Yes/
NoT if applicable)

Signature/thumb impression of the participant: Date:

Signature of the witness: Date:

Name and address of the witness:

Signature of the investigator: Date:
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CONSENT FORM (for participants less than18 years of age)

Parent/Legally acceptable representative (LAR)

Title of the project:
Participantds name: Address:

Parent/ LAR® s name:

The details of the study have been provided to me in writing and explained to me in my own
language. | confirm that | have understood the above studihad the opportunity to ask questions. |
understand that my child/wardés participation in th
child/ward at any time, without giving any reason, without the medical care that will nhormally be
provided ly the hospital being affected. | agree not to restrict the use of any data or results that arise from
this study provided such a use is only for scientific purpose(s). | have been given an information sheet
giving details of the studyRisk and benefit ofthis project has been explained to md. fully consent
for the participation of my child/ward in the above study.

Assent of child/ward obtained (fparticipants 7 to 18 years of age)

(1 al so consent / do not c o ngical samplds dor futwseesciemtific ¢ hi | d/ v
purposes: Yes/No if applicable)

Signature/ thumb impression of the parent/ LAR: Date:

Signature of the witness: Date:

Name andaddress of the witness:

Signature of the investigator: Date:

ASSENT FORM

(for children above 7 years and below 18 years of age)

Assent form to participate in a clinical research

Child Participantds name: Date of birth/Age:
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Parent/ LARG s name: Address:
Title of the project:

The details of the study have been provided to me in writing and explained to me in my
own larguage. | confirm that | have understood the above study and had the opportunity to ask questions.
| understand that my participation in the study is voluntary and that | am free to withdraw at any time,
without giving any reason, without the medical cdnat twill normally be provided by the hospital being
affected. | agree not to restrict the use of any data or results that arise from this study provided such a use
is only for scientific purpose(s). | understand that following completion of study as svellrng
publication of the results, confidentiality of my identity will be maintained. | have been given an
information sheet giving details of the stuéisk and benefit of this project has been explained to me.
| fully assent to participate in the almostudy.

(I'also assent / do not assent to use my stored biological samples for future scientific purposes: Yes/No
if applicable)

Signature of the child participant : Date:
(If child knows to sign/Thumb impression)

Signature of the parent goardian : Date:

Name and address of the witness

Signature of the witness : Date:

Signature of the Investigator : Date:

(Assent form should be aampanied by patient / participant information sheet for children in a simple

language comprehensible to a child ef& years; Language used should be simpler for children in the
age group 2 vyears compared to children in the age group -18l2 years)
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CHECK LIST
(To be filled and duly signed by the principal investigator)

Title of the study:

Name of the Investigator:
Designation & Department:

S.No | Iltems Yes/No

1 Exact title as approved by JSAC / PGRMC/ UGRMC

2 Date of JSAC / PGRMC/ UGRMC approvakntioned in proper format (dd/mm/yyyy)

2 Source of funding mentioned

3 Adequate literature review with justification for the study mentioned

4 Detailed description about methodology (Study design, number of groups, sample size etc)

5 No mirror statement in Inclusion/Exclusion criteria
(Ex: Age <18 ininclusion & Age >18 in exclusion)

6a Permission from DCGlif applicable).

6b DCGI approval for the mentioned indication in the study (for drugs, devices, cosmetics etc)

7 Adequate justification for exemption from obtaining informed consent difapplicable).

8 Informed Consent Documeint both English and Tamil attached as per JIPMER SOP format.
Information to the participant/ parent/guardian in layman (simple) language.

10 Validated questionnaire both in Tamil and English attached
(if study involves interview/ questioning)

11 Signature of allinvestigators (Principal & Cinvestigator) and Head of corresponding departn
obtained with date

12 Compensation mentioned as per JIPMER guidelines in consent form part 1

13 Confidentiality mentioned as per JIPMER guidelines in consent form part 1

14a | Separate consent form for subjects < 7 yrs atta@hagplicable)

14b | Separate assent form for subjects > 7 yrs < 18 yrs attéitlzguplicable)

15 Separate consent form for cases and controls attgiftaplicable)

16 Ethical issues explained in detail widvel of risk

17 No discrepancybetween tamil and English consent form

18a Declaration form from Guide (for all UG/PG/PhD/DM,MGinojects) regarding overall responsibili
for the research

18b Declaration form from principal investigators / Guide stating that all procedures used in the st
standard and professionally acceptable (for faculty projects / for all UG/PG/PhD/OM,M

Date: Signature of principal investigator

(It is mandatory to submit this form along with proforma)

Annexure-1
Application form for requesting waiver of consent
1. Principal Il nvestigatords name:
2. Department:
3. Title of project:
4. Names of cénvestigators and Department/s:
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Request for waiver of informed consent:

Please tick the reason(s) for requesting waiver (Please refer the back of this annexure for criteria
that will be used by IEC to consider waiver ohsent).

[ 1] Research involves 6not more than minimal ris
[2] There is no direct contact between the researcher and participant

[3] Emergency situations as described in ICMR Guidelines

[4] Any other (please specify)

Statement assuring that the rights of the participants are not violated :

State the measures described in the Protocol for protecting confidentiality of data and privacy of
research participant :

Principal I nvestigator 6s signatur
Final decision at full board meeting held on:

Wai ver granted: Yes éééé. Noééééé.

If not granted, reasons,

Signature of the Chaiperson with Date:
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Annexure2

REVIEW EXEMPTION APPLICATION FORM

1 Principal Il nvestigator 6s Name:

4 Department:

11 Title of Project:

12 Names of other participating staff and students:

13 Brief description of the project:
Please give a brief summary (approx. 300 words) of the nature of the
proposal, including the aims/objectives/hypotheses of the project,
rational e, participantsé description, and
the project:
14 State reasons why exemptiorrém ethics review is requested?
Audits of educational practices
Research on microbes cultured in the laboratory
Research on immortalized cell lines
Research on cadavers or death certificates provided such research
reveals no identifying personal data
Analysis of data freely available in public domain
Any other

(This should include justification for exemption e.g. study does not
involve human partipants. If exemption is being requested on the
basis of low risk involved in the study please refer to the backside of
this annexure. )

Principal l nvestigatorédés signatur e:

Date
Forwarded by the Head ofthe department:

Name: Signature:

Date

Recommendations by the IEC Member Secretary:
Exemption

Cannot be exempted
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Vii.
viii.

Xi.
Xii.

Xiil.

Xiv.
XV.
XVi.

XVii.

Reasons

Discussion at full board

Signature of the Member Secretary:

Date

Final Decision:

Exemption

Cannot be exempted

Reasons

Discussion at full board

Signature of the Chairperson:

Date

Final Decision at Full Board meeting held on

Signature of the Chairperson:

Date

No research can be counted as low risk if it involves:

offence

iii. Personal or sensitive issues
. Vulnerable groups
. Cross cultural research
. Investigation of illegal behaviour(s)
Invasion of privacy

. Invasive physical procedures or potential for physical harm
. Procedures which might cause mental/lemotional stress or distress, moral or cultural

Collection of information that might be disadvantageous to the participant

disadvantageous to the participant

confidentiality
Participants who are unable to give informed consent
Conflict of interest e.g. the researcher is also the lecturer, teacher, treptmedér,
colleague or employer of the research participants, or there is any otharnatationship
between the researcher and the research participants.
Deception
Audio or visual recording without consent

Wi

t hhol

Inducements
Risks to the researcher

di

ng

benefi

ts

from

Afcontr ol

0

. Use of information already collected that is not in the public arena which might be

. Use of information already collected which was collected eundgreement of

groups

This list is not definitive but is intended to &nsitize the researcher to types of issues to be

considered. Low risk research would involve the same risk as might be encountered in normal daily

Paged4 of 252



life.
Please check that your application / summary has discussed:

| Procedures for voluntary, informed consent

| Privacy & confidentiality

| Risk to participants

1 Needs of dependent persons

- Conflict of interest

| Permission for access to participants from other institutions or bodies
' Inducements

In some circumstances research which appears to meet low risk criteria may need to
be reviewed by the IEC. This might be because of requirements of:

| The publisher of the research
| An organisation which is providing funding resources, existing data, access to
paricipants etc.
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Annexure 2: AX 02/JIHO6/V3

Document Receipt Form

Protocol Number:
Received number:
Submitted date:
Protocol Title:
Principal Investigator:
Department
Communication with the IEC
1 E-mail address
1 Phone
1 Fax
Documents submitted:
1 Complete

T I'ncompl et e,

Wi

Documents to be submitted later :

study budget
DCGI approval

= =4 =4 4 -4 A4 -4 -

CTRI registration

GCP Training certificate

I submitt

Final signed clinical trial agreement
To verify and tick whether documents received.
informed consent form (in vernacular language)

final signed clinical triahgreement
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IEC for Interventional Studies, JIPMER i SOP7/ Va

Code no: JIHO7/V4
Effective Date: 25/06/2019

Title: Categorization of New Research Study by Institute Ethics Committee (Interventional Studies),
JIPMER

Prepared by: “ Reviewed by: Approved by:
Dr. M. Jayanthi Dr.C, Dr.T. Dr Reba Kanungo | Dr. R. Raveendran Dr. Rakesh
Sudhakaran Kadhiravan Aggarwal
(IEC Member (IEC Chairperson) (Dean Research)
Secretary) (IEC Vice (IEC Member) (Director, JIPMER)
Chairperson)
\ /‘y n ) s’

e c’%*@{g/\e\ w N Y
Signature with Signa%’re ggh Sig i ﬂ Signature with Signature with Signature with
Date Date a Date Date Date

1. Purpose

The purpose of this SOP is to describe the procedure to categorize new research study protocols submittec
by investigators for initial review into full board / expedited review or exemption from review process tc

Institute Ethics Committee — Interventional Studies ( IEC-IS), Human Studies, JIPMER.

2. Scope

This SOP covers the process of categorization of new research study protocols submitted to IEC - IS

Human Studies, JIPMER for initial review. It does not cover subsequent submissions.

3. Responsibility

It is the responsibility of the Member-Secretary [in consultation with Chairperson (as applicable)] tc
categorize the research studies in one of the three types of reviews, depending on the risks involved fo

prospective research participants: Full board review, expedited review and exemption from review.

4. Detailed Instructions

4.1 New proposals received for initial review
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f New research study proposals received ByHthe month will be considered for review
in that monthly meeting of the IEC IS. Secretariat will ensure that application of
research proposal is complete in terms of required documents (if any essential document
IS not available, explanation must lmeight in writing for IEC- IS to review).
4.2 New proposals forwarded to Member Secretary

1 Secretariat will forward the copy of research proposal to Member Secretary for initial
screening within 2 working days of receiving propob&mber Secretary will screen the
research proposals and categorize the proposals as elaborated in Section 4.3 within 2

working days of receipt.

4.3 Categorization of New proposals for review by IEC

1 The Member Secretary [in consultation with Chairpersarafgplicable)] will categorize
the proposals into three types. The types of review processes and the criteria to decide the
type of review are explained below (www.icmr.nic.in Ethical Guidelines for Biomedical
Research on Human Participantsdian Council of Medical Research, Octol2806):

1 Full Board Review. When new research proposals and other related documents are
tabled in a formally convened meeting of the Ethics Committee for detailed discussion
and decision, this is called Full Board Review.

0 Research studies involving more than minimal risk to hustady participants are required
by national and international regulations to be reviewed by the Ethics Committee full board.
0 Research that is considered minimal risk but involves vulnerable populations may be
referred for Full Board Review.
0 Research pragsals that have undergone expedited review and are referred to Full Board as

no decision could be reached.

1 Expedited Review When new research proposals and related documents undergo a
speedy review process by only two or three designated (by thep@kan) Ethics
Committee members this is called Expedited Review.

i Proposals involving instictional techniques, curricuta class room management methods.

i Minor modifications of proposals already approved by full review Institute Ethics Committee
(IEC)- IS.

i Change in the name, address of sponsor /PIl, contact details of PI, Chairperson and or
Member Secretaryf IEC,

i Request for change in principal investigatoriroeestigator change in any member involved
in the research

i Adverse Event (AE) omunexpected Adverse Drug Reaction (ADR) of minor nature is

reported.
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i Minor amendments in the protocol, case record form

i Minor corrections in budget

U Other administrative changes in investigator brochure, informed consent document

i Proposals involving clinical materials that have been collected foresmarch or clinical
purposes (i.e. patient care records and specimens).

0 Proposals involving emergenoutbreaks and disasters for pilot study if HSXull review is
not possible.

U ProposalNOT involving therapeutic, diagnostic, prophylactic and screening interventions.

U ProposalNOT involving vulnerable and special groups.

U Collection of data for reseen purposes through nemvasive procedures (not involving
general anesthesia or sedation) routinely employed in clinical practice and using medical
devices which have been already approved for use. Examples of such procedures include
collection of data ttough application of EEG or ECG electrodes, acoustic testing, tests using
the Doppler principle, neimvasive blood pressure and other routine clinical measurements,
exercise tolerance etc. However procedures involving the useaysxor microwaves are
NOT recommended for expedited review.

i Clinical studies of drugs and medical devices only when research is on already approved
drugs except when studying drug interaction or conducting trial on vulnerable population or

Research on Disaster management.

1 Exemption from review: When research fulfils the following criteria, the IEEwill grant an
exemption from review:

U Research does not involve live human participants, is on data in the public domain or is on
anonymised data derived from participants and #search has less than minimal risk to
participants, an exemption from IHGS review may be considered.

i Examples that may be eligible for exemption from review include:

Audits of educational practices
Research on microbes cultured in the laboratory

Research on immortalized cell lines

O O o o

Research on cadavers or death certificates provided such research reveals no identifying
personal data

0 Analysis of data freely available in public domain

i Pl may also apply to IECS for exemption from review if he / she find that proposed research

satisfies criteria for exemption.

6. Flow Chart

| S.No| Activity | Responsibility
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1 Receiving new research stugyoposaland related documents I Secretariat
a fixed date othe month
2 Verifying completeness of submitteglsearch study documents | Secretariat
3 Forwarding of new proposals MemberSecretary IEAS Secretariat
4 Categorization of theProtocols into 3categories: full board MemberSecretary

expedited revievand exemption from review process

*kk
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|EC for Interventional Studies, JIPMER SOP7A/V4

Code no: JIHO7A,
Effective Date: 25/06/2

Title: Initial Full Board Review of New Research Study Protocols by Institute Ethics Committee
— Interventional Studies, JIPMER

Prepared by: « Reviewed by: Approved by:
Dr. M. Jayanthi Dr.C. Dr. T. Kadhiravan Dr Reba Dr. R. Raveendran Dr. Rakesh
(IEC Member Sudhakaran (IEC Member) Kanungo (Dean Research) Aggarwal
Secretary) (IEC Vice (IEC Chairperson) (Director,
Chairperson) 2 JIPMER)
By s
AL IR\ Y57
2 g r c/ v - ﬂ’ (9
Signature with Signature w% Signat J A\O\ Signature wit Signature with Signature with
Date Date Date Date Date Date
1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe how the members of
Institutional Ethics Committee for Interventional Studies (IEC-IS), JIPMER will perform an initial
review on a new research study protocol using the assessment Form.

2. Scope

This SOP applies to the initial review and assessment of all research study protocols submitted for
review and approval from the IEC - IS. All research studies presented with more than minimal risk and
which do not qualify for exemption or expedited review are covered in this SOP.

3. Responsibility

e Member Secretary is responsible, after categorization of studies to forward the studies to
Secretariat.

e IEC Secretariat is responsible for creation of a study specific file, distribution of packages
along with study assessment forms to IEC - IS members for review (If the study is categorized
for Full Board review), and communicate the review results to the investigators.

e IEC - IS members (including Member Secretary) will be responsible for reviewing the research
protocols and related documents within the given time frames.

e It is the responsibility of all the IEC - IS members to fill the Assessment form along with
comments and recommendation they have after reviewing each study protocol.

e The IEC - IS members are responsible for attending and participating actively in the discussion
at the full Board Meeting.

e The Member Secretary is responsible for setting up the Full Board Meeting.
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4. Detailed instructions
4.1 Appointment of primary reviewers

1 The Member Secretary/Chairperson will appoint two or more primary reviewers for each
study on the basis of expertise in the related field and experience. They will include one
clinician and one notechnical person as applicable. More than two may be ajgobif
necessary.

4.2 Distribute the protocol package

1 The Secretariat will fill in the required details in the cover letter to the-IBIMembers
requesting initial review along witstudy asessment fornsecretariat will send a packet
(hard or soft copyto the IEC members.

Letter to IEC- IS Members requesting Initial Review

Study assessment form

Study Submission Application Form

Protocol and related documents

S = =4 4 A

.3Receive the distributed protocol package

1 IEC - IS members will receive the protocol packagith the Study Application Form as
hard copyor through email (if desired so).
1 Designated primary reviewers will also receive Study Assessment Form forrivigl

4.4 Verify the contents of the package

1 IEC - IS member will verify all the contents.

1 IEC - IS member will check the meeting date to see if it is convenient to attend the
meeting.

1 IEC - IS member will notify the IEC Secretariat if any documents are missing or if the
specified date of the IEC meeting is not convenient to attend.

4.4Review by the IEC members
Review of the protocol

1 The protocol will be reviewed by each member as per guidelines to restigly
protocol.
1 The IEC- IS member will consider the following criteria when performing the review of
the study protocol and the study related documents:
o Scientific design and conduct of the study
Risks and potential benefits
Selection of study population and recruitment oéseach participants
Inducements, financial benefits and financial costs
Protection of research participantso6é priv
Community considerations
Qualifications of Investigators and assess adequacy of study sites

O O O O o o
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o Disclosure or declaration obpential conflicts of interest
1 The IEC- IS member will consider the following criteria when performing the review of
the Informedconsent
o Voluntary, noncoercive recruitment, participation/ withdrawal
o Procedures for obtaining informed consent
o Contents b the patient information sheet title, objective, study design and
procedures

Contents and language of the informed consent document

Translation of the informed consent document in the local languages

Language uset plain and easy to understand by gexh public

Contact persons with address and phone numbers for questions about research

participants rights and study or injury

Privacy and confidentiality

Risks and discomforfs physical / mental $ocial o Alternative treatment

Benefitsi to participants, community, institution and society

Compensation for participation: (Whether it will act as undue inducement) o

Involvement of vulnerable participants

o Provisions for medical/ psychosocial supportTreatment for study related
injuries

o Compensation for studselated injuries: as per applicable local regulsio Use
of biological material

o Check for provision for signatures with dates of participant, person conducting
informed consent discussionyastigator and witness

o Provision for audiovisual recording of consent process in case of regulatory drug
trials

0 Use of study assessment form for reviewers

0 The assessment form is designed to standardize the review process.

o All reviewers will fill out the form (AX 01/SOP 7A/V1- letter to IEC- IS
members requesting initial review with study assessment form) and write their
comments related t@view of the research proposal.

o In addition, primary reviewers will use the study assessment form

o Ensure that kh elements of research study are reviewed and are accordingly
documented @aring the discussion / meeting.

o The duly filled, signed and dated assessment forms will be returned along with the
research protocols to the Secretariat 7 days prior to the meeting.

O O O O

O O O O

4.7 Gather the assessment reports

The IEC Secretariat will collect tressessmerforms comments from each reviewer and
file in the original study file and converted into a soft copy for discussion at the meeting.
If the comments come as a soft copysthavill be collated for discussion at the meeting.

4.81EC meeting
1 During the discussion at the meeting, the primary reviewer shall brief the members about
summary of the study protocol and read out the comments and evaluation provided on the
assessment form.
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1 The comments of an independent consultant (if applicablepwitliscussed by member
secretary.

1 The other IEG IS members shall give their comments right after the presentation.

1 The investigator/suimvestigator may be called in to provide clarifications on the study
protocol that he/she has submitted for reviewhe IEC- IS.

1 The IEC- IS members will discuss and clarify the comments and suggestions.

1 The Member secretary (assisted by the Secretarial staff) shall record the discussions

T The final decision on the studyd Suggested be r ecc
recommendati ons or any other (as per | EC pol
or by majority consensus (as per the IEC policy) and will be recorded in the IEC
Decision Formby the Member Secretary.

1 A majority vote for approval, disapproval or request for modifications of a study
suspension or termination of an ongoing study is defined &sa2/he voting members
present at the meeting.

The following will not be eligible to vote

Member(s) of the committee who is/disted as invesgjator(s) on a research proposal
An investigator or study team member invited for the meeting.

An independent consultant invited for the meeting to provide opinion

Specific patient groups invited for the meeting will not vote or pa#teifn the decision
making procedures of the committee.

1 The Committee will decide whether the query responses and (if applicable) revised
protocol will go only to Member Secretary, to primary reviewers or to Full Board before
final approval.

1 The responsand changes carried out may be considered for discussion at a futtire IEC
IS meeting.

1 IfthelEGISdeci si on is O6Disapprovedd or any ot her
basis of specific reasons, which are communicated by the IEC to the principal
investigator in the letter of notification.

1 The Secretariat will obtain the signature of all the mersland of the Chairperson bkt
IEC on the IEQ IS Decision Form

1 If the study is approved, the Committee will recommend monitoring for a study if it is so
determined at the meeting depending on factors like risk is high in the protocol, the PI
has a Istory of repeated protocol violations; Pl has many protocols and any other reason
so deemed.

1 The Secretariat will list participating members in the meeting and summarize the
guidance, advice and deios reached by the IECIS members.

1 With the study potocol, the Assessment Form from all members and-IEECDecision
Form will be filed in the study filby the Administrative Officer.

1 The Administrative Officer will return the file and the protocol to the appropriate shelves.

4.9Final communication of thelEC - IS decision taken on the study to the Principal

Investigator

1 The Secretariat will prepare an approval letter to be sent to the Principal Investigator

when the study is approved at an IEIS meeting.

= =4 4 A
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9 The letter contains
o Study reference number
o Study title
o A listing of each document approved, the date set by the Committee for frequency of
continuing review, and a review of other obligations and expectations from the
investigator throughout the course of the study.
o The approval is provided for thatge duration of the study.
List of IEC - IS members present at the meeting when the study was approved.
o The Chairperson / Member Secretary will sign the approval letter and the Secretariat
will giveit to the Principal Investigator within 14 days.

(@)

If committee disapproves a study, Secretariat immediately notifies investigator in writing about
the decision iad the reason/s for not approving the study within 7 working days.

A notifying letter to the investigator should state the following:

T Alf you wish to appeal t o-I$dndssbmdyuerappealon, pl e
in writing within twelve (12) weeks of the r
to the IEC Chairperson with justification as to why the appeal should be granted. In
absence of appeal, the study will be declared closeatiddEC-I1ISo f f i ce recor ds. 0o

1 If the Committee requires modifications to any of the documents, the Secretariat will
send a written request for carrying out specific changes to the investigator asking him or
her to make the necessary changes and resubenitidcuments to the IECIS. The
Principal Investigator will be asked to respond to the letter of comments/queries within
60 daysof the receipt of the letter by the investigator. Inahsence of any response, the
study will be declared closed for thed - IS office records.

1 The Secretariat will verify the correctness of the wordings and spelling in all the letters
and process all the above tasks within 14 days after the meeting.

4.10 Storage of Documents

1 The Secretariat will keep a copy of the Approedter/Query letter/Disapproval letter in
the study file along with all the reviewed documeritse Administrativeofficer will
store the file on an appropriate shelf in the designated cabinet.

5. Annexures

Annexure 1: AX 01JIHO7AV4 - Letter to IEC- IS Members requesting initial review with
study assessment form

Annexure 2: AX 02JIHO7A/V4 - Study assessment formorfprimary reviewer

Annexure 3: AX 03JIHO7A/V4 T IEC - IS decision form

Annexure 4: AX 04JIHO7A/V4 - Format of study approval letter

Annexure 5: AX 05JIHO7A/V4- Guidelines for reviewing a study protocol
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Annexure 1: AX 01JIHO7A/V4

Letter to IEC - IS Members requesting initial review with study assessment form

Dear member,

,,,,,,

The next meeting of the IEQAS willbe heldoné é € é . até é é é . iIné é é é é e .

Please note that the package of research proposals is to be circulated in the following order. You
are requested to review the same preferably within 5 working days of receiving the package.
Please review the protocol and related documents as per the guidelines attached witineAnnex

and provide your comments below and fill the study assessment(formrimary reviewers

only) provided with the packagKindly confirm your availability for the meeting.

Name of Member |Date of Receipt Signature Attending meeting (Y/N)

Protocol Numbe(as per IEG IS records):
Date of receipt at IECIS office after review by member (DD/MM/YY):

Protocol Title

Name of the Principal Investigator:
Designation:
Department:

Name of the Reviewer:

© N o g s~ w D PE

Comments:
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Annexure 2: AX 020IHO7A/V4
Study assessment form for primary reviewer

Protocol Number :

| Date (DD/MMIYY):

Protocol Title :

Principal Investigator:

Department :

No. of Participants at th
site:

No. of Study
site(s):

Mark and comment on whatever items are applicable to the study.

1 | Objectives of the Study What should be improved?
clear Unclear
2 | Need for Human Participants Comments:
Yes No
3 | Methodology: What should be improved?
clear unclear
4a | Background Information and Datg Comments:
sufficient insufficient
4b [ Risksand Benefits Assessment | Comments:
acceptable unacceptable
4c | Inclusion Criteria Comments:
appropriate inappropriate
4d | Exclusion Criteria Comments:
appropriate inappropriate
4e | Discontinuation and Withdrawal | Comments:
Criteria
appropriate inappropriate
5 | Involvement of Vulnerable Comments:
Participants: Yes No
6 | Voluntary, NonrCoercive Comments:
Recruitment of Participants
Yes No
7 | Sufficient number of participants| Comments:
Yes No
Control Arms (placebo, if any) | Comments:
8
Yes No
9 [Are Qualifications and experienc| Comments:
of the Participating Investigators
appropriate? YesNo
10 [Disclosure or Declaration of Comments:
PotentialConflicts of Interest
Yes No
11 | Facilities and infrastructure of | Comments:
Participating Sites
Appropriate Inappropriate
12 | Community Consultation: Comments:
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Yes No NA

13

Benefit to Local Communities
Yes No

Comments:

14

Contribution to development of
local capacity for research and
treatment

Yes No

Comments:

15

Availability of similar Study /
Results: Yes No

Comments:

16

Are blood/tissue samples sent
abroad? Yes No

Comments:

17

Are procedures for obtaining
Informed Consent appropriate?
Yes No

Comments:

18

Contents of the Informed Consel
Documen:
clear Unclear

Comments:

19

Language of the Informed Conse
Document

clear unclear

Comments:

20

Contact Persons for Participants
Yes No

Comments:

21

Privacy & Confidentiality
Yes No

Comments:

22

Inducement for Participation
Unlikely Likely

Comments:

23

Provision for Compensation for
Participation
appropriate inappropriate

Comments:

24

Provision for Treatment for Stuely
Related Injuries
appropriate inappropriate

Comments:

25

Provision for Compensation for
Study Related Injuries
appropriate inappropriate

Comments:

Revi

ewer 6 s Si
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Annexure 3: AX 0331

HO7A/V4

IEC - IS decision form

Date of IEC- IS meeting:

Protocol number:

IEC- IS Protocol No.

anditle:

Principal Investigatol

Department:

Final Decision at

the meeting:

Approved

Approved with modifications
Resubmission

Disapproved

Reviewed at the Full Board meeting
Review by any 2 / more IEC members
Monitoring required

Reason:
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Annexure 4: AX 04JIHO7A/V4

Format of study approval letter

Date: XXXXXXXXX
To,
Dr. XXXXXXXXXXXXXX,

Dept. of XXXXXXXXX.

Ref:  Your project noxxxxxxxxent i t |l ed, AXXXXXXXXXXXXXXXO.
Dear Dr. XXXXXXXXX,

The following documents of the above mentioned project were reviewed and approved through
an full board review process.

1. xxx

2 . XXXXX

XX

3. XXXXX
XXXX

It is understood that the study will be conducted under your direction, in a tobat césearch
participants, at as per the submitted protocol.
The IEC- IS approves the above mentioned study.

This approval is valid for the entire duration of the study

It is the policy of IEC- IS that, it be informed about any onsite serious adverse event or any
unexpected adverse event report within 24 hours as per the formats specified in SOP 09 to IEC
- IS or by email if there is holiday. The report of SAEdmath after due analysis shall be
forwarded by the Investigator to the chairman of IEC and the head of the institution where the

trial is been conducted within 10 calendar days of SAE or death.

In case of injury or death of participant(s) occurring dutimg trial, the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had obtained
permission from the Licensing Authority for conduct of the clinical trial shall make payments
for medical management of the subjeat @lso provide financial compensation for the clinical

trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document should
be

initiated without prior written approval by the IECof  anappropriate amendment. Tt
Pagel10of 252



IEC expects thatthe investigator should promptly report to the IEC any deviations

from, or changes of, the protocol to eliminate immediate hatzatilsresearc
participants ancabout any new information that may affect adversely the safety
research participants or the conduct of the trial.

For studies which will continue for more than a year, a continuing review report needs to be
submitted (within 1 month of the due date i.e. 11 months from the date of approval) on or
before xXxXxxxx.

A copy of the final report should be submitted to EHS for review.

Sincerely yours
XXXXXXXXXXX

Member Secretary/ Chairperson

Date of approval of the study: Xxxxxx
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Annexure 5: AX 050IHO7A/V4
Guidelines for reviewing a study protocol

Guidelines for reviewing a study protocol

Reviewers should make use of the following points while reviewing research studies which relate to
scientific validity, informed consent documents, placebo justification, suitability and feasibility of the
study, advertisements review.

1. How will the knowledge, result or outcome of the study contribute to humasbeialy?

'1 Knowledge from the basic research may possibly benefit.

A new choice of method, drug or device that benefits the research participants during the
study and others ithe future.
"I Provide safety data or more competitive choices.

2. Does the study design will be able to give answers to the objectives? Whether
The endpoints are appropriately selected.
The participating duration of a study participant is adequate to allow sufficient change in the
endpoints.
The control arm is appropriately selected for best comparison.
The placebo is justified.
The number of study participants in Amaatment (oplacebo) arm is minimized.
Unbiased assignment (e.g. randomization, etc.) is in practice.

Inclusion and exclusion criteria are carefully selected to eliminate confounding factors as
much as possible.
The sample group size appropriate with the givatissical assumptions.

Predictable risks are minimized.
The tests and procedures that are more than minimal risk are cautiously used.

Research participants deception is avoid.

Instruction and counseling for study participants are included (if needed) when
deception is integral to the study design.
The study participants are adequately assessed and provideddplloare, if
needed.

3. Who will be the participants in the study? Whether

The described population is appropriate for the study.
Predictable vulnerabilities are considered.

It is completely necessary to conduct the study in a vulnerable population. If not, is
there any otér way to get the study answers?
There will be secondary participants.

4. Do the inclusion and exclusion criteria

Selectively include participants most likely to serve the objective of the study?
Equitably include participants?

Properly exclude participants who can predictably confound the results?

Properly exclude participants who may predictably be at inalagsein the study due
to coexisting conditions or circumstances?
5. Does the study design have adequate-bustafeguards for risks?

Appropriate screening of potential participants?
Use of a stepwise dose escalation with analysis of the results before proceeding?
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Does the frequency of visits and biological samplings reasonably monitor the expected
effects?

Are there defined stopping (discontinuation) / withdrawal criteria for participants with
worsening condition?

"1 Is there minimized use of medication withdrawal and placebo whenever possible?

Will rescue medications and procedures be allowed when apgespri

'l Is there a defined safety committee to perform interim assessments, when appropriate?
Is appropriate followup designed into the study? For instance, gene transfer research
may require following the participants for years or for their entire tifetafter they
receive the gene transfer agent.

6. Is preclinical and/or early clinical studies sufficiently performed before this study?

"I The animal study anith vitro testing results?

"1 Previous clinical results, if done?
Whether the proposed study is appropriately built on theclprieal and/or early clinical

results.
| The selected dose based on adequate prior results?

| Monitoring tests designed to detect expected possible risks and side effects?
7. Do the study and the informed consent process include issues of special concern, such as:
Waiver or alteration of consent?
Delayed consent (e.g., emergency treatment?etc.)
Deception?
Sensitive information of participants that may require a confidentiality statement?

Guidelines to review Informed Consent Document/Patient Information Sheet
The actual process of informed consent should:
Give the participants significant information about the study.
Make sure the participants have enough time to carefully read and consider all options.
Answer all questions of the participants before making decision to participate.
Explain risks or concerns to the participants.
Make sure that all information is understood and satisfied by the participants.
Make sure the participants understand the study and the consent process.
Obtain voluntary informed consent to participate.

Make sure the participants can freely consent without coercion, pressure or other undue influences.
Consent should be informally verified on a continuing basis.

Continue to inform the participants throughout the study.
'] Continue to reaffirm the consent to participate throughout the study.

Guidelines to Placebo Justification

Background conditions, such as benefits of standard treatment, risk of using placebdsk
management and disclosure should be considered.
I. Benefits of standard treatment

1) Is there a standard treatment?
2) Is the standard treatment widely accepted?
3) Has efficacy of the treatment been consistently proven?

4) Are all newly diagnosed patients with this condition put in standard treatment (versus observed
or other)?
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5) Does the treatment act on the basic mechanism of the disease (vs. symptoms)?
6) Are most (185%) of the patients with this condition responsive to standard treatment
alternatives (vs. resistant or refractory)?

I f the answers of ( Isnotteammniedded. lhane fAyes o, pl acebo
one or more answers are Anoo, placebo may be pos
7) Are the side effects of the standard treatment severe?
8) Does standard treatment have many uncomfortable side effects?

9) Does standard treatment have contraindications that prevent some research participants from
being treated?
10)Is there substantial (25%) placebo response in this disease or symptom?
If the answer of(7)to (10)ar e A noo, pl acebo is not recommended
one or more answers are Ayeso, placebo may be pc
Risks of placebo
1) Is the risk of using placebo instead of treatment life threatening?
If yes, placebo is not acceptable.
2) Is the use of placebo instead of treatment likely to lead to permanent damage?
If yes, placebo is not acceptable.

3) Is the risk of using placebo instead of treatment likely to cause irreversible disease progression?
If yes, placebo is not acceptable.

4) Can the use of placebo instead of treatment lead to an acute emergency?

5) Is the risk of using placebo instead oftireent the persistence of distressing symptoms?

6) Is the risk of using placebo instead of treatment severe physical discomfort or pain?

If answers of(4)to (6) ar e fAyeso, pl acebo is not acceptabl e
adequate.
Risk management

1) Is there benefit in the overall management of the research participants?
Yes, consider placebo
No, placebo not recommended

2) Will the discontinuation of previous treatment put the participant in danger of acute relapse
when transferred to placebo?
No, consider placebo

Yes, placebo not recommended
3) Are research participants at high risk for the use of placebo excluded?

Yes, consider placebo
No, placebo not recommended

4) |s the duration of the study the minimum necessary in relation to the action of the drug?
Yes, consider placebo

No, placebo not recommended

5) Are there clearly defined stopping rules to withdraw the research participants in case he/she
does not impros?
Yes, consider placebo
No, placebo not recommended
6) Is risk monitoring adequate to identify progression of the disease before the research
participants experience severe consequences?
Not applicable.
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Yes, consider placebo
No, placebo notecommended

7) Are there clearly defined stopping rules to withdraw the research participants before the advent
of severe disease progression?

Yes, consider placebo
No, placebo not recommended

8) If the risk of placebo is an acute emergency, are rescue medication and emergency treatment
available?

Not applicable.
Yes, consider placebo
No, placebo not recommended

9) If the risk of placebo is the persistence of distressing symptoms, is concurrent medication to
control them allowed?

Not applicable.
Yes, consider placebo.
No, placebo not recommended
10)If the risk of placebo is severely physical discomfort or pain, is there rescue medication?
Not applicable.

Yes, consider placebo.
No, placebo not recommended

IV. Risk disclosure in the consent form
1) Are the risks of getting placebo instead of active treatment fully disclosed?

Yes, consider placebo.
2) Are the risks of the test drug disclosed?
Yes, consider placebo.
3) Are the advantages of alternative treatments explained?
Yes, consider placebo.
Conclusions:
The use of placebo is ethically acceptable when
1 researclparticipants are not exposed to severe or permanent harm by the use of placebo.
1 research participants under placebo will benefit from the overall treatment of the disease.
9 risks of the use of placebo are minimized.
9 risks are adequately disclosedlie consent form.
Guidelines to review advertisements

- Advertisements are limited to the information prospective participants need to determine their
eligibility and interest, such as:

(1 The name and address of the researcher or research facility.

The purpose of the research or the condition under study.
[ In summary form, the criteria that will be used to determine eligibility for the study.
'l A brief list of benefits to participants, if any.

'l The time or other commitment required of the participants.
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The location of the research and the person or office to contact for further

information

"I The IEC reviews advertising to ensure that advertiseni@tslOT:

State or imply a certainty of favorable outcome or other benefits beyond what is outlined
in the consent document and the protocol.

Include exculpatory language.

Emphasize the payment or the amount to be paid, by such means as larger or bold type

Pronise "free treatment" when the intent is only to say participants will not be charged

for taking part in the investigation.

7. Flow Chart

No.

Activity Responsibility

Receive package or research proposal and| Secretariat
research related documeptckage

2 Verify contents and distribute Secretariat
3 Appointment of primary reviewers Member Secretary/Chairperson
4 Initial review of documents, Hueview IEC - IS members
assessment form
5 IEC board meetingjiscussion and decision | IEC - IS members, Member Secretar
Chairperson
6 IEC decision communicated to PI Secretariat
7 Storage of study related documents with Secretariat

relevant correspondence
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Code no: JIHO7B
Effective Date: 25/06/2019
Title: Expedited Review of Research Study Protocols

1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe how the Institute Ethics
Committee- Interventional Studies (IECIS) members willperform an expedited review on a
new research study protocol using the Assessment Form.

2. Scope

This SOP applies to the review and approval of research studies and documents, which
qualify for expedited review by the IECIS. Any protocol that carriesot more than
minimal risk and fulfills criteria for expedited review is covered in this SOP.

1. Responsibility

The Member Secretary is responsible, after categorization of the projects to forward the
projects to the Secretariat.

The IEC Secretariat is responsible for creation of a study specific file, distribution of the
packages along with study assessment faonke designated IECIS members for review

(if the study is categorized for expedited review) and communicate the review results to the
investigators.

Designated IEG IS members (including Member Secretary and/or Chairperson) will be
responsible foreaviewing the research protocols and related documents within the given
time frames.

It is the responsibility of all the designated IECS members to fill the Assessment form
along with comments and recommendation they have after reviewing each stiodplpro

The IEC Secretariat is responsible for recording and filing the decision, relevant points and
deliberation about a specific protocol, including the reasons for that decision.

The Chairperson is responsible to sign and date the decisionlEEGhdS Decision Form

4. Detailed instructions
4.1 Appointment of reviewers

4 . ABter determining that the Protocol / Project qualifies for an expedited review, the Member
Secretary (in consultation with Chairperson) will nominate two or morei [IEECmembers
to review the amended protocol.

4.2 Distribute the protocol package

1 The Secretariat will fill in the required details in the nomination form to the-IESC
Members requesting initial review and in the study assessment form.
1 The Secretariat will send a packeard or soft copy}o the designated IEEIS
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members.
Nomindion letter to IEG IS Members requesting Initial Review,
Study assessment form

1
1
1 Project Submission Application Form
1 Protocol and related documents

4.3 Receive the distributed protocol package:

Designated IEC- IS members will receive the protocol package with the Project
Application Form as hard copy or through email (if desired so).

4.4 Verify the contents of the package

1 The IEC- IS member will verify all the contents.

1 The IEC- IS member Wl notify the IEC Secretariat if any documents are missing
4.5Review by the IEC members

1 IEC- IS members will review the protocol within the stipulated time line.

1 The comments of the IECIS members will be recorded.

4.6 Gather the assessment reports.

The IEC Secretariat will collect the Assessment Forms with the comments from each
designated reviewer and file in the original study file

4.7 Decision and Communication of decision to Pl and IEC Full Board
1 The Member Secretary will discuss the comments of the members with the

Chairperson and a decision about the protocol will be taken.

1 If there are queries these will be sent to the PI within one working day after receipt
by the Secretariat in consultatiaiith Member Secretary.

1 The reply from the PI will be discussed by the Member Secretary with the
Chairperson or the designated IE{S members and a decision be reached.

1 The final decision will be recorded on the Study Aseent Form for Expedited
Review.

1 The decision wilbe informed to the IECIS members at the full board meeting.

1 If deemed necessary by reviewer(s), Member Secretary/ Chairperson, the project
shall be discussed at the forthcoming full board meeting before final decision. The
final decision by the Chaigrson is recorded on the Study Assessment Form for

Pagell8of 252



Expedited Review

1 The Secretariat will send the Study approval letter to the PI. If project is disapproved
or requires resubmission after certain modifications, this will be informed to the
Principal Investigator in writing. The reasons for disapproval of a project will be
specified in the letter sent to PI. The expedited review process should be completed
within 14 working days.

6. Annexures

Annexure 1:AX 01/JIHOB/V4 - Form for nomination of IEC members for Review
Annexure Annexure 2AX 02/ JIHO7B/V4-Study Assessment Form for Expedited

Review
Annexure 3AX 03/ JIHO7B /V4-Approval letter format in case of Expedited Review
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Annexure 1: AX 01/JIHO7B/V4
Form for nomination of IEC members for Review

Date: XXXX
To,
XXXXXXX,

Member, IEC,

Ref: The project noEC/PHARMA -XX/20XX e nt i KAXEXKXX di.

Sub: Review of XXXXXXX.

Dear Dr. XXXXXX,

The following document/s has/ have beeibmitted to the IECIS for review.
1.

2.
3.

The following members are nominated to review/ carry out an expedited review of the above
mentioned documents.

5
6
7

For expedited review, you are requested to fill the study assessment form enclosed (Annexure
AX02/SOP 07A/Mland send to the IECIS office within 7 working days:

Signature of Member Secretary / Chairperson with date
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Annexure 2: AX 02/ JIHO7B /V4
Study Assessment Form for Expedited Review

IEC Protocol Number : Date of receipt at IEC
office (DD/MM/YY):
Project Title:
Name of the Department Contact number

Principal Investigator

Total no. ofParticipants at the site

No. of Study sites:

Sponsor:

Duration of the Study:

Revi ewer

Type of the Study| Intervention Epidemiology Observation

Document based Genetic

rrrrrrrrr

Social Survey Otherss peci fyéééeéeececee.

Description of the Study in brief: Mark whatever applied to the study.

Randomized Openlabeled
Double blinded Placebo controlled Treatment controlled
Crossover Parallel Interim Analysis

Use of Tissue samples Use of Bloodsamples  Use of genetic materials

Comments:

(Review the protocol and related documents as per the guidelines sta@MSOP 06/V4)
Provisional Decision Approved Resubmission
Disapproved Full Board

Approved with modifications

Reason for disapproval
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Name of the IEC- IS member

Signature Date

Final decision:

Approved YES NO

If disapproved, reasons for disapproval

Further revision or modification required/resubmissipn

Any other

Signature of the Chairperson: Date:
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Annexure 3: AX 03/ JIHO7B/V4

Approval letter format in case of Expedited Review
Date: XXXXXXXXX
To,
Dr. XXXXXXXXXXXXXX,

Dept. of XXXXXXXXX.

Ref: Your project noxxxxxxxxe nt i t | ed, AXXXXXXXXXXXXXXXO.
Dear Dr. XXXXXXXXX,

The following documents of the above mentioned project were reviewed and approved through
an expedited review process.

1. xxx

2 . XXXXX

XX

3. XXXXX
XXXX

It is understood that the study will be conducted under your direction, in a tobat césearch
participants, at as per the submitted protocol.
The IEC- IS approves the above mentioned study.

This approval is valid for thentire duration of the study.

It is the policy of IEC- IS that, it be informed about any onsite serious adverse event or any
unexpected adverse event report within 24 hours as per the formats specified in SOP 09 to IEC
- IS or by email if there is holal. The report of SAE or death after due analysis shall be
forwarded by the Investigator to the chairman of FHS and the head of the institution where

the trial is been conducted within 10 calendar days of SAE or death.

In case of injury or death ofapticipant(s) occurring during the trial, the sponsor (whether a
pharmaceutical company or an institution) or his representative, whosoever had obtained
permission from the Licensing Authority for conduct of the clinical trial shall make payments
for media@l management of the subject and also provide financial compensation for the clinical
trial related injury or death.

No deviations from, or changes of the protocol and Informed Consent Document should
be

initiated without prior written approval by the IECof an appropriate amendment. Tl

IEC expects thatthe investigator should promptly report to the IEC any deviations
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from, or changes of, the protocol to eliminate immediate hazards to theresearch
participants ancabout any new information that may affect adversely the safety
research participants or the conduct of the trial.

For studies which will continue for more than a year, a continuing review report needs to be

submitted (within 1 month of the due date i.e. 11 months from the date of approval) on or
before Xxxxxx.

A copy of the final report should be submitted to EHS for review.
Sincerely yours

XXXXXXXXXXX

Member Secretary/ Chairperson

Date of approval of the study: Xxxxxx
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7 . Flow Chart

No. Activity Responsibility

1. | Receive the submitted documents Secretariat

2. | Determine protocols foexpedited review Member Secretary

3. |Approve the Secr et ar y| Chairperson
regarding the protocols for expedited review

4. | Expedited process IEC - IS Members/Chairperson
Decision of IECI IS Chairperson
Communicate with the IEC- IS and th

6. | Investigator Member Secretary/ Secretariat
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IEC for Interventional studies, JIPMER

SOPS8/ V4

Code no: JIHO8/V4
Effective Date: 25/06/2019

Title: Agenda Preparation, Meeting Procedures and Recording of Minutes of the Institute
Ethics (;omlpittee (Interventional Studies), JIPMER

Prepared by: Reviewed by: Approved by:
Dr. M. Jayanthi Dr. C. Dr.T. Dr Reba Kanungo | Dr. R. Raveendran Dr. Rakesh
Sudhakaran Kadhiravan Aggarwal
(IEC Member (IEC Chairperson) (Dean Research)
Secretary) (IEC Vice (IEC Member) (Director, JIPMER)
Chairperson) M
/‘k‘ R
e of Qo | WGP | B
Signature with Slgnameﬁ'vnh Signa 41\ Signature with Signature with Signature with
Date Date 90 2 Date Date Date Date
1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe the administrative process and
provide instructions for preparation, review. approval and distribution of meeting agenda, and

minutes of Institute Ethics Committee - Interventional Studies (IEC — IS), JIPMER.

2. Scope
This SOP applies to processes concerning preparation of agenda and recording minutes of IEC -

IS, meetings. This is applicable to IEC - IS, Human studies of JIPMER.

3. Responsibility

It is the responsibility of the Member Secretary assisted by Secretariat to prepare agenda for [EC -
IS meeting which will be reviewed and approved by chairperson. It is the responsibility of
Member Secretary to ensure proper recording and dissemination of minutes after the meeting is
over. It is the responsibility of all members to read and approve the minutes sent to them. The

Chairperson will review and finally approve the minutes.

4. Detailed instructions
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4.1 Before each Board meeting

IEC full Board meeting will be regularly scheduled once every month and the dates will be

decided by thenember secretary with the help of the secretariat at the beginning of the year.

After discussing in the IEC IS meeting the approved dates will be given for JIPMER research

calendar and the meetings will be held on those days.

4.2 Preparation of meeting ageda

The Member Secretary assisted by the Secretariat will prepare the meeting agenda, according to

the format inannexure of this documerithis shouldinclude:

-~ 0o 2 0 T p

> @

g.

Welcoming of all members by Chairperson

Ensure quorum by Chairperson

Reading and approving mites of the previous meeting.
All projects for Initial Review

All resubmitted protocols for full board review.

Review of Amended protocols or protogelated documents for Full Board review.
Issues for consideration.

Continuing review of study protocols.

Review of Study Completion Reports.

Review of premature study termination.

Review of Site Monitoring Visit Repts.

SAE reports submitted.

. Minutes of SAE committee

Issues to be discussed including emergency concerns/ IEC policies/ training of Members/
revising SOPs/ any other issues raised by member(s).

Any other matter referred for IEQS opinion or issues tbe informed to the members.

Report of any other subcommittee or group appointed/ designated by Chairperson for any
specific or general purpose.

Any other matter

The Secretariat will collect and verify all documents submitted to-1IEBfor completenesand

keep it ready for the meeting.

T
T

The Secretariat will schedule protocols in the agenda as per date of receipt.
Answers to the IEG IS queries and amended study related documents (Protocol, ICD,
CRF and IB) from the investigators received 14 dayereadnd other types of documents

received 10 days prior to the date of full board HEIS meeting will be included in the
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agenda.

1 The agenda for the IEEIS meeting is prepared 3 days in advance before the date of
meeting.

1 Any studyrelated document (except if related to safety of a participant including SAE
report) received within 3 days preceding the date of meeting will not be considered for
the meeting.tl  wi | | be deferred to the next mont hos
cases when the matter is urgent and important (having direct bearing on the safety of the
research participants such as SAE report or major protocol violation) in the opinien of t
IEC Secretary or Chairperson.

1 In case a meeting is to be rescheduled due to unavoidable circumstances, the date and
time will be informed to the IECIS members/ia e-mail. The Secretariat will senda e-
mail to members the agenda of the meeting at least 1 day in advance of the scheduled
meeting. The Secretariat will make sure that the meeting venue, equipment and facilities
are available for the meeting day.

4.3 For conducting the meeting

For IEC - IS meeting, besides the Member Secretary and the Chairpetts®rquorum will
consist of5 members as given below
1 One basic medical scientist (preferably a pharmacologist),
1 One social worker (or a social scientist, theologian, ethicist, Philosopher, member or
representative of a negpvernmental voluntary agency or a similar person),
1 A clinician,
A lay person from the community and
1 A legal expert

4.4During the meeting

1 The Chairperson will initiate the meeting after ensuring that the quorum has been met.
The Chairperson at his/ her discretion will delegate the responsibility of conducting the
meeting as per agenda to the Mem®Becretary.

1 The Chairperson will ask the mders whether anyone has any conflict(s) of interest in
the projects to be discussed and if so, to declare the conflict.

1 The Secretariat will obtain signatures on the Conflict of Interest Agreement Form from
members who declare a conflict (e.g. members who are Pls-t®) @dor to the start of
the meeting.

1 If a conflict of interest has been declared by a member, the géhsan will ask the
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concerned member to leave the meeting room when the concerned issue is being
discussed.

1 The Secretariat will obtain the signatures of all IEBCmembers on the attendance
register.

1 At the discretion of the Chairman, guests may beaadtbto observe thisoard meetings.

These guests may include a student, inspectors, auditors, members of other Ethics
Committees, surveyors, regulators, members of regulatory agencies, representatives of
patient groups, representatives of special interesipg, representatives of accrediting
organizations, members of general public etc.

1 All guests are required to sign a confidentiality agreement prior to attending the meeting.

1 The Secretariat will obtain signatures of Guests/ observers/ Independentt@usgarior
to the start of the meeting on the Confidentiality agreement.

1 The Member Secretary will ask the members whether any points need to be discussed
regarding minutes of the previous meeting. If no points are raised, the minutes will be
considered s.confirmed.

T The Member Secretary wil!/ present the agenda

1 The meeting shall generally proceed in the order organized in the agenda. However, the
Chairperson may allow adjustments in the order of issues to be discegsatling on
the situation.

1 Investigators who have been asked by IEC secretariat to provide additional information or
clarifications related to their project may do so by attending {HS meeting. The
discussion amongst IECIS members will not be denwhile the investigator is in the
meeting room.

1 For other points on the agenda, the member secretary will present the gist of the matter/
read the relevant letters from the investigator (if deemed necessary) and request the
members to give their commenithe MembeiSecretary assisted by the secretarial staff
will also record a gist of discussions and decisions arrived on other issues discussed at the
meeting.

4.5 Decision making

1 The final decision on each proposal/ issue discussed in the meeting shall be by voting. A
majority vote is defined as 2/3rd of the members (who have reviewed the project), present
at the meeting and voting.

71 Decisions will include approval, disapproval,quest for modifications of a study,

suspension or termination of an ongoing study
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1 The following will not vote at the meeting:
o Member(s) of the committee who is/are listed as investigator(s) on a research
proposal
o An investigator or study team membevited for the meeting
o An independent consultant invited for the meeting to provide opinion
o Specific patient groups invited for the meeting, if any

4.6 After the Board meeting
1 The Secretariat will compose the summary of each meeting discussion and decsion in
concise and eadyp-read style in the minutes within 7 working days of the meeting day.
1 The Secretariat will make sure to cover all contents in each particular category to include
the following:

Name of person preparing the minutes

Locationwhere the meeting was held (city, state)

Meeting number, date/duration of the meeting (time of commencement and end)
Names of the IEC IS members and guests attending the meeting

Name of the individual serving as Chairperson of the meeting

Determinatiorof a duly constituted quorum by Chairperson to proceed with meeting

O O O 0O o O©o

1 Requirements for each study or activity requesting approval:

o Sponsordéds name, i f applicabl e

Protocol number/date/version of protocol, when available

l nvestigator 6s name

Names of the Priary Reviewers who presented their findings

Discussion as deemed appropriate by the Chairperson

Follow-up action decided upon

Reference to the investigator approval letter that lists all changes requested by the
board

o Determination of the next requestedtinuing review.

O O0OO0OOo0OO0o0Oo

1 Requirements for each study or activity requesting expedited review:

o Sponsords name; if applicable
o Protocol number, if applicable

o lnvestigator 6s name

o Lists of expedited approval requests and outcomes.

1 Requirements for each Continuing Review Report:

Sponsor 6s name; I f applicabl e

Protocol number, if applicable

I nvestigatords name

I ndication of the Boardds dendckthestudgat i on

O O O O
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o Lists of recommendations or actions to be taken up with the investigator, if
applicable.

Requirements for each Adverse Event notification and Final Report:

Sponsords name; i f applicable

Protocol number, if applicable

l nvestigator 6s name

Report or summary of report provided by the SAE-soimmittee

Actions deemed appropriate by the Boardods

O O O 0o o

Requirements for Termination of Approval:

o Name of the Sponsor, if applicable
o Protocolnumber, if applicable
ol nvestigatords name; reason for terminat.

Approval of the minutes

The Secretariat will check the correctness and completeness of the minutes and present
the minutes to the Chairperson for review and approval within 7 working days of the
meeting day.

The Secretariat will email the minutes of the meeting to the-IE3nembers.

The Chairperson indicates approval by signing and dating the minutes (after approval in
the next meeting).

Filing the minutes

The Secretariat will place the original version of the minutes in the minutes file.

The Secretariat will file the IEC IS Decision Forms in the project files and place all
correspondence in the appropriate files.

The Secretariat will send a list of tistudies approved and rejected by the IEC at the
monthly meetings (title of the study with name of the Principal Investigator) to the Head
of the Institute every month within 21 days of the HHS meeting.

Calling an Emergency Meeting of IEC- IS

The Menber Secretary in consultation with Chairperson may decide to call an emergency
meeting for any one or more of the following reasons.

Urgent issues (which, if not decided upon early could adversely affect or have adverse
impact on patient safety, public e&f or national economy etc.)

Occurrence of unexpected serious adverse event(s).

Other reasons, as deemed appropriate by the Member Secretary/Chairperson.
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1 The Secretariat will endeavor to contact each and every-IEECmember and inform
about the date, time and venue of the meeting as well as the reason for calling for the
meeting.

1 The administrative officer will prepare packets for distribution to the members containing
the information and documents about the mafteigs which emergency meeting is
scheduled or send the relevant details via email.

During the meeting, the Chairperson/Secretary will determine if there is a quorum.

If a quorum is not met, the meeting will be postponed for 15 minutes. However, ifshere

no quorum at the end of 15 minutes; the meeting would be held without a quorum
provided at least four members (at least one scientific and one nonscientific member) are
present, given the urgency of the matter under consideration. ThelfE@embers Wi

act according to the relevant IEQS SOPs (Expedited Review, SAE review, Review of
Protocol deviations/violations etc.) for discussion and decisiaking on the matter
under consideration. The minutes of the emergency meeting would be prepared,
distributed, approved and filed as described in the steps above for regular full board
meeting.

5. Annexures
Annexure 1:AX01/JIHO8/V4- Agenda format
Annexure 2:AX02/JIH08/V4- Conflict of Interest form to be signed by IEC member before

board meeting
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Annexure 1: AX01/JIHO8/V 4
Agenda Format

Agenda of the IEC- IS Meeting
Meeting No IEC- IS meeting nn/yyyy
Location of the meeting
Meeting Date & Meeting time
The Board meeting will proceed in the following sequences:
Period 1: Discussion of the points arising from the minutes of the previous meeting and
presentation of agenda of the daydéds meeting
Period 2:
A] New Protocol Presentation, Review, Discussion and reaching decision by voting to
approvel/aise queries
B] Review responses forwarded by the principal investigator to the query letter/ resubmitted
protocols
C] Approve protocol amendment and related documents.
D] To review the continuing review report/ completion report/ final clinical trial té¢gnnual
report / Termination reports.
E] To review Protocol Deviations / Violations
F] To review other Letters related to projects
G] To review Monitoring reports
H] To inform about the IEC IS meeting and to review the policy decisions
I] To inform alout the SAE Subcommittee meetings and to review SAE/Safety reports.
J] Other points for discussion
Period 3: Issues reviewed and approved by the IEC member Secretary and Chairperson which
are to be reported for consideration
Period 4: Issues to be informed to the members at Full Board which are approved by the IEC
member Secretary and Chairperson katters already sent to the principal investigator.
Period 5: Other issues of interest to the members.

Annexure 2: AX02/JIHO8/V 4
Conflict of Interest form to be signed by IEC- IS member before board meeting

Date:
To

The Chairperson,
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IEC, Interventionaktudies,
JIPMER,
Puducherry 605006

| hereby declare the conflict of interest for the project no. EC/ |/

entitled, as:

o | am the investigator / emvestigator/Author/study team
p | have Financial interest

q
r

s
t
in the project which will be discussedintog 6 s meeting on . XX day of XX

Dr.
Member, IEC

Chairperson, IEC
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u Flow Chart:

No. Activity Responsibility
1 Preparation of meeting agenda pIEC Secretariat
to a board meeting
2 During the Meeting IEC Secretariat,
Members and Chairperson
3 After Board Meeting and Preparl[EC Secretariat/ Member Secretary
theminutes
4 Approval of minutes IEC - IS members / Chairperson
5 Filing the minutes IEC Secretariat
6 Calling anemergency meeting Member Secretary in consultation

with Chairperson

*kk
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IEC for Interventional studies, JIPMER
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SOP9/ V4

Code no: JIH09/V4
Effective Date: 25/06/2019

Title: Review of Resubmitted and Amended Protocols and Protocol-related
Documents by Institute Ethics Committee (Interventional Studies), JIPMER

Prepared by:

Reviewed by:

Approved by:

Dr. M. Jayanthi | D C. Sudhakaran | Dr. T. Kadhiravan | Dr Reba Kanungo | Dr. R. Raveendran Dr. Rakesh
(IEC Member (IEC Vice Chairperson) (IEC Member) (IEC Chairperson) (Dean Research) Aggarwal
) Secretary) (Director, JIPMER)
/)ﬁ/ \4 M
A 2% b'ﬁ e %/ w ‘\M\)j\ (\}\ 2%l
Signature with | Sign ith Signat QAE“’\ Signature wi Signature with Signature with
Date Date OF Da Date Date Date
1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe how the Institutional

Ethics Committee — Interventional Studies (IEC — IS), JIPMER manages resubmitted &

amended study protocols.

2. Scope

This SOP applies to the review of

A. Study protocols and related documents that have been resubmitted to the IEC - IS,

JIPMER by the Principal Investigator (PI) with clarifications and modifications sought by

the IEC - IS in initial review.

B. Amendments to study protocols and related documents that have been approved earlier.

3%

Responsibility

e It is the responsibility of the IEC Secretariat to ensure the completeness of the

documents submitted to the IEC - IS.

e A re-submitted protocol and related documents will be reviewed by two IEC - IS

members designated by the Member secretary as per the IEC - IS decision determined

by the IEC - IS at the time of the initial review of the project during the full board as

well expedited review meeting. This information would be recorded (during the

meeting) on the IEC - IS Decision Form.
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1 In the case of an amended study protocol and related documents, Member Secretary/
Chairperson will decide whether the proposed protocol amendment(s) needs to
undergo a full board review or expedited review. If the amendment(s) is / are of
administrative nmre the Member Secretary/Chairperson can recommend an
expedited review, while if the amendment/s relate to participant safety or data
capture, it should be recommended for bdhrd review. Additionally, primary
reviewers who had reviewed the initial subsion may be asked to review the
resubmitted protocol.

4. Detailed instructions

For resubmitted protocols

4.1 Receipt of resubmitted protocol and its distribution

1The Secretariat will verify if the PI has replied to IECS queries within 60 daysf receipt
of the letter of comments by the IECQS.

fThe Secretariat will check the resubmitted protocol & related documents (hard and soft
copy) for the following items

0 Reply to the IEG IS letter of comments
o Revised version of protocol and/ tre informed consent document and /or any

other related documents such as, case report forms, diary sheets, etc. are submitted
with the changes made to the documents either underlined or highlighted.

1 The Secretariat will refer to the IEQS Decision Fam on the given protocol and distribute

the documents containing the reply to the query letter, revised protocol and related
documents along with Assessment Form for resubmitted protocol to
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0 Member Secretary for summarizing and including it on the agendtulfoboard

di scussion in the forthcoming meeting if
di scussed at full boar do
0o DesignatedlIECI S members, if decision on protocol

morelEC-1 S me mber s 6.

o Chairperson/ Member Secretary if the deci si
recommendati ons subject to review by Chai
IEC Decision Form.

4.2. Review of revised protocol by IEC member/ Member Secretary/Chairperson:

1 IEC member/ Member Secretary/ Chairperson will refer to query letter/ comments as
guidance for review and consider whether recommendations efSH@ve been followed

or adequately responded to.

1 IEC member/ Member Secretary/ Chairperson will make further comments where
appropriate, in the Assessment Form for resubmitted profo€@I1L0IHO9/V4.

1 Secretariat will retrieve the Assessment Form for resubmitted profo¢dd10IH09/V4
from the memberdember Secretary/Chairperson.

1 In case the decision is to discuss the revised protocol at the full board meeting, Member
Secretary will present a brief oral summary of the study design and the comments of the
IEC-IS members/Chairperson in the IEC Full Bibareeting.

1 Chairperson shall entertain discussion on the protocol revision from all thelSEC
members.

1 The final decision regarding the research project shall be reached by votirrqgr(aiérity
of the members present and voting) and shall include one of the following:

a) Approved
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b) Modifications to items noted at the convened meeting and fallowby the
Chairperson/ Member Secretary /IECIS members after receipt of thequested
modifications:

c) Disapproved giving reasons for disapproval

1 In case the revised protocol is already approved through expedited review, the decision is
informed to the members at the full board meeting.

4.2 Receipt of protocol for amendments

1 The documents for amendments (hard and soft copy) forwarded by the PI will be
received by the Secretariat and verified.

1 The Secretariat will confirm the request for review of amended Protocol/Protocol
related documents from the Principal Investigator orevipusly approved
Protocol/Protocol related documents as per the fX©2/JIHO9/VA.

1 The administrative staff will confirm that the amended version of the protocol and

related documents are attached with the application and that the changes or
modificaions in the protocol are underlined or highlighted in the amended version.

4.3. Notify Member Secretary

1 The Secretariat will inform the Member Secretary of receipt of the protocol amendment

4.4. Determine whether full review or review bgsignated members

1 After review of the materials, the Member Secretary will determine whether the
protocol requires a full board review or expedited review. The Member Secretary will
indicate this decision on the Protocol Amendment AssessmentA902JIHO9/V4
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1 The amended protocol/ protocol related document will require Full Board review if any
of the following criteria are met:

The Protocol amendment changes the-biekefit assessment such as

U achange in study design,

U additionaltreatments or the deletion of treatments

U changes in inclusion/exclusion criteria.

U change in method of dosage formulation, such as, oral changed to
intravenous

0 significant change in the number of research participants (if the
decreasel/increase in the numbefr research participants alters the
fundamental characteristics of the study, it is significant)

1 For regulatory studies, a protocol amendment with above changes would require DCGI
approval

1 For expedited review, ForiX 02JIHO9/V4 will be used to nomirta members by the
Chairperson/ Member Secretary.

4.5. Distribution to IEC- IS members

1 The following documents will be distributed to the designated-ilE@Gembers as per
the decision regarding review

o The amendment s r elearlysidenotify eadlo c ument s t o

change.

o0 Protocol Amendment Assessment ForkxX 02JIHO9/V4

1 Whenever the decision is Full Board review, the Secretariat shall summarize the points
for discussion regarding the amended protocol/protocol related documenshalhd
place the protocol amendment request on the agenda for discussion at the next convened
meeting.
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4.6. Protocol Amendment Review Process

1 IEC member will review the amended documents and write his/her comments in the
form - AX 0101H09/V4

1 Reviewer may request secretariat to keep the documents for full board discussion after

review.

1 IEC-IS members performing the review must sign and d&e form i.e. AX
02/JIH09/V4 and return this to the Secretariat after the review.

4.7. |EC- IS Decision on Amended Protocols

1 In case the project is kept for full board review, the Member Secretary / designated
member will present a brief oral summarfytioe study design and read the comments
on the amended protocol/ protocol related documents in the meeting.

The decision by the designated reviewers may be

1 Approved
1 Disapproved

Suggested Recommendation

M Next full board discussion

The final decision regarding the research project shall be reached by voting (2/3rd majority of
the members present and voting) and shall include one of the following:

0 Approve the protocol amendment

0 Require a modification to the proposed amendmeirtformed consent documents,
stating the reason and action required to sustain the study with a-tgléuyi IEC

T IS review/ IEC- IS review.
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o Not approve the amendment request, stating the reasdout allow the study to
continue as previously appre@d.

o Suspend the study, until further information is obtained

4.8. Recording of the decision

9 This IEC- IS decision will be recorded by the Secretariat in the IEC Decision Form.

4.9. Communication of the Decision to the Principlvestigator

1 If the IEC - IS approves the protocol/ informed consent documents (ICDs)
amendment, the Secretariat staff will send a signed and dated Amendment Approval
Letter i.e.AX B/JIHO9/V4 to the Principal Investigator (PI) within 14 working days
of the meeting. The decision regarding disapproval (stating reasons) or request for
modifications (stating specific changes needed) shall be communicated in writing to

the investigator within 14 working days of the meeting.

1 The letter of comments senttite investigator shall state that the reply to the letter is
expected within 60 days of date of receipt of the letter and in the absence of any

response, the project will be declared closed for thei [ECoffice records.

1 The Member Secretary shall inforother members about the decision taken on the
amended document/s at the next full board meeting.

5. Annexures

Annexure 1AX 010IH09/V4- Assessment of resubmitted protocol
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Annexure 2AX ®/JIHO9/V4 Protocol amendment request and assessment form

Annexure 3:AX B/JIHO9/V4 Protocol Amendment/Document Amendment Approval
letter

Annexure 1: AX 0140IH09/V4

Assessment of resubmitted protocol

Protocol Number:

Protocol Title:

Number of review 2"4 Review 3 Review 4" Review
Principal Investigator: Department:
Date of Initial Review by IEC: Date of Last Review:

The |EC Decision recorded in the mee

minutes: (meeting held on )

Opinion of the reviewer:

Revision oModification Yes No: Explain:
according to the

recommendation

Approved Yes No

If disapproved, reasons

for disapproval
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Further revision or

modification required

To be discussed at the

forthcoming full board

meeting

Any Other
Name of the Reviewer: 1) Signature: Date:
Name of the Reviewer2) Signature: Date:

Final Decision: Approved Yes/ No

If disapproved, reasons for disappraval

Further revision or modification requirédResubmission

Any other reason(s):

Signature of the Member Secretary/ Chairperson:
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Annexure 2: AX02/JIH09/V4

Protocol amendment request and assessment form

IEC Protocol Number:

a) Protocol Title:

b) Principal Investigator and Department:

c) Approved date:

d) No. of amendment:

e) State/describe the amendment: type of document/ part of document amended:

f) Reasons for the amendment:

g) Impact of amendment on present studythas site: (modifications in the ICDfe-
consent of research participants, untoward effects likely to occur because of
amendment or any other ):

h) Have the changes / modifications in amended versions been highlighted/ underlined?

Yes No

Name ofPrincipal Investigator: Signature with Date:

Type of review (Decision by the Chairperson/ Member Secretary)

1 Review by Member Secretary/ Chairperson
1 Review by designated IEQS members
1 Full Board discussion and review

Comments of theeviewer:
Decision: Disapproved Next full board discussion

Approved Suggested Recommendation(s)
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Name of IEC-IS Member/Member Secretary/Chairpersorreviewingproject

Signature with Date:

Final Decision: Approved Yes No

If disapproved, reasons for disapproval:

Further revision or modification required:

Any Other

Signature of the Member Secretary: Date:
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Annexure 3: AX03/JIHO9/V4

Protocol Amendment/Document Amendment Approval letter

To

Name of PI

Department

Ref:- IEC No. Project title

Dear Dr.

We have received from you the following

document(s).

1.

At the Institute Review Board meeting held on the above mentioned documents

were reviewed.

After consideration, the IEEIS has decided to approve:

(a) The aforementioned studglated documentOR
(b) The following documents:

1.
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The members who attended this meeting held on at which the above mentioned

document was discussed &isted below.

It is to be noted that neither you nor any of your proposed study team members were present

during the decisiomaking procedures of the Institutional Review Board.

OR

After reviewing the documents, the IEAS has decided tapprove the aforementioned study

related documents.

Yours truly,

(Signature of Member Secretary with Date

Pagel48of 252



7. Flowchart
No. Activity Responsibility
Receive the Protocol amendment /
L Resubmitted protocol IEC Secretariat
Notify the Member Secretary /
2. Chairperson of the IEC IEC Secretariat
Determine whether full board review /
3. review by designated members is neeq IEC Member Secretary / Chairperson
4. Nomination of Members for review IEC Chairperson
S Distribution tolEC-IS members IEC Secretariat
Protocol Amendment/ Revised IEC-IS Members / Member Secretary
6. documents Review Chairperson
£ IEC-IS Decision IEC Member Secretary / Chairperson
Communication of the Decision to the
8. Principallnvestigator IEC Secretariat
S Store documents IEC Secretariat

***
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IEC for Interventional studies, JIPMER
SOP10/ V4

Code no: JIH10/V4
Effective Date: 25/06/2019

Title: Continuing Review of Study Protocols by Institute Ethics Committee
(Interventional Studies), JIPMER

Prepared by: Reviewed by: Approved by:
Dr. M. Jayanthi Dr.C. Dr. T. Dr Reba Kanungo | Dr. R. Raveendran Dr. Rakesh
(IEC Member Sudhakaran Kadhiravan (IEC Chairperson) (Dean Research) Aggarwal
Secretary) (IEC Vice (IEC Member) (Director, JIPMER)
Chairpgrson)

I a@«%m Bowsthy | S Qub sl
Signature with Signature Wit gnature wit| Signature with Signature with
Date Date Date Date Date

1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe how continuing review
of previously approved protocols should be managed by the Institute Ethics Committee —
Interventiional studies (IEC — IS), JIPMER. The purpose of continuing review is to periodically
monitor the progress of study, to ensure continuous protection of rights and welfare of research

participants.
2. Scope

This SOP applies to conducting any continuing review of already approved study protocols at
pre-specified intervals by IEC - IS, JIPMER. All the projects approved by the IEC - IS will be
reviewed at least once a year. Depending upon the degree of risk to the participants, the nature
of the studies, the vulnerability of the study participants and duration of the study, the IEC - IS

may choose to review or monitor the protocols more frequently.

3. Responsibility

It is the responsibility of the IEC Secretariat to remind the PIs and Member Secretary regarding
continued review of protocols at the correct interval. All the approved protocols will be

reviewed annually. It is the responsibility of the Member Secretary to ensure a decision



regardingwhether the project needs to be reviewed more frequently is taken during théSIEC
meeting in which the project is finally approved. This must be recorded in the minutes. A fresh
decision to increase review may be taken if required based on the S#s reponitoring

reports, or safety concerns. This is responsibility of the SAE subcommittee and Member
Secretary.

The IEC- IS isresponsible for reviewing the progress made in the protocol (number of patients
recruited, dropped out, reasons for doyt), the occurrence of unexpected events or problems,
and compliance of the investigator regarding HSE communication.

4. Detaled instructions

4.1 Determining the date of continuing review

2 . The date of the continuing review will always be at least once in the year.

3 . The IEC- IS may recommend more reviews during the approval process depending on the
level of risk. This will bedocumented in the minutes.

4 . The Secretariat will inspect the minutes of meeting to set a timetable for continuing review.

5 . The Secretariat will identify and record the due dates for each project

4.2 Notifying the PI or the study team

The Secretariat will send a reminder to the Pl as per the fokiXa@l/JIH10/V4 one
month prior (if an annual review) or less as appropii&tany special additional reviews
are required) to the due date of continuing review.

4.3 Managing the continuing review package upon receipt
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1 Secretariat will receive a package (soft and hard copy) submitted by the PI for continuing
review of eachapproved protocol. Only one set (soft and hard copy) of continuing review
report shall be submitted by PI to IEAS as per format continuing Review Application
Form (AX 02/ JIH10/V3.

4.4 Verifying the contents of the package

1 Secretariat will ensuréhat the contents of the package include the following documents:

U Continuing Review Application Form (AX 02/ JIH10/Y4

it Continuing Review Application Form duly
(ticked on the Continuing Reviewpdlication Form(AX 02/ JIH10/V4) answers on
the application form and a discussion of scientific developments, either through the
conduct of this study or similar research that may alter risks to research participants.
The changes in the selection criteria of participapt®tocol/Informed consent
Document amendments, changes in the study team, any unexpected complications
etc. must have been discussed in the attached narrative.

1 The Secretariat will confirm complete information is appended and for the presence of
the reqired signatures of the Principal Investigator in the Continuing Review
Application Form (AX 02/ JIH10/V4).

4.5 Review process

1 The Continuing review submission may undergo expedited review or full board
review as deemed appropriate by the IEC MembereSary.

1 The IEC Member Secretary/ Member/s will use the Continuing Review Application
Form (AX 02/ JIH10/V4 to guide the review and deliberation process.

1 The Secretariat will send the Continuing Review Application Form (AX 02/ JIH10/V4)
to the designated IECIS members.
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1 The IEC Chairperson/ Member Secretary/ Member/s could reach one of the following
decisions after review:

1. Noted - The IECIS approves he continuation of the project without any
modifications.

2. Modifications recommended Study protocols that have been suggested
modifications by IEQ IS may not proceed until the conditions set by IES in the
decision have been met. The amendments and the required documents should be
amended and submitted to the IEIS within one month for reeview.

3. Project cannot be continued The reasons for discontinuation of the project should
be mentioned in théetter notifying the decision to the Principal Investigator. This
decision shall be recorded by the Member Secretary on AX 02/ JIH1ITAAIEC
Chairperson will sign and date the IEQS decision on Continuing Review Report
after a decision has been chad. The decision on continuing review taken by the
Chairperson/ Member Secretary/ Member/s will be informed to all-IEEdnembers
at the next full board meetinghe continuing review report may be discussed at full

board if deemed necessary by Chaispa/Member Secretary.

IEC Secretariat will maintain and keep the IEGS Decision forms and minutes of
the meeting relevant to the continuing review as part of the official record of the

review process in the project file.

o Communicating IEC- IS Decision to PI

The Secretariat will notify the PI of the decision within 14 days of the meeting at
which the report was discussed or of the date of review by the Chairperson/
Member Secretary/ IECS Member/s.

p Non-submission of ontinuing review report by principal investigator before due date.

If a PI fails to submit continuing review report withone month of the due date
(ie. 11 months from the date of approval, or earlier on the dates as specified),
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Secretariat will send a email reminder at least 15 days prior to due date of review.

If there is no response, IEC secretariat will put up the matter for discussion at
forthcoming full board meeting for appropriate action which may consist of but not
limited to sending:

1 A reminder letter again
1 A letter asking explanation for nesubmissio

1 A letter asking Pl to put recruitment of new participants on hold till report is
submitted

1 Any other action as deemed appropriate by-IEC

5. Annexures

Annexure 1: AX 01/ JIH10/V4 Reminder letter by the IECS to principal investigator

Annexure2: AX 02/ JIH10/V4 Continuing Review Application Form

Annexure 1: AX 01/ JIH10/v4

Reminder letter by the IEC to principal investigator

Date:

Name of Principal Investigator:

Department:

Ref: - Project no. Title:
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,,,,,

The aboveeferenced project was approved by thedEG on ééééeéeéeeée and
is due for Continuing Annual/ Periodic Review by the 1BC You are requested to submit
an Annual/ Periodic status report in the prescribed format which is enclosed (Continuing
Review Applicattn For m) at the earliest, on or befor

Member Secretary

Signature with date

Annexure 2: AX 02/JIH10/V4

Continuing Review Application Form

Summary ofprotocol participants:

1 No. of participants screened
1 No. of participants approved by IHS No. of recruited participants
1 No. of ongoing participants
1 No. of completed participants
1 No. of participants who refused to consent
Have any partici@aint s been withdrawn from this study? Ye

If no, (state the number and reasons for drofs of each participant, attach separate sheet if needed)

Have there been any amendments in protocol/ Informed Consent Document since the last review?
Yes ééeé. . Noééeeé.
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Were these protocol/ Informed Consent Document (ICD) amendments approvedIS?IEC

Yes éééé. Noeéeée. | f no, mention the amendments n

Which protocol amendment is the site following at present?

Which ICD amendment is thetsifollowing at present?

Has any information appeared in literature, or evolved from this or similar research that might affect
evaluation of the risk/benefit analysis of participants involved in this protocol?

Yes éééé. Noééeééeé. I f Yes (attach separate sheet i

Whether eports of SAEs so far have baewviewed by the IEQS

“ Whether reports of SAEs at other sitese been submitted to the IEE

Have any participating investigators been added or withdrawn since last review?

,,,,,

Yes éééé. Noééeééeé. | f Yesinthe atacmed nafrajivelal | changes

Is report of interim data analysis available?

Yes éééé. Noééeééeé. I f Yes (submit as an attachment

Is report of the data safety and monitoring board available?

Yes éééé. Noééeééeé. I f Yes (submit as an attachment

Have any investigators developed consultative relationstiipor acquired equity / shares frarsource
related to this protocol which might be considered a conflict of interest?

Yes éééé. Noéééeéé. I f Yes (submit as an attachment
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Date:

Signature of the Principal Investigator with Date:

Assessment of Continuing Review Report by the-IB@ be reviewed by

1 Chairperson /Member Secretary only and informed to thelf&a@embers at Full Board
9 Full Boad
1 Any 2 IEGIS members and informed to the IHE members at Full Board

Names of IEGIS members:

Member Secretary

Signature with date

IEC-IS Decision on the Continue Review Report

Date:

Decision:

1 Approved and the project can be continugtthout any modifications

1 Modifications recommendedrequiring protocol resubmission

0 State the recommendations:
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U Protocol should be discontinued

State the reasons for discontinuation:

Date of Full Board discussion

Signature of reviewer/s with date:

Member Secretary Signature with date:
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6. Flow Chart

No. Activity Responsibility
1 Determine date of continuing IEC Secretariat
review
2 Notify Principal Investigator ostudy team IEC Secretariat
3 Managecontinuing review packagepon receif] IEC Secretariat
and verifying its contents
4 Notify the members of the IECS IEC Secretariat
5 Review of Continuing review report IEC Secretariat, Members and Chairpers
6 Prepare meeting agenda IEC Secretariat
7 Communicate the IELS decision to Principi IEC Secretariat
Investigator
**k%k
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IEC for Interventional studies, JIPMER

Title: Review of Protocol Deviations / Violations

SOP11/ V4

Code no: JIHO11/V4
Effective Date: 25/06/2019

Prepared by: Reviewed by: Approved by:
Dr. M. Jayanthi Dr. C. Dr.T. Dr Reba Kanungo | Dr. R. Raveendran Dr. Rakesh
(IEC Member Sudhakaran Kadhiravan (IEC Chairperson) (Dean Research) Aggarwal
Secretary) (IEC Vice (IEC Member) (Director, JIPMER)
Chairperson)
Iy g
K c-%a‘ W NV T
Signature with Signa i}h Sign mmb\ Signatu?e’s Signature with Signature with
Date Date Date Date Date
1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe action(s) to be taken by the
Institute Ethics Committee - Interventional Studies (IEC — IS) when investigator(s)/ trial site(s) fail(s)

to:

e follow the procedures written in the approved protocol,

e comply with national and/ or international guidelines, statutory provisions, institutional
guidelines or rules or procedures mandated by the IEC - IS for the conduct of human

research,

e respond to the IEC-IS requests regarding statutory, ethical, scientific or administrative matters.

2. Scope

This SOP applies to all research protocols involving human research participants approved by IEC
(Interventional Studies), JIPMER.

3. Responsibility
The IEC Secretariat is responsible for receiving deviation/ violation reports submitted by the
Principal Investigator (PI) /others and placing it on the agenda of the meeting. Reporting of deviation/
violation in any other reporting format will not be accepted. The IEC-IS members should review and
take action on such reports.

4. Definitions

Protocol Deviation and Protocol Violation:



Protocol Deviation+ A protocol deviation is any change, divergence, or departure from the study
design or procedures of a research protocol that is underthe e st i gat or 6 lascont r
not beenmentioned in the protocol agpproved by théEC-IS. Upon discovery, the Principal
Investigator is responsible for reportitige protocol deviationso thelEC-IS using the standard

reporting form.

Protocol Violation- A protocol violation is a deviation from tHEC-IS approved protocol that

may affect the subject's rights, safety, or wellbeing and/or the completeness, accuracy and
reliability of the study data. If the deviation meets any of the following criteria, it is considered a
protocol violation.

[1  The deviation has harmed or posed a sigaift or substantive risk of harm to the
research subject. For example
A research subject received the wrong treatment or incorrect dose.
A research subject met withdrawal criteria during the study but was not withdrawn.

A research subject received axcluded concomitant medication.

4.5 The deviation compromises the scientific integrity of the data collected for the
study. For example

0 A research subject was enrolled but does not meet the protocol's eligibility
criteria.
0 Failure to treat research subjects per protocol procedures that specifically relate to

primary efficacy outcomes. (if it involves patient safety it meets the firggoay
above)

0 Changing the protocol without pri¢iEC-1S approval.

0 Inadvertent loss of samples or data.

4.8 The deviation is a willful or knowing breach of human subject protection regulations,
policies, or procedures on the part of the investigator(s). For example
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0 Failure to obtain informed consent prior to initiation of stuelkated procedures
0 Falsifyingresearch or medical records.

0 Performing tests or procedures beyond the individual's professional scope or
privilege

status

IV. The deviation involves a serious or continuing noncompliance with federal, state, local or
institutional humarsubject protection regulations, policies, or procedures. For example

0 Working under an expired professional license or certification
0 Failure to follow federal and/or local regutatis, and intramural researngblicies
0 Repeated minor deviations.
V.The deviation is inconsistent with the NI

research, medical, and ethical principles. For example

AA breach of confidentiality.
Alnadequate or improper informed consent procedure.

Minor Protocol Deviation- A minor prdocol deviation is any change, divergence, or departure

from the study design or procedures of a research protocol that has not been approved by the
IEC-IS and which DOES NOT have a major impact on the subject's rights, safety -bewel)
or the completness, accuracy and reliability of the study data.

5. Detailed instructions

5.1 Detection of Protocol deviation/ violation
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Protocol deviation/ violation may be detected in one the following ways (but not limited to
those listed below):

8 Protocol deviation/ violation may be reported by Investigator/ study site/
sponsor/ ContragResearch Organization to the 1HE.

9 The IEGIS members performing monitoring of the project at trial site may
detect protocol deviation/violation if the project is not been conducted as per
protocol/ national/ international regulations.

10 The Secretariat may detect protocol deviation/ viotatfrom failure to
comply with statutory requirements/ failure to respond to requests from IEC
IS within reasonable time limit/ failure to respond to communication made by
IEC-IS.

11 The IEGIS members may detect protocol deviation/ violation when
scrutinzing annual/ periodic reports/ SAE reports/ any other communication
received from the Investigator/ trial site/ sponsor/ study monitor/ contract
research organization.

The IEC Secretariat and/ or IHS members may become aware
of a protocol deviation/ iglation while reviewing studyelated
documents including reports filed in by the Principal Investigator

(PI).

Communication/ complaint/ information received from a research
participant who has been enrolled or any individual who has been
approached foenrolment.

Any report/ communication brought to the notice of Member,
Secretary/ Jt. Secretary/ Chairperson of IEC by an independent
person.
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Communication received from the Head of the Institution
informing IEGIS about an alleged protocol violation/ protocol
devidion.

5.2Receipt of protocol deviation / violation report by the Secretariat

1. The Pl will report the protocol deviation/violation as per Annexufex101/ JIHO11/V4.

2. In case protocol deviation/violation is detected by any other person (See Section 5.1) and
reported to the IEAS (there is no format for this), the Member Secretary will write to
the PI to submit a protocol deviation/violation as per Annexu® 01/ JIH011/V4.

3. The Secretariat will notify the Member Secretary of any protocol deviation/violation
report received from the PI/ from any source within 2 working days of receipt of the
notification.

5.3 Actions to be taken

1. The action of the IEGS will be basean:

The nature and seriousness of the deviation / violation.

Frequency of deviation/ violation in the study in the past.

Frequency of deviation/ violation in previous studies conducted by the same-Pl/ Co
Pl or in the same department.

= =4 =4

2. Member Secretary will decide on the impact of the protocol deviation / violation and
act accordingly. Depending upon tkeriousness, the IE(S shall do the following
(not limited to these actions):

Ask PI for written clarification as soon as the deviation is received

1 If the impact is serious, this report will be shared with the Chairperson and two
or more IECIS members @signated by the Chairperson.

1 If the impact of the protocol deviation is serious enough, the Member Secretary
will instruct the Secretariat to call for and schedule a-bakrd meeting
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specifically to discuss the issue within 7 working days of the irgtaltiny

The Secretariat Wiput up the information and communication at the next full board

meeting for discussion.

3.The Member Secretary in consultation with HEC members will review the
information available and deliberate on it.

4.The Chairperson will take a final decision deg&g on the seriousness of the
violation. The decision will be taken to ensure that the safety and rights of the research
participants are safeguarded. The decision will be taken by voting. A majority vote for

approval, disapproval or request for modificas of a study suspension or termination

of an ongoingstudy is defined as IBof the voting members present at the meeting.
[1 The decision taken by IEGS could include one or more of the following:

1 Determine that no further action is required, or take other actions as appropriate.

1 Inform the PI that the IECQS has noted the violation / deviation, and instruct the Pl
to ensure that deviations/ violations do not occur in future and to followl$EC
recommendations.

1 Enlist measures that the Pl would undertake to ensure that such deviations /
violations do not occur in future.

1 Observe the research or consent process (depending on the nature and frequency of

the deviation).

Suggest modifications to theqtocol.

Alter interval for submission of the continuing review/ annual project status.

Ask for additional training of investigator and study team

Reprimand the PI.

o Seek additional information from the PI.

o Conduct audit of trial by the IECS.

o0 Suspend thestudy till additional information is made available and
scrutinized.

o0 Suspend the study till recommendations made by thel$E@re
implemented by the Pl and found to be satisfactory by thel$£C

o0 Suspend the study for a fixed duration of time.

0 Suspension or termination of the study.

0 Revoke approval of the current study.

= =4 4 A
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o Inform DCGI/ other relevant regulatory authorities.
0 Keep other research proposals from the PHRCander abeyance.
o Review and/ or inspect other studies undertaken by HRICo

This final decision will be recorded @&X 01/ JIH011/V4 by the Member Secretary.

5.4 Procedure for notifying the Pl and other ewerned authorities

1 The Member Secretary will draft a notification letter.

1 The signed letter by Member Secretary will be sent to the Pl and Department Head(s) (if
required on case to case basis) and Institutional Officials (if required on case to case
basis).

1 The IEC secretariat will send a copy of the notification to the aelenational authorities
(if required on case to case basis) and institutes (if required on case to case basis in case
of multi-centric trials).

5.5 Records and follow up to be kept by IEC secretariat

The Secretariat will keep a copy of thetification letter in the respective project file.

6. Annexure

Annexure 1: AX 01/ JIHO11/V4 - Deviation/ Violation Record
Annexure 1: AX 01/ JIHO11/V4
Deviation/ Violation Record

IEC Protocol no:

Study Title:
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Principal Investigator:

Department:

Deviation from protocol:

Protocol violation:

Description of deviation (s)/violation(s):

Corrective Actions Taken by the Principal Investigator:

Reported by (Name of Principal Investigator/ Study Team Member):

Signature with date:

Provisional Decision by Reviewer (Member Secretary and/or Chairperson and/or IEQS
Member/s)

1 Noted
1 Request the PI not to perform such deviations/ nhon compliances/ violations in future
1 Specific recommendations stated beloveedollowed

Specific recommendations stated below to be followed

9 Suspend the study till the IES recommendations are implemented
1 Suspend the study till information available
9 Terminate approval of the current study

Reasons for termination

Refuse subsegut applications from Pl
To discuss at the full board meeting
Any other

= =4 =4

Reviewed by
Name/s:

Signature/s with date:
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Discussion of the protocol deviation/violation at the

1 Emergency meeting on
1 Next Scheduled full board meeting on
9 Final decision at th&ull board meeting held on
Signature with date
IEC Member Secretary
7. Flow Chart
No. Activity Responsibility
. : L IEC-IS members
Detection and reporting of Protocol deviation/ .
1 Secretariat/
Violation L .
principal investigator
2 Receipt of protocatleviation / violation report Secretariat
3 Review, board discussion, decision and action IEC-IS Members, Memb(
Secretary and Chairpers
4 o'Fn‘y Principal Investigator/ concerned authorities of 4K Secretariat
action
5 Maintain records Secretariat

*k*k
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IEC for Interventional studies, JIPMER
SOP12/ V4

Code no: JIH012/V4
Effective Date: 25/06/2019

Title: Review of Serious Adverse Event (SAE) Reports

- ‘e

Prepared by: Reviewed by: Approved by:
Dr. M. Jayanthi Dr. C. Dr. T. Dr Reba Kanungo | Dr. R. Raveendran Dr. Rakesh
('l EC‘Me%bEf Sudhakaran Kadhiravan (IEC Chairperson) (Dean Research) Aggarwal
Secretary) (IEC Vice (IEC Member) (Director, JIPMER)
Chairpesgon) N

A2 oW fuavf vl Qb
Signatu%e%with Signatu’lr/e)\ft"it\h\a Sign 0’ Signatur?/wbi mnh Signature with

Date Date ate Date Date Date

1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to describe procedures for the review of
initial and follow-up reports of serious adverse events (SAE) reported to the Institute Ethics
Committee, Interventional Studies (IEC IS) , JIPMER for any study under the oversight of the (IEC-
IS).

2. Scope

This SOP applies to the review of SAE reports (Adverse events/ SAE onsite as well as SAEs of the
multicenter studies occurring at other sites offsite) submitted to the IEC, Interventional Studies
(JIPMER).

3. Responsibility

It is the responsibility of the IEC, Interventional Studies (JIPMER) to review all SAEs reported to the
[EC-IS, (JIPMER) in a timely manner.

4. Definitions

1] Serious Adverse Event:

Any untoward medical occurrence, at any dose, that results in death, is life-threatening, requires

inpatient hospitalization or prolongation of existing hospitalization, results in persistent or



significant disability/incapacity, or is a congenital anomaly/birth defect

2] Serious Adverse Event or Serious Adverse Drug Reaction

An AE or ADR that is associated with death, inpatient hospitalization (in case the study was
being conducted on o4patients), prolongation of hospitalization (in case the study was being
conducted on Hpatients), persistent or significant disability ocapacity, a congenital anomaly

or birth defect, or is otherwise life threatening.

3] Adverse Event

An AE is any untoward medical occurrence in a patienh@ subject of clinical investigation

who has beeadministered a pharmaceutigabduct, whichdoes not necessarily have a causal
relationship with this treatment. An AE can therefore be any unfavorable and unintended sign
(including an abnormal laboratory finding), symptom, or disease temporally associated with the
use of a medicinal (investigatia) product, whether or not related to the medicinal

(investigational) product.

5. Detailed instructions

5.1 SAE Subcommittee

1 Serious Adverse Event (SAE) Subcommittee of the-I&EQvill review all serious
adverse events (SAE) at the site / other sites involving human participants approved by
IEC-IS.

1 The committee will consist of members who collectively have the qualifications and
experience to review and evaluate the scientifiedical and ethical aspects of adverse
event reports involving human participants.

Composition of the SAE Subcommittee
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1 SAE Subcommittee will be appointed by thkairperson of IEC

1 SAE Subcommittee will be multidisciplinary and mtgd@ctorain composition.

1 SAE Subcommittee will be composed of at least 5 and a maximum of 10 individuals
who are members of the IES.

The composition shall be as follows:

1
T
1

Chairperson of the SAE Subcommittee
OneMember Secretary
At least one member with post graduate qualification in the discipline of

U Medicine

U Clinical Pharmacology

U Any other relevant clinical specialties in the institution
i

IEC Secretary will be BEXOfficio member of the SAE Subcommittee.

. SAE Subcommittee may invite legal expert of HECto provide opinion on legal implication

of adverse event.

. Head of the SAE Subcommittee will be responsible for conducting SAE subcoemitte

meetings, and will lead all discussions and deliberations pertinent to the review of adverse
event reports.

. Head of the SAE Subcommittee/ Executive Secretary will sign minutes of the SAE

Subcommittee meeting.

.I® case of anticipated absence, the Head of SAE subcommittee will hominate a SAE

subcommittee member as acting head. The acting Head will have allvkeespaf the Head
of SAE subcommittee for that meeting.

1 Bor the SAE Subcommittee meeting, a quorum will consist of at least 4 members as
follows- one member (preferably pharmacologist), one member (preferably clinician),
executive secretary and Head/ Agtihead of the SAE subcommittee.
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4 . 1 BAE subcommittee will meet at least once in a month (or as often as required)

Membership requirements

1 IEC-IS Members will be appointed to the SAE Subcommittee if they show willingness
and commitment in terms of time to perform the role and responsibility as SAE
Subcommittee member.

1 The Head of the Institute (HOI) is responsible for appointing the SAEdBulittee
members. The names of new members to be appointed may be suggested bylghe IEC
members and the Chairperson to the Head of the Institution.

1 The tenure of SAE Subcommittee will be for a continuous period of two (2) years from
the date of appointent.

1 The retiring member will be eligible to be appointed for the new tenure consecutively
four times.

1 An SAE Subcommittee member may resign from membership by submitting a letter of
resignation to the Executive Secretary of the SAE Subcommittee. The member may or
may not assign reasons for resignation.

1T A SAE Subcommittee member may be disqualified froMES Subcommittee
membership if the member fails to attend more than 5 regular consecutive SAE
Subcommittee meetings without prior intimation. The Head of SAE Subcommittee will
inform Chairperson, in writing, if a member has not attended more than fivecatinee
regular meetings of the SAE Subcommittee. The Chairperson will take up the issue of
disqualification for discussion at the full board meeting and allow the concerned SAE
Subcommittee member to state his reasons for unauthorized absence.

Functions of the Executive Secretary of the SAE Subcommittee

To schedule and organize the SAE Subcommittee meetings.
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To prepare and maintain meeting agenda and minutes.

To conduct SAE subcommittee meetings

To prepare the communication letters related to the adverse event reports.

To communicate with IEQS members, regulatory authorities and investigators in
timely manner.

To provide necessary administrative support for SAE Subcommittee related activitie

To ensure adherence of the SAE Subcommittee functioning as per SOPs

5.20nsite SAE

5.2.a. Receipt of SAE report

4 . The IEC Secretariat will receive the following documents within the specified time frame
if an SAE is experienced by any research participant:

Initial SAE report to be submitted by the Principal Investigator (PI) within 24 hours
of occurrence as péhne format specified in

Due analysis should be submitted by the Pl within 14 days from the occurrence of
the SAE along with the format specified

Due analysis will also be submitted by the sponsor within 14 days in the format
specified.

The follow w reports of all orsite SAE till the event is resolved.

5 . The IEC Secretariat will verify that the report is complete in all respects and that it has
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been received at the IEC office within the specified timelines.

6 . If the report has been received beyond the specified time, it will be considered as a
protocol violation and action should be taken.

7 . The IEC Secretariat will sign and write the date onclvlthe report is received.

8 . The Secretariat will forward these reports to the IEC Member Secretary or Executive
Secretary of the SAE Subcommittee (if constituted) within two working days.

5.2 h Review and Decision on SAE Reports and Communication to Rhd

Regulatory Authority by IEC -IS

9 . Member Secretary or Executive Secretary of the SAE will review the SAE report and
present to the full board / SAE subcommittee (as applicable) for review and opinion.

1 OAt the meeting of IEC or SAE subcommittee, the SAE reports will be reviewed with a
specal focus on relatedness to the clinical trial, medical management and financial
compensation to be given to the research participants. The applicable formulae and
guidelines from the regulatory authority will be used during this discussion.

1 1If.deemed neessary, a decision to hold emergency IEC meeting may be taken to discuss
about financial compensation. An emergency IEC meeting will be scheduled within 7
days for the same.

1 2The Executive Secretary of the SAE subcommittee may refer the SAE report to full board
for review if deemed necessary

1 3The minutes of the SAE Subcommittee/ IEC meeting will include the information on
SAE at the site along with the opinion on the abovetsan the onsite SAE.
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Participant ID|Letter no./and Typeof Date of whether study drug withheld SAE Causalityin the Recommendation (s)
date of Report onset Outcome |Opinionof Pl by SAE

reporting (I/FU) Subcommittee

I-initial, FU- Follow-Up

The minutes will be circulated to the IHS memberwia email and approval/ objection
will be sought from the members in a period of 5 working days.

U The IEC secretariat will draft a formal letter to the concerned Pl and inform him/ her

about the IEC dedisn. This letter will be signed and dated by the Menthecretary or
Chairperson (IEC) and will be sent to the Pl within a period of 7 days from the date of the
SAE subcommittee meeting.

U The PI will be requested to reply to the query letter on the SAE report within 7 working

days.

U The opinion regarding relatedness, medical management and compensation for research

related injury will be communicated to the Licensing authority (DCGI) witBih
calendar days of the occurrence of the SAE in case of regulatory clinical trials.

U The Administrative Officer will file a copy of these letters in the study file.

Reports of SAE Occurring at other Sites

The investigator will need to submit tH®AEs occurring at other sites (CIOMS and
SUSARYS) in the form of soft copies only (CD) along with the appropriate covering letter
(hard copy) mentioning the total number of reports and its details in the following format:

SNo.

Type SAE Date Date Causality
Country Outcome
of Report levent  |of onset |of report InvestigatonSponsor
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(/FU)

[-initial, FU- Follow-Up

For every SAE term, a separate row of the above table is to be
used (the SAE terms should not be combined).

Causality to be stated as related (R) or not related (NR)

The SAEs occurring at other sites will be reviewed by the
Secretary of the IEC / SAEuBcommittee (as applicable) and
informed to other members and discussed in the forthcoming
scheduled meeting. The agenda and minutes of the meeting will
include the information on SAESs at other sites.

p Onsite AE

The IEC Secretariat will receive thfllowing documents pertaining to AE
experienced by the research participants for research proposals approved by the
IEC-IS:

1. On site AE reports to be submitted by the PI annually in the
continuing review report.
In view of the risk assessment of a givessearch proposal the IHS can

request adverse events to be reported earlier, if deemed necessary at specified
timelines in the project approval letter.

The IEC Secretariat will verify that the report is complete in all respects and signed
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and dated by the PI and that it has been received at the IEC office within the specified
timelines. If the report has been received beyond the specified time, it will be
considered as deviation.

For all the onsite AE reports received at the IBMffice, the Administrative Officer
will forward these reports to the Member Secretary of IEC for review.

Member Secretary of IEC may put the AE reports for discussion labdalrd if
deemed necessary

Queries, if any on the report will be communicated to the Pl by the Member Secretary
of IEC following full board meeting

The Administrative Officer will file a copy of these letters in the study file.

5.5.Review During the Full board IEC meeting

1 The IEC Member Secretary will read out the minutes of all the weekly SAE Sub
committee meetings including the recommendations/ decisions of the SAE sub
committee (if constituted).

1 In case of the SAE occurring at the site to be discussed at the full board meeting, the
member secretary will also provide the relevant information including updates on SAE
that have occurred earlier at the site. The Chairperson will invite members eaveic
opinions and ensure free and frank discussion.

1 The decision can be arrived at by consensus. If not agreed by consensus, the issue

2. would be put for voting. (a majority vote for a decision is9/3

majority of the members present and voting)
5.6 Decision of IECGIS on SAE review
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The SAE Subcommittee/IEC may take one or more of the following decisions on review of

the SAE reports.

5.6a Typeof Actions Taken by IEC/ SAE Subcommittee on Review of SAE Report:

Following detailed review of the SAE reports and related documents, the IEC/ SAE
Subcommittee (if constituted) can suggest one of the following actions:

Note the information about tH®2AE in records for future reference.
Request further follow up information and/ or additional details.

1
1
1 Ask for periodic followup of the research participant till SAE is resolved
1

Depending on complexities of issuksC/ SAE Subcommittee may decide to seek

opinion of outside expert consultant who is requested to respond within 14 working days.

1 Provide recommendations regarding/ raise queries related to compensation for study

related injury and death

5.6h Type of Actions Taken by IEGIS following full board review

1 Suggest changes/ amendments in protocol, Patient Information Sheet/ Informed Consent
Document/ I nvesti gat o+tetat@ddBaurmneatb ur e/ any ot h
Suspend the study till additional information is available.

Suspend té study till review is completed (safety monitoring of ongoing patients to be
continued).

Suspend the study till amendments requested for by thé3E&& carried out.

Suspend enrollment of new participants.

Suspend certain activities under the protocol

Direct the PI to inform participants already enrolled in the study about the AEs and if
required obtain their consent again-¢ansent) regarding continuation in the research
trial.

91 Direct the PI to inform participants already enrolled in gtedy about the AE and
request them to undertake additional visits, additionabcexures, additional
investigations, etc. as prescribed in ammendment.

Terminate the study.

Any other appropriate action.

= =

= =4 -8 -8

= =4
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1 The decision shall be recorded in theates of the full board IEC meeting.

If the recommendation from the IEIS includes suspension of the study or suspension of

any one or more of the studglated procedures or activities, amendments in the protocol or

other studyrelated documents (excld i ng | nv e st i g-eohsenting Of rebearonc h ur e
participants, the decision will be conveyed to the PI through telephone, fax or email within

24 hours. Such a communication will be documented by the IEC MeBdneetary in the

study file. A formalletter to the PI informing about the IHS recommendations in such

situations will be sent within 5 working days of the IEC meeting having taken place.

6. Annexures

Annexure 1 AX 01/JIH012/V4 i As per Schedule Y Appendix XI: Data Elements for

Reporting serious adverse events occurring in a clinical trial

Annexure 2A AX 02A/ JIH012/V4 - Checklist for Onsite Serious Adverse Event
submission

Annexure 2B AX02B/ JIHO12/V4i Onsite Serious Adverse Event Analysis Report
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Annexure 1: AX 01/ JIH012/V4 (As per Schedule YAppendix XI:)
Data Elements for reporting serious adverse events occurng in a clinical trial

1. Patient Details

Initials & other relevant identifier (hospital/OPD record number etc.)
Gender

Age and/ or date of birth

Weight

Height

=4 =4 =8 =8 -9

2. Suspected Drug(s)

Generic name of the drug

Indication(s) for which suspect drug warescribed or tested
Dosage form and strength

Daily dose and regimen (specify units.g., mg, ml, mg/kg)
Route of administration

Starting date and time of day

Stopping date and time, or duration of treatment

=4 =4 =8 =8 -8 -4 A

3. Other treatments

1 Provide the same information for concomitant drugs (includingpmescription / OTC drugs)
and nordrug therapies, as for the suspected drug(s).

4. Details of Suspected Adverse Drug Reaction(s)

9 Full description of reaction(s) including body site and sé&yeds well as the criterion (or
criteria) for regarding the report as serious. In addition to a description of the reported signs and
symptoms, whenever possible, describe a specific diagnosis for the reaction.

i Start date (and time) of onset of reaction.

9 Stop date (and time) or duration of reaction.

1 Dechallenge and rechallenge information.

i Setting (e.g. hospital, ogiatient clinic, home, nursing home).
5. Outcome

1 Information on recovery and any sequelasults of specific tests and / or treatment that may
have been conducted.

1 For a fatal outcome, cause of death and a comment on its possible relationship to the suspected
reaction; Any post mortem findings.

9 Other Information: anything relevant to fatd@te assessment of the case, such as medical
history including allergy, drug or alcohol abuse; family history, findings from special
investigations etc.

B Details about the Investigator
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Name

Profession (speciality)

Address, Telephone number

Date ofreporting the event to Licensing Authority:

Date of reporting the event to Ethics Committee overseeing the site:

=A =4 =8 =8 =9

Signature of the Investigator

SNo. Details

Annexure 2A AX 02A/ JIHO12/V4

Checklist for Onsite Serious Adverse Evensubmission
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1. Country (Name of the country should be specified)
2. SAE report of death or other than death Death Other than Deat
Please tick"H) Yes / No Page No.
3. In case of Serious Adverse Event(SAE), please specify if then
injury to the participant (Please specify Yes/No) in the box
4. Protocol Title
5. Protocol Study No./ ID /Code
6. Copy of Clinical Trial permission obtained from CDSCO
7. CTRI Registration No.
8. Sponsor(Address with contact no dfwhail)
0. CRO (Address with contact no and Email)
10. |Initial / Follow-up (FU)
11. |In case of followup: Date & Diary no of initial or recently submit
report information
12. |Patient Details
a)| Initials & other relevant identifier (hospital/OPD record number
b)| Gender
¢)| Age and/or date of birth
d)| Weight
e)| Height
13. |Suspected drugs

Generic name of the drug

Indication(s) for which suspect drug was prescribested

Dosage form and strength

Daily dose and regimen (specify units.g., mg, ml, mg/kg)

Route of administration
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f)

Starting date and time of day

g)| Stopping date and time, or duration of treatment
14. | Other Treatment(s)
Provide the same information for concomitant drugs (including
prescription/OTC Drugs) and nodrug therapies, as for suspe
drug(s)
15 Details of the events
a)| Full description of event (s) including body site and severity, ag
as thecriterion (or criteria) for regarding the report as serious.
b)| In addition to a description of the reported signs and sympg
whenever possible, describe a specific diagnosis for the reactiq
c)| Start date (and time) of onset of reaction.
d)| Stop date (and time) or duration of reaction.
e)| Dechallenge and rechallenge information.
f) | Setting (e.g., hospital, ogiatient clinic, home, nursing home).
16. | Outcome
a)| Information on recovery and any sequelae; results of specifi
and/or treatment that may have been conducted.
b)| For a fatal outcome, cause of death and a comment on its p
relationship to the suspected reaction; any-pastem findings.
c)| Other information: anything relevant to faciliteaesessment of {
case, such as medical history including allergy, drug or al
abuse; family history; findings from special investigations etc.
1| Details about the Investigator
7
d)| CT Site Number, if any
e) Name
f)| Address
g)| Telephone/Mobile Number & Email
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h)| Profession (specialty)
i) | Date of reporting the event to Licensing Authority:
j) | Date of reporting the event to Ethics Committee overseeing the
k)| Signature of the Investigator
18. Details about th&thics Committee
a)l Name & Address
b)] Name of Chairman & Address
c)| Telephone/Mobile Number
d)| Email
"'19. | Adverse Event Term/ Details of SAE
20. Causality Assessment (Related/Unrelated) by Investigator
21. Causality Assessme(RRelated/Unrelated) by Sponsor/ CRO
22. Details of compensation provided for injury or death. In cas
compensation has been paid, reason for the same
23. Duly filled SAE Form as per Appendix XI of Schedule Y
24, Laboratoryinvestigations report /Discharge summary (if availab
and applicable)
25. Postmortem report (if applicable)/ Any additional documents)

Note: Information not relevant to a particular SAE should be marked with NA
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Annexure 2B AX02B/JIHO012/V4

Onsite Serious Adverse Event Analysis Report

SNo. Details
1.  |Country (Name of the country should be specified)
2.  |SAE report of death or other than death Death Other than Deat
Please tick'H) Yes / No Page No.
3. In case of SeriouAdverse Event(SAE), please specify if there is
injury to the participant (Please specify Yes/No) in the box
4.  |Protocol Title
5. Protocol Study No./ ID /Code
6. |Copy of Clinical Trial permission obtained from CDSCO
7. CTRI Registration No.
8.  |Sponsor(Address with contact no and Email)
9. |CRO (Address with contact no and Email)
10. |Initial / Follow-up (FU)
11. |In case of followup: Date & Diary no of initial or recently submit
reportinformation
12. |Patient Details
f)| Initials & other relevant identifier (hospital/OPD record nun
etc.)
g)| Gender
h) Age and/or date of birth
i) | Weight
j) | Height
13. [Suspected drugs

h)

Generic name of the drug
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Indication(s) forwhich suspect drug was prescribed or tested

j) | Dosage form and strength
k)| Daily dose and regimen (specify units.g., mg, ml, mg/kg)
[) | Route of administration
m| Starting date and time of day
n) Stopping date and time, or durationt@atment
14. | Other Treatment(s)
Provide the same information for concomitant drugs (including
prescription/OTC Drugs) and nedrug therapies, as for suspe
drug(s)
15 Details of the events
g)| Full description of event (shcluding body site and severity, as \
as the criterion (or criteria) for regarding the report as serious.
h)| In addition to a description of the reported signs and symg
whenever possible, describe a specific diagnosis for the reacti
i) | Start date (and time) of onset of reaction.
j) | Stop date (and time) or duration of reaction.
k)| Dechallenge and rechallenge information.
) | Setting (e.g., hospital, ogiatient clinic, home, nursing home).
16. | Outcome
)| Information on recovery and any sequelae; results of specifi
and/or treatment that may have been conducted.
m| For a fatal outcome, cause of death and a comment on its p
relationship to the suspected reaction; any-pastemfindings.
n) Other information: anything relevant to facilitate assessment
case, such as medical history including allergy, drug or al
abuse; family history; findings from special investigations etc.
1| Details about thénvestigator
7

Pagel86of 252




o) CT Site Number, if any

p) Name

g) Address

r)| Telephone/Mobile Number & Email

s)| Profession (specialty)

t)| Date of reporting the event to Licensing Authority:

u) Date of reporting the event to Ethics Committee overseeingjte

v)| Signature of the Investigator

18. Details about the Ethics Committee

e) Name & Address

f)| Name of Chairman & Address

g)| Telephone/Mobile Number

h)l Email

"19. Adverse Event Term/ Details of SAE

20. Causality Assessmef(RRelated/Unrelated) by Investigator

21. Causality Assessment (Related/Unrelated) by Sponsor/ CRO

22. Details of compensation provided for injury or death. In cas
compensation has been paid, reason for the same

23. Duly filled SAE Form agper Appendix XI of Schedule Y

24. | Laboratory investigations report /Discharge summary
available and applicable)

25. | Postmortem report (if applicable)/ Any additional documents)

Details of payment for medical management of SAE? (plgaseinformation whopaid how much ws
paid, to whom, with evidence of the same)

What is the investigatords assessment for th
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What is the sponsordéds assessment for the amg

Has theparticipant made a claim? Yes No

If yes, for how much amount

| f no, pl ease ensure that the participant /
compensation. Please submit documentation regarding the S
Signhature of the Principal Investigator : Date:
6. Flowchart
No. Activity Responsibility
1 Receipt of SAE report IEC Secretariat
) Submission of SAE report to SARIbcommittee Executive Secretary of S/
Subcommittee
3 Agenda and Minutes of the Subcommittee Executive Secretary of S/
' Subcommittee
Review and discussion of SAE report Stibcommitte SAE Subcommitte
4. meeting members

Review and discussion of SAE report at full B¢ Member Secretary
5. | meeting

Communication of the IECS decision abouSAE Executive Secretary ofthe
review to the Licensing authority SAE Subcommittee

7. Communication of the IECS decision about Executive Secretary of {
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SAE review to the principal investigator SAE Subcommittee

*k%k
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IEC for Interventional studies, JIPMER

Title:

(Interventional Studies), JIPMER

=)

SOP13/ V4

Code no: JIHO13/V4
Effective Date: 25/06/2019

Review of Study Completion Reports by Institute Ethics Committee

Prepared by:

Reviewed by:

Approved by:

Dr. M. Jayanthi Dr. C. Dr.T. Dr Reba Kanungo | Dr. R. Raveendran Dr. Rakesh
Sudhakaran Kadhiravan Aggarwal
(IEC Member (IEC Chairperson) (Dean Research)
Secretary) (IEC Vice (IEC Member) (Director, JIPMER)
Chairperson)
ya) )]
V29|, s | SN | Qg
<l e
Slgnature with Slgna e wnt Sign IJQ\‘) Signature wi Signature with Signature with
Date Date ate Date Date Date
1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide instructions on the review of

Study Completion Report submitted for studies approved by the Institute Ethics Committee -

Interventional Studies, (IEC —

2. Scope

IS), JIPMER.

This SOP applies to the review of Study Completion Report of every completed study submitted by

Principal Investigator (PI) and is applicable only to IEC- IS, JIPMER.

3. Responsibility

It is the responsibility of the Secretariat/ IEC Chairperson/ Member Secretary/ Member/s to review the

study report and act on it.

4. Detailed instructions

4.1. Receipt of Study Completion Report



The Secretariat will receive 1 copy (soft damatd) of Study Completion Report filled as per the

formati AX 01/JIH013/V4 from the PIl. The study completion report is expected from the
investigator within 1 month of completion of the study at the site. The Secretariat will follow
instructi omagemseni nofiMBr ot ocol Submi ssiono for
package. It is the responsibility of the IEC Secretariat to review the report for completeness. The
Secretariat shall verify the submitted Study Completion Report along with Study &mmpl

Report Form and forward it to the Member Secretary within 7 working days of receipt.

1 The Member Secretary will review the Study Completion Report, confirm that it is
complete and present it at the next full board meeting. If there is a need.delt (e
deviation/ violation is noted), the Member Secretary will handle it aglp€11/V4.

1 The Secretariat shall include the Study Completion Report Form in the agenda for IEC

members for discussion at the full board meeting.

4.2. During the Board meeing
The Member Secretary will present the report and members can discuss as needed. Following the
discussion, the Chairperson may take one of the following decisions:

1 noted / approved

1 request for additional information / clarification

The Secretariat will note the decision in the meeting miniites.Member Secretary will draft a

letter to the PI conveying decision on the study completion repbs. study shall be considered

as clogd if the decision by IEGISi s @A Notedo or HAApprovedo. The
file the report and get the Study Completion Report Fseigned by the Chairpersofhe final

report will be placed in the master file and kept in the archival areaAdimenistrative Officer

will archive the entire study for a period of 5 years from the date of completion of the project if
the decision is noted and closed.

6. Annexures
Annexure 1. AX 01/JIH013/V4 - Study Completion Report
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Annexure 1: AX 01/JIH013/V4
Study Completion Report
(To be flled by principal Investigator)

IEC Project No.
Project Title:
Principal Investigator:
Department:

Total no. of study participants recruited:

Total no. of study participants approvedtbg IEGIS for recruitment:

Duration of the study:

*Results (summary) with Conclusion: (use extra blank paper, if more space is required):

*Note: If final report is not available from sponsor for sponsored clinical trial, it may be submitted later-k8 IEC

once it is ready.

Number of SAEs at our center:
Whether all SAE submitted to IE[S: Yes:
No:

No. of patients withdrawn:
Reasons for Withdrawal of Patients:

Signature of Principal Investigator:

To be filled by IEC office only

Action

Noted:

Requires more information/ action as follows:
IEC Meeting date (If reviewed in meeting):
Final Decision:

Signature of Member Secretary with date:
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7. Flow chart

No. Activity Responsibility
1 Receipt of the study completion report IEC Secretariat
. Checking the contents of the report packages and IEC Secretariat

assess adequacy of contents

Verification of the study completion report,
preparation of the study completion statement and

sending them to the Member Secretary

IEC Secretariat

4 Review of Study completion report foompleteness aMemberSecretary/
informing members at fulboardmeeting Chairperson

5 Inclusion of report/ review at fdlloardmeeting IEC Secretariat

5 Discussion and decision at the full board meeting Member Secretar]

Chairperson

Noting the decision in thminutes of the Meeting IEC Secretariat

8 Conveying decision to the Principal Investigator IEC Secretariat

9 Archiving all the studyelated documents along IAdministrative Officer

with the Study completion report

*k%k
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